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AOZNC’C Environmental Prdtectlon
Agency(EPA).
ecyios~Final rule.

SU~ARYThisnoticeannonnoesthat
EPA hassignedan enforceableTesting
ConsentOrder with eight companies
who have agreedto perform certain
health and environmentaleffectstests
with C.!. DisperseBlue79:1(1)8-
79:1)(CASNo.361$-72—2~.This action is
in responsetotheTSCA Interagency
Testfn~Committee’sIITCI
recommendationof this substancefor
priority testing.EPA alsoannouncesIts-
decfsionnot to Initiate rulemakingfor
C.!. DisperseBlue79 (DB-79~(CASNo.
3958-55-8)andtwoat its analogs(CAS.
Moe. 21429-43-8and 3618-73-3)for
health and environmentaleffectsand
chemicalfate testing.
EFFECTIVE DATE: November21, 2989.
FOR FUNT14~N~RMAT~ONCONT*CT
Michael M. Stal~.Dl&’ector,
EnvironmentalAsmstanceDivisioe(TS—
799), Office of ToxicSubeteaoe~Km.
EB—44. 401 M St..SW.. W~’.hiagtos.DC
20460.(202)554-1404,TDD (202) 554-
0551.
SUPPI.EMENTAaY U~FORMAT)O54:Under
procedures describedin 40 CFR part 790,
eight manufacturesiat 06-.7t1.also
known asacetamide,N-5-~bis~2.
(acety4oxy)ethyl1amioJ~4(2~,~.
thnitrophenyl)azoJ4.soethoxypby~),
have entered into a TestingConsent
Order with EPAin whichtheyhave
agreedto perform certain healthand
environmentele~c*~tsstguiagD8—
79:1. This rule aaádasohpert C of 40
CFR part 799 to addDB-79:1 to the,]I~t
of chemicalsubstsncesand mix~lfl~ei
(“chem*caW’} ,sb~.ctteTas~Consent
Ordersf~wñith theext’a~catfon
requirements of 40 CFR part 707 app&y.

I. ITC ~

In its NineteenthR~)orttoEPA.
published in the Fsâeralb~lstsrof
November14. 1986(SiFR 41417)the I’It
rei~im~ni1pdthat I~-7a(C~SNo.
3958-65-6)be tastedfor (11 chemical
fate(watersolubility, andaerobicand
anaerobicbiodegradatiou)~(2)
environmentaleffects(acuteand
chronictoxicity to algae,aquatic
invertebrates,fish, andbenthic
organisms.andbinconcentrationin flsh)
and(3) be*Ith e~ects(absorptionand
chemicaldi~osition,and 90-day
subchroi~ctoxicity).

In its Twentieth Reportto EPA
published inthe FadseafPegi~rof May
20,1987(52FR 18020),thefTC also
recommendedDB-791(CM No. ~18-
72-42). the thloroJxnethoxyanalogof D~—
79 (CM No.3619-73-3),andthe thloro/
ethoxy analog(CAS. No. 21429-43-6).
for the sametesting asDB—79..

IL TestingConsentOrderNegoda8~

In the Federalleglaterof October12,
1998 (53 FR W86)and In accordance
with theproceduresestablishedIn 40
CFR790.28.EPArequestedpersons
interestedhi partlInpatingIn or
monitoringtestingnegotiationsfor DB-
79:1to wntactEPA. EPAheld public
meetingson October28.1968.November
29, 1988,andJanuary24, 1969, to discuss
testing appropriate for this chemical.On
October20,1969EPA and eight
companiessigneda TestingConsent
Orderfor DB—79:1.The eight companies
agreedto conductor to providefor the
conductingof the following studies: (1)
subchronicoral toxicity in the rat. (2)
sex-linkedrecessivelethal (‘SLRI4 testIn
Drosophila. (3) developme~±a1toxicity
in the rat and rabbIt,(4) metabolismin
the rat, and (5) a rainbowtroutfish
partial life-cycletestThesetestsare to
be conductedby speciflcdatesand
according to the teststandardsandthe
Appendicesof theConsentOrder.

