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ENVIRONMENTAL PROTECTION
AGENCY

4OCFR Part 799

IOPTS-42031BFRL-3046-91

Toxic Substances; Btphenyt Proposed
Test Standard,

AQENCY: EnvironmentalProtection
Agency (EPA)~

ACTION: Proposed rule.

SUMMARY: EPA has issued a final rule
underseCtioo4~a)of theToxic.
SubstancesControlAct (TSCA}
requiringthat tulecturersand
processorsof b~henyl(CABNumber
92—52-4) testthis chemicalfor
en’~ronmentaleffectsandchemicalfate,
consistingof chroiuctestingon Daphala,
earlylife stagetestingonrainbowtrout.
oystertoxicity. oysterbioconcentration
andaerobicandanaerobic
biodegradation.TheAgencyis now
proposingthat thestudyplansand
schedulesfor thesetestssubmittedby
an industryconsortiumbeadopted,with
certainrevisions,as theteststandards
andreportingdeadlinesfor biphenyl
underthis testrule.
DATE: Submitwritten conimentson or
beforeAugust29, 1986.
ADDRESS: Submitwritten comments,
identifiedby the documentcontrol
number (OPTS—42031B), in triplicate to;
TSCA PublicInformationOffice (TS—
793), Office ofPesticidesandToxic
Substances,EnvironmentalProtection
Agency,Rim. E—IOL 401M St.,SW.,
Washington,DC20460.

A public versionof theadministrative
recordsupportingthig action (with any
confidentialbusinessinformation
deleted)is availablefor inspectionat
the aboveaddressfrom 8a.m.to4 p.m.,
MondaythroughFriday, exceptlegal
holidays.
FOR FURTHERWWO~ATIONCONT*CT~
EdwardA. Klein,Director,TSCA
AssistanceOffice (TS—799),Office of
Toxic Substances;Environmental
ProtectionAgency.Rim. E—543.401 M St.,
SW., Waetthtgtoti~DC 20460.Toil free:
(80O—424-9O65~7.In Washington,DC:
(554—1404),OutsidetheU.S.A.:
(Operator—202—554—1404).
SUPPLEMENTARYINPORMAflOP4 In the
FederalRegisterof September12, 1985
(50 FR 37T~2),EPAissueda final rule
undersection4(aJof TSCAto require
testingof biphenyl bcchronicfish
toxicity, chronicdaphnidtoxicity, acute
oystertoxicity, oysterbioconcentration
andchronicoystertoxicity andaerobic
andanaerobicbiodegradation.The
Agencyis now proposingthat the
industry-submittedstudyplansand
schedulesbeadopted,with certain
revisions,as the teststandardsand
reportingdeacflinesfor therequired
testing.

I. Background
Biphenyl(CASNumber9~—52-4Jwas

designatedby theInteragencyTesting
Committee(ITC) forpriority testing
consideration(47FR 22585~May25,
1982). EPAissueda proposedrule.

publishedin the”FederalRegisterof May
23. 1983 (48.FR 2308Q} in responsetp the
testingrecommendationsby theITC on
biphenyl.EPApablished,undertwo-
phaserulemaking,aanalPhaseI rule
requiringtestingof bip~ienylon
September12, 1.085(50FR 371,82]. Fora
detaileddiscussionof EPA’s findings
andtestingrequirementsfor all tests,
referto thefinal PhaseI rule. In
accordancewith theTestRule
DevelopmentandExemptionProcedures
for two-phaserulemakingin40 CFR Part
790, personssubjectto thisrulewere
requiredto submit lettersof intentto
performthe testingor exemption
applications.Thoøesubmittinglettersof
intent wererequiredtosuk4nit proposed
studyplansandschedulesfor the testing
requiredin thefinal PhaseI rule.

On December19, 1986..theBi~henyl
Ad HocGroupIBAHG) saderthe
auspicesof the SyntheticOr~arac
Chemical anuf.actunr~Assoeiat~rn,
Inc. (SOCMAI notified EPAof their
intentto sponsorthetestingrequiredin
the final PhaseI testrulearidsubmitted
proposedstudyplan.andsched.uesfor
all reçuiredtesting.TheBAHG includes
MonsantoCompany,Dow Chenücal
Company,Chevri~,Chemul,C~staI
StatesMarketing, Koch Chemicaland
SybronChemicalCompany.