A groupat companieswhocomprise
themanufacturingandImporting
Industryfor DB—79:1andD&-79 asalIts
two analogs.havereportedto EPA
throughtheE OlOgicel andTax cological
Associationof DyestuffsManufacturuig
Industry(MAD) that lessthan 1.000
pounds of DB—79 and less then 25,090
poundi of thecbioio/methoxy asialog
werepredured in 1965(*ef~1). The
chloro/aihoxysi~iaid~wu not
main or Imported1*1185 Th
aggregatedTSCA section8(al~ptory
updst~p...
industryei~.t~(E~2),Thief~a. -

EPA isnotim1fiti~rulont.
proce.’i~.~health.enwLi~--—-teI.
andeI~à~lfate te~teg~thes.

chemicals~ ia llt~.ens
pruá~n.

However’.becanseanalogsof 13~-79:I
could be ~neden jabetiteteefor D~—79:1.
EPA will monitor fetes’emanufacturing
of thesethemtcals through the section
8(e) TSCA Inventory Update Rule. 40
C!R part 710,pabhshed in the Federal
Regi~erofjune 12,1966(51FR 21438).
-andsection5 TSCA premanufacture
notificationrequirements.to determine
whetherfurther testingwill beneeded.

ilL Ted Snamery
A. ManufactureandUse

The estimatedaverageannual
production from 1940 to 1985 is2 to 3
million poundsfor DB—7~.1andrelated
analogsas activeonlorants(ReL 3).
E’i’AD has estimatedthe canent
d*enesticsalesmarket(1965)for D9-79.1
to be 1.8 million poundsof active
colorant (ReL 1). TheaggregatedT~A
section~a) inventoryupdatedatafor
1987supportthis industryestimate(Ref.
2).

DisperseBlue—79:1and related
prudi~ctsareusedalmost exclusivelyfor
dyeingor printingpolyesterfibers.

B. HumanExposure

1. Occupationalexposure.Dermaland
inhalation/ingestionexposureto DB-
79:1 canoccurduring production,
processing,and useof DB-79:1. A
maximum of 180 workers (10 to 20
workers at 9 sites) arepotentially
exposedduring production, while a
maximumof 88 workeiuare exposed
during processing(3 to 6 workersat11
sites),In addition.fromI to 3 dye
weighersand1 to 18 machineoperators
persitearepotentiallyexposedtoOR-
791 duringuseaccordingto anEPA
engineeringanalysisof occupational
exposure(EeL53.11thedye weighersare
cons~edfor potentialworker
exposureat 300 to 400 sites(ETAD
estimate),thenapproximately900 to
1,200workersarepotentially exposed
viaboth inhali~tion/tngesUonand
dermal routes. I! themachineoperators
areincluded, an additional 7,200
workersarepotentiallyexposedvia the
dermal route. ETA1) agreesthat EPA’s
estimatesof the numberof workers
potentiallyexposedthroughuseare
reasonable(RaLl).

The w.kfr~in* preliminaryreview
of a j th1Mai~on the occupational
a a tattextils dyecoloroa
stororucen *~rk~conductedby.~
American Tezflià MsnufactVer* -

InstitetekA1141),GA.- andETA.D,
siW~$lgrAoi wei,oei~noandreports
that~s aaerw~daily level ofw~~O~t
to — w.igbse*IsGL~nag(&eL 7)end
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averagedaily level of exposureto
machine operators is negligible (Ref. 5).
The potential remains for more
significant singleexposuresIn these
cases.

Data available from the National
Occupational ExposureSurvey (NOES).
from 1980 to 1983, reported that 1,450
workers in 25 plants were potentially
exposedto DB—79:1 or related
compounds.The National Occupational
Hazard Survey (NOHS), from 1972 to -

1974, reported that 2,305workers in 107
plants werepotentially exposedto DR.-
79 and relatedcompounds(Ref. 8).

2. Consumerexposure.DB—79:1 and
related products are fastdyesthat are
held tightly within the polyesterfiber
structure and thereforenot easily
removed (Refs.5 and 8). Thus, consumer
exposureto DB—79:1 and related
products is low.

C. EnvironmentalFateandExposure
1. Chemicalfate. The water solubility

of DB—79:1 is low (measuredbetween
4.8!1.9 and 6.2!0.5ug/l); the log octanol/
water partition coefficientfor DB—79:l is
4710.1(Ref.-9).DB—79:1 isnot likely to
volatilize or photodegrade.
- Resultsof aerobicbiodegradation
studiesusing13 percent liquid, and 28
percent and52 percentgranular
formulations of DB—79:i indicate that at
higher concentrationsless -

biodegradation occurs(Ref. 6).
EPA’s EnvironmentalResearch

Laboratoryin CincinnatiIs completing a
siudy on the adsorption, aerobic, and
anaerobic biodegradation of DB—79:1.
Early resultsindicatethat DB-79:1
partitions to sludgeand is anaerobically
biodegradedwhen added to a model
sludge-treatmentsystemin insoluble
(particulate) form at its solubility limit -

(Ref. 10). A recent study from EPA’s-
Environmental ResearchLaboratory in -

Athens Georgia reportedrapid
degradation of-DB---79 in anaerobic -

sedimentsystems(Ref. 11).The half-life -

was on the order of minutes.
After reviewing this information, Eome

of which wasnot available to the ITC,
EPA has decidednot to include testing -

for chemicalfate as a partof the
ConsentOrder for DB—79:1.

2.Releaseandmonitoring.Noeffluent
or ambient monitoring Informationis
available.The majority ofreleasesof
DB—79:1 from its manufacturing and use
will be to water. Estimated dyestuffpre-
treatment lossesto water during
production arebetween0.5 and I
percent of production (Ref. 5). Estimated
dyestuffpre—treatment lossesduring the
useof textile dyestuffsare betweenS
and 10 percent.Sludge containing DB—
79:1 and products from wastewater

treatmentfacilities or POTW’s may be
sent to landfills.

3. Environmentalexposure.EPAhas
performed aquatic environmental
modeling for DB—79:1 using engineering
assessment—basedestimateddischarge
data which suggestthat the surface
water concentrationsof DB—79:1 are
relatively low (Ref. 12).Theindustrial
facilities producing DB—79:1 and related
compoundswere located,and the
receivingstreamswere identified.
Releaseswere estimatedto be 1.4 kg per
site-for 100 dayseachyear, which is the
upper boundbasedon averagebatch
size (Ref. 12). Using a measuredlog K,~,
of 4.7, it wasestimated that 80 percent
of DB—79:1 would be removedby
sorption either in the on-sitewastewater
treatment plant or in a POTW (Ref. 13).
Five site-specificsurface water
concentrationswere projectedto range
from 0.01 to 0.97ugh for mean flow
conditions, and from0.04to 3.9 ugh for
low flow conditions.

4~Bioconcentration.The ITC pointed
out that no experimental data on the
potential for bioconcentration of DB—
79:1 by aquatic organismsareavailable.
However,18 dispersemonoazodyes -

examinedexperimentally had log BCF
values<1.8eventhough the
experimental log Kow was 3 in seven
out of nine, and the calculatedK~ was
3 in one of- the remaining nine (Ref. 14),
This suggeststhat the bioconcentration
factor for DB—79:1 would be low.The
reasonproposed for this behavior was
that the relatively high molecularweigj~
(450to 550g/mole) of thesedi~perse
dyes-made transport acrossthe fish gill
membrane difficult. Additional studies

- alsosuggestthat high,molecularweight
andmolecular sizelimit membrane
penetration and thus accumulation
throughthegills (Refs.16 and17).After
reviewingthis information, someof
which wasnot available to the 1TC, EPA

-hasdecidednot to include
- bioconcentration~te&tingasa part of the

ConsentOrder for DB—79:1.
IV. TestingProgram - -

A. EnvironmentalEffects-
No experimental data on the toxic

effectsof pure DB—79:1 to freshwater
fish areavailable.The96—hourLCes of a
powder formulation of DB—79:1 was
reported to be 390 mg/I in bluegill
(Lepomismacrochirus)(Ref. 6).
ConvertedtoLC60 values,the 48—hour
median tolerancelimits of two granular
formulations of 28 and 52 percent,and
one liquid Tormulation of 13 percent of
DB—79:1 were reported to be 320,400,
and 700mg/I respectivelyin rainbow
trout (‘So/mo,gairdneri) (Ref. 6). The
absenceof specificdescriptionsof

formulationcompositionsusedin these
studiesprecludesan accurate
evaluation of the toxic potential of the
testsubstances