Aftar reviewandevaluationof these
studyplans,theA~escyrequestedon
January3~,19~6,tha theRAHC oreke
certainrevisionL(In Jenuery24, TIWO,
theAgencyreceivedfrom theBAHG a
completeseto(studypIsi,efor all of the
testingrequiredfor biphenyLThese
studyplanseither containedre~~iernnsin
responseto theAgency’srequestor
justifications,containedin cover letters,
asto why certainsuggestedrevisions
werenotmade.

After reviewof thestudyplansthe
EPAconcludedthatcertainrevisions
were sttll necessaryto transformthese
plansinto acceptableteststandardsfor
thetestingrequiredforbiphenyl.These
revisionswereincorporatedinto a
documententitled“Revision of Study
Pia:~sfor Biphenyl” wh~ch,togetherwith
theattachedsubmittedstudyplans.
shall bereferredto as the EPA-niodified
studyplans for biphenyl.

H. ProposedTestStandards
The BAHG hasnotifiedEPAof their

agreementto sponsorthe testing
requiredin thefinal PtiaseI rule for
biphenyl in 40 CFR799.925.The BAHG
hasalsosubmittedproposedstudyplans
for the requiredtesting,.which, after
evaluation,theEPAhasrevised,
resultingin theEPA-modifiedstudy
plansfor biphenyl.TheBAHG proposes
to conductthe following studies:Flow-
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comraenters.While the meetingwill be
opento the public, activeparticipatiosi
will be limited to thosepersonswho
arrangedto presentcommentsandto
designatedEPAparticipants..Attendees
should call the TAO before making
travel plansto verifywhether the
meetingwill beheld.

Should a meetingbe held, the Agency
will transcribethemeetingandinclude
the writtentranscriptin thepublic
record.Participantsare invited, but not
required,to submitcopiesof their
statementsprior to or on the day ofthe
meeting.All suchwritten materialswill
becomepart of EPA’s recordfor this
rulemaking.

VII. PublicRecord
EPAhasestablisheda public record

for this rulemaking (docketnumber
OPTS-42031B).This record includesthe
basic informationconsidered by the
Agency in deS.elopingthis proposaland
appropriate FederalRegisternotices.
The Agencywill supplementthe record
with additional informationasit is
received.

Therecordnow includes:(1) Final
PhaseI rule on biphenyl. (2) contact
reports of telephoneconversations,and
(3) lettersandmemoranda relatedto
this rulemaking.

The record is available for inspection
from 8 am. to 4 p.m..Mondaythrough
Friday, exceptlegal holidays, in Rmn. E—
107,401 M St., SW., Washington,DC
20460.

VIII. OtherRegulatoryRequirements

A. ExecutiveOrder22292

Under ExecutiveOrder 12291,EPA
must judge whether a regulation is
“major” and, therefore, subject to the
requirementsof a Regulatory Impact
Analysis.This testrule is not major
becauseit doesnotmeetanyof the
criteria setforth in section1(b) of the
Order.Theeconomicanalysisof the
testingrequired for biphenyl is
discussedin the PhaseI testrule (50 FR
37182;September12, 1985).

This proposed regulation was
submittedto theOffice of Management
andBudget(0MB) for review as
required by ExecutiveOrder 12291.Any
written commentsreceivedfrom0MB,
together with any EPA responseto these
comerits, are includedin the public
record for this rulemaking.

B. RegulatoryFlexibility Act

UndertheRegulatoryFlexibility Act
(15U.S.C.601 a! seq., Pub.L. 96-354,
September19.1980~,EPAis certifying
that this testnile, if promulgated.,will
nothavea significantimpacton a
substantialnumberof small businesses
for thefollowing reasons:

1. Thereis notasignificantnumberc(
smallbusinessesmanufacturing
biphenyl.

2. Smallmanufacturereandemall
processorsof bipbenylarenotemçected
to perfarmtestingthemselvesor to
participatein theorganiza~onoftim
testingefforts.

3.Smallmanufacturersandemail
processorsof biphenylwill e3qm’rienca
only minorcosts,if any,in secarmg
exemptionfor testingreqwrements.

4. Smallmanufacturersandsmall
processorsareunlikely to beaffectedby
reimbursementrequirements.

C. PaperworkReductionAct

TheOffice ofManagementandBudget
(0MB) hasapprovedthe information
collectionrequirements containedin the
proposedruleunder theprovisions of
the PaperworkReductionAct of 1980,44
U.S.C.3501etseq.,andhasassignedthe
0MB controlnumber2070-0033.Submit
commentsontheserequirementsto the
Office of InformationandRegulatory
Affairs; 0MB; 726 JacksonPlace,NW,
Washington.DC 20503,marked
“Attention: DeskOfficerforEPA” The
final rule will respondto any 0MB or
public commentson theinlormatien
collectionrequirements.

UstofSubjectsln4eCf’RPartY9s
Testing,Environmentalprotection.

Hazardoussubstances,Chemicals,
Recordkeepingandreporting
requirements.

Dated: july 8, 1983.
Victory. Kimm,
ActingAssistantAdmi.nistrotorforPesticides
andToxicSubstances.

Therefore, it is proposedthat 40 CFR
Part799 be amendedas follows;

PART 799.-4AMENDED]

1.The authority citation for Part 799
continuesto readasfollowr.
Authority:15U.S.C.2603.2611,2626.

2. By amending§ 799.925,by 1,
revising paragraphs (c)(l](ii). (2)(ii),
(3)(ii). and (41(u).,~nd(d)(i)(ii) and~2)(ii);
2, addingparagraphs(c)(lfliii), (2)(iii),
(3)(iii), (4)(iii) and(d)(l)(iii), and (2)(iii),
and3 andremovingparagraph(ej to
readasfollows:

§ 799.925 Blptmnyl.
* * * * *

(c) *

(1) * * *

(ii) Teststandards.The testing shall
be conductedin accordancewith the
followingEPA-modifiedstudyplan
developedby theBiphenylAd Hoc
Group(BAHG): “Embryo-Larval
ToxicityTestwith RainbowTrout,

SolinogafrdneriT~chardson.”ThisEPA-
modifiedstudyplanis availablefor
inspectioninEPA’s OPTSReading
Room, km. E~.107,401 M St.. SW.,
Washington,DC 20460 copiesofthis
studyplan are availablefor distribution
to thepublic in theOPTSReadingRoom.

(iii) Reportingrequirements.The in
vitro embryo-larvalto~dcitytestof
biphenylwithrainbowtrout shallbe
completedand a final reportsubmitted
totheAgencywithin 72 weeksof the
effectivedateof the final PhaseII rule.
However, if this study is performed
before the flow-through chronic toxicity
testwithDaphniamcgeedescribedin
paragraph(c)(2)of this section.then the
final reportfor this rainbowtroutearly.
life-stageshall be completedand a final
reportsubmittedto the Agencywithin
42 weeksfrom the effectivedate of the
biphenyl PhaseU final rule. Interim
progressreportsshallbe submittedat 6-
month intervals from the effectivedate
of thebiphenyl PhaseU 1in~lrule.

(21 * * *

(ii) Teststandard.Thetesting shall be
conductedin accordancewith the
following EPA-modifiedstudy plan
developedby theBipbenyl Ad Hoc
Group(BAHG): “Flow-ThroughChronic
Toxicity TestwithDaphniamagna
Straus.” This EPA-modified studyplan
is available for inspection in EPA’s
OPTSReadingRoom,km. E-107,401M
St.,SW.. Washington. DC 20480;copies
of this studyplan meavailablefor
distributionto thepublicin theOPTS
ReadingRoom.

(iii) Reportingrequirements.Theflow-
throughchronictoxicity testof biphenyl
with Dapirnia magzmshallbecompleted
and a final report submittedtothe
Agencywithin 30weeksfrom the
effectivedate of the final PbaseII rule,
However, if the in vitro embryo-larval
toxicity testwithrainbowtrout
describesFinparagraph(cXl) of this
sectionis performedbeforethis study,
thenthefinal reportfor this chronic
Dcphnia studyshall be completedanda
final reportsubmittedto theAgency
within 72 weeksfrom theeffectivedate
of the biphenylPhaseII final rule,
Interim progressreportsshall be
submittedat 6-monthintervalsfrom the
effectivedateof thebiphenylPhaseII
final rule.

(3) * * *

(ii) l’est standard.Thetestingshallbe
conductedin accordancewith the
following EPA-modified study plan
developedby theBiphenyiAd Hoc
Group (BAHG): “OysterShell
DepositionBioassayand Range-Finding
Study.” ThisEPA-modified studyplan is
availablefor inspectionin EPA’s OPTS
ReadingRoom, km.E—107, 401 M St.,