EPA’s predicted LC~o’sfor fish,
daphnid, and algaefor DB—79:1 are all
abovethe water solubility limit for DB—
79:1,sono acutetoxicity is likely at or
below DB—79:l’s solubility limit (Ref. 18).
However,toxicity to fish is possible
from long-term exposureat the limits of
solubility for DB—79:1. No methodis
availableto determine the effectsof
long termexposuretobenthic
invertebrates,

In the absenceof useful fish toxicity
data and any data on the effectsof long.
term exposure on fish life stagesto
dispersedyes,eight companieshave
agreed to conductrainbow trout early
life-cycletesting of DB—79:1, in
accordancewith 40 CFR 797.1600as
modified for DB—79:1 (Ref. 4) and
containedIn the public docket. The final
report for this test is due 15 months after
the effectivedate of the Testing Consent
Order.

EPAwill use thedata generatedby
this testto determine the potential risk
to the environmentfrom exposureto
DB—79:I and to determine whether any
additional testing of DB-79:I is
necessary.
B. Health Effects -

Becauseof the lack ofhealth effects
data andthe potential for worker
exposure-to DB—79:1, EPA and the eight

~conipanieshave decidedto include in
the ConsentOrder subchronic toxicity
testing, developmentaltoxicity testing,
mutageniceffectstesting(SLRL in
Drosophila),andmetabolismtesting.
The companieshave agreedto conduct
the following studiesin accordancewith
the cited testguidelines:

(1) An oral subchronicstudy In the
Sprague-Dawleyrat.

(2) Developmentaltoxicity studiesin
the Sprague-Dawleyrat and rabbit by
the oral gavageroute. -

(1) An oral metabolism testin the
Sprague-Dawleyrat (Ref. 15).and (4) an
SLRL test In Drosophila, if the SLRL
indicatesa hazard of genetictoxicity,
EPAwill considerthe needfor further
testing. -

Testing Plan for DB-79:1

- Test
Test StandardsI Repoti Date’

4OQFR

SIRL Wm § 7983275 12
ThVS~~

Subct~onico~ai1-798.2850 15
toxiOty,-rat. -

-Developmental I 798.4900 12
toxicity, rat
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Tastir~PlanbrD6.-791-.-Coi~ed

Test
Tma

Stand~dsbi
4OCFR

Re~flDate’

~I!flUntal - 54
~t

Metabolism,rat.. ETAD
Pra~c~

24

dt~etfecti~e~ ot 4f~isn,He.
pot~d~lret or~i~bol~mp~xst

(Ref. 15)

The aboveTabledelineatesthe te,ts,
test standarde,and flaa1rept,rtlng.dates
for the health effectstestsiswcw~,oraked
in the TestingConsentOrder.Thetest
standardswdh modificationsare
attachedto theOrder.EPA will usethe
data generatedby thesetestsIc
determinett~epuentialñskto hemen
health from expesretoDB-4~9:1and.if
any additionaltesti~of DB—7~1is
necessary.

V. Export No~Eca&~

Theiasaanceo( thisTesti~Ctmseat
Order subjectsanypersonwho expsx’ts
or int~dsto exportD~—791to the
exportnotificationrequirementsi~
section12(b)of TSCA. Thespeci&
re~uirernentsarelistedin 4)CFR part
707.Chemicalssah~,iecttoConsent
Ordersare listed at 40 CFR 799.5QO~.
This listing servesasnotification to
personswho export or who intend to
exportth~iicalsubstancesor~sxt~es
which are ~ subjesiof TestingCen~es~t
Ordersthat 40 CFR port7Wapp4ies~

VL RulemakingRecord

EPAhasestablished.recordfcctl~
ruleandtheConsentOrder(d~ket
numberOPTS-421031.This record
cce~tainstheinlor~ationEPA
consideredin developingthis rule and
ConsentOrder amdiocl*4esthe
following:
A. SupportingDocumentation

(1) Testing ConsentOrder for DB.-79~1.
(2) FederalRegisternoticespertaining to

this ruleandtheConsent Order consistingo1~
(a) -Noticecontainingthefl’C

receimnendatixiof—~1.
(b) Rulesreqnic~ngTSCA sectk,n~ end

(d) raportiz~on OB.~1.
(ci Noticest~th~i~restad~lies for

TestingConsentOrdernegotiationon
DB—79:1.

(3) Comma~c&ionaconMstizmgof~
(a) Letters.
jb) Contactreportsof telephone

conversations.
(c) Meeting~

B.Re~r~res-
(1) ETAD. EcologicalandToxiMgical

Associationof Dy~,ts1TaMan~U~rl~

fr,~g~__
Secretaryto R.H. Brink.Int~~~Te,~
Cea~m~ae-USEPA(Fshr~sq12. 1~7)n:
Disperse3lae79, with AppendixhDta~ees.
Blue 79 andDB79aaali~ss.d~h
enclosure:ETAD’s commentson the ITC
TestingRecommendationsfor Ci. Disperse
Blue 79 (February12.1q67).

(2) IJSEPA.MemofromN. Vogel.
ConfidentialDataBranch,to H. Co~,ert,Test
RalesDerelepaeist&uth. Aggregaled
producti~nvulan*fi~res(Dec~~ber21.
1988).

(3) USFPA.U.S. EavirosiseatalProtection
A~ncy.TechnicalSupportDocunentfarCi
DisperseBlue 79. preparedby Syracuse
ResearchCorp. for TestRulesDevelopment
Branch11987D.

(4) USEPA.OTS Guhleltne 797i000Fish
earlylife stagetoxicity test,with
~odi!~cations.(l9~.

(5)USEPA.Memofrom C. }Lsath. C’neasical
Engineering&s.cb.SeJcthnWaiher, Test
RalesDeseic~neM&~th,rx~Ths~r,eBkia
79 with attachedreport-Eagsseemiugreport
waiterexposure,andreleaseanalysisfor
InteragencyTesting Committee[ITQ
DisperseBh~e79 (May* 1988).

~6)ETAD. LetterfromE. Clarke,Exac~a±ive
Secretary,to R. ~rink.InteragencyTesting
Cornm-ittee-USEPAcrcDisperseBhxe7~with
attachments:Ceannentsby ETAD to
Dynamacanthe1TC recommendationsfoe
testh~I.hsperseBlue 75andadd~idata
(August 11.1986).

(71 LJSEPA.MaLes fromC. Heath.Che~cal
EngineeringBranch,to M~eMcCoaw~,
TestRulesDevelopmentBranch.an:
SupplementalEngineeringReport-Disperse
Blue 79(january28,1987).

(8) N!OSH.NationalInstitutefor
OcspathnralSafetyendHeeftkComputer
pmintontefNationalC~capetIonalHezerd
Survey~1I72—W4JaidNatiosul
OccimpetiousiExpm~eSar,-ey~l~-19~
databases:CL Dispezse-B~e79. Cati.
oaDep~tme-tOfHealth sadk4aaman
Services(April28. 19863.

(9) USEPA.Memofrom Ci.Baughman.
USEPA-~LAthens.GA, toE. Bryan, Chief,
ExposureAssessmentBranch,on: Disperse
Blue 7! (Arxgust~, 1987).

{14) IJSEPA.“Aerobic andAnaerobic
Treatmentof C.L Di~erseBise79.~’0-A.
Gerdase.T4 Holdsworth,Radian
Corporation; G.M. ShuLK.A. DastaLRiá
ReductionEngineeringLaboratory-USEPA.
Cincinnati,0H and L.D. wild,
Environmental Mowtcriag sadSupport
Laboratory-USEPA, LasVegas.NV; Contract
No. 6&-03-3371.Volense1 and!(june1!~9).

(11) ETAD, EcolegicalandToicicelogical
Aasox~iaxkmof theDyestuffsMaz~factmti
Industry.Laterfrom E.A CtarIz,Execative
Secretary.$o DocuziaztProcessingCenSer—
IJSEPA(April 8. 1~8s).with enclosure:E3~
Weber.Fatsoftextiledyasin theaquatic
environment:de~’adationof DisperseBlue 79
in anaerobicsediment-wateraystema.
EnvironmentalResearchLaboratory—USEPA.
Ather-is.GA~1~86j. -

(12~USEP& Memofrew~~itH.’Thmnas.
ExpoesreAasesszaent&.s~h,S.~o~m

Walkee.Test~ Dav~enestBrs.ch.a~
Prs&~.da.~ce~etar osenestmbhsasand
drinking waterexpeaureaIC..1. DiaerseBhe
79 (Jun. ~, 2Q~3.

(13) USEPA. Hand-written table from P~
Harriagan.Designand DevelopmentBranch,
toM. McCammas.TestRulesDevelopment
Branch.an:Sewagetre5ftaentiemo’val
estimatesfor ei4est,eviflcreleasesof 08—79:1
(December11.19w).

(14) Anlik~R.,Cimice. L.A.. andMoser.P.
~‘Uesof tie partitionco~icseatasan
indicatoratbioaccumulation4eadencyof
dyes.tuffsan fl.sh.”Chemosp~ere10~283—274
(19813.

(15) ETAD. Protocoloutline for oral
metabolismstadyin ratswith disperseblue
79 (D97~),with modifications.11989).

(163 Oppeihuizen,A., Velde, E.. Gohas. F..
Liern 0.. ~een, j~.and Hunl~inger.0.
“Relationshipbetworabioconcentrationin
fish andsterscfactorsof hydi~hobic
chemicals.” 1ienwspl~re14i871—1596
(1985).

(17) GobasF.. Shiu.W., Mackay, D., and
Op~wrhaime.A. “Bioscainmlalioaof PCDD’s
and OCDF in fish after aquecasanddietary
exposure”(~aemosphere15:1985—1988(1986).

(1!) Memo from R.Jones.Toxic Effects
Br*wih. to t.LMcCo~nas,TestRules
DevelopmemBranch.on Reviewof Disperse
Blue 79 (~same3, 19~3.

ConfidentialBusinesslnf-ormation.
(CBI} while part oithe recccd, is not
available foe public review.A public
versionof the record, from which CBI
hasbeendeleted, isavailablefor
inspectionin the OTS Public
InformationOffice. Rm.NE-C(IM. 4)1 M
St., SW., Washington,DC from 8 n.m. to
4p.n~..Monday through Friday, except
legalholidays. -

VII. OtherRegulatoryRequirements

PoperworkRedoctionAct

0MB h~sapprovedthe Information
col~ticmrequirementsin thisTesting
Consent-Orderunderthe provasioriof
thePaperworkReductionAct of 1980,44
U.S.C.3501ets~.andhasbeen
assigned0MB control207G—(X)33.

Public reportingburdenfor this
collection of informationis estimatedto
average564hours perresponse,
includingtime for reviewing
instructions,searchingexistingdata
sources,gatheringand maintainingthe
data needed,and completing and
reviewingthecollectionof lnfotsnation.
The totalestimatedtestinghoursfor
DB-9:1 is3386.

Sendcoennentsregarthngtheburden
estimateor anyotheraspectof this
collectionof information,including
suggestionsfor reducingthis burden,to
Chfef~Infm’thationPolicy Branch,PM—
223,U.S.Enyironmental Protection
Agency,~fl M St.,SW.. Washington, DC
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20440i sad ~ theOffice‘of Msnaenzent
andBudget.PaperwkRa4acthm
Praject(2W’0-1X~3).WashiagtoL~.Ix:
20503.

,Lst of Subject.In 40GR Püt~’99

Chemicalexport.Chemicals.
Environmental protection. Hazardous
substances,Recordkeepingand

repeatingreq’this~esgaTesueg
procedures.

Dated: October20.1989.
Victor J. 10mm.
ActingAais4aniAdxnisirtzoAoj~fm’Pe.4ioides
andToxic&thstancss.

Therefore, 40 CFR part799 is amertded
asfollows:

P*~T‘~—(~*~~

1.Theauthoalty citation for part 799
continuesto readasfollow,:

Asdrodtj 15 U.S.C. 2Km, 2811.25~
2. SectIon799.5000ii am~ndedby

adding“C.!. DisperseBlue 79:1” to the
table in CAS Numberorder,andthe
0MB control number to theend of ~
799.5000to readasfollow,:

759.5000 TestIngconsentordsre.

CAS Number Substanceor MIxtre Name Testtng FR C4~aon

3618-72-2 Ci D~u~terseBtue 79:1 Acetamide,N-(5.(bis(2.(ac..
ty$ony) ~]amino~~(24oi~.4, 8-
~

~.4Aeftheffects
~

• En*onmentaàeffects

Movember21, 1989.
‘Do.

(Information collection requirementshave been approvedby the Office of Management and Budget under control number 2070-0033)
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