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pleted and the final results submitted
to the Agency within 2 years of the
date of EPA’s notification of the test
sponsor by certified letter or a FED-
ERAL REGISTERnotice announcingthat
the total annual volume of
anthraquinonemanufacturedand im-
ported in the United States during a
single calendaryear exceeds3 million
poundsand that the trigger described
in paragraph(d)(3)(i)(A) of this section
hasbeenmet.

(B) Progressreports shall be submit-
ted at 6-month intervals beginning 6
months after EPA’s notification of the
test sponsorby certified letter or the
publication of the FEDERAL REGISTER
notice announcingthat testing is nec-
essary.

(4) Daphnid chronic toxicity—(i) Re-
quiredtesting. (A) Daphnidchronic tox-
iOity test shall be conducted with
anthraquinoneusing Daphniamagnaor
D. pulex in accordancewith the test
guideline specified under § 797.1330 of
this chapter, except for paragraph
(c)(4)(ii) of §797.1330,if EPA determines
that the total annual volume of
anthraquinonemanufacturedand im-
ported in the United Statesduring a
single calendaryear exceeds3 million
pounds, and the medianeffective con-
centration (EC5O) determined in ac-
cordancewith paragraph(c)(3) of this
section is lessthan 100 times the PEC
in water, i.e., lessthan500 ppb.

(B) For the purposesof this section,
the following provisionsalsoapply:

(1) A minimum of 20 daphnids per
concentrationshall be exposedto five
or more concentrations of the sub-
stancechosenin a geometricseriesin
which the ratio is between1.5 and 2.0,
(e.g., 2, 4, 8, 16, 32, 64 mg/L). An equal
numberof daphnldsshall be placed in
two or more replicates. The highest
concentration shall be less than or
equal to the solubility of anthraqui-
none. At least oneconcentrationshall
be between1 ppb and 10 ppb. Solutions
shall be analyzed for chemical con-
centration prior to use and at des-
ignatedtimesduring the test.

(2) The pH of the test solution shall
be 7.

(3) The total and dissolved(e.g., fil-
tered) concentrationsof test substance
shall bemeasuredin eachtest chamber
and the delivery chamberbefore the

test to ascertainwhether it is in solu-
tion.

(4) The test shall be performedunder
flowthroughconditions;

(5) The stability of the stock solution
for the duration of the experiment
mustbeanalyzedandreported.

(ii) Reporting requirements. (A) The
daphnid chronic toxicity test shall be
completedandthefinal resultssubmit-
ted to the Agencywithin 2 yearsof the
date of EPA’s notification of the test
sponsor by certified letter or a FED-
ERAL REGISTER notice announcingthat
the total annual volume of
antliraquinone manufactured and im-
ported in the United States during a
single calendaryear exceeds3 million
poundsand that the trigger described
in paragraph(d)(4)(i) of this sectionhas
beenmet.

(B) Progressreportsshall be submit-
ted at 6-month intervals beginning 6
monthsafter EPA’s notification of the
test sponsorby certified letter or the
publication of the FEDERAL REGISTER
notice announcingthat the testing is
necessary.

(e) Effective date. (1) The effective
date of this final rule is July 20, 1987,
except for paragraphs (c)(2)(i)(A),
(c)(2)(i)(B)(4), (c)(2)(ii)(A), (c)(3)(ii)(A),
and (c)(5)(ii)(A) of this secton.The ef-
fective date for paragraphs(c)(2)(i)(A),
(c)(2)(i)(B)(4), (c)(2)(ii)(A), (c)(3)(ii)(A),
and(c)(5)(ii)(A) of this sectionis March
1, 1990.

(2) The guidelines and other test
methods cited in this rule are ref-
erencedas they exist on the effective
dateof the final rule.

[52 FR 21028, June4, 1987, asamendedat 53
FR 12526, Apr. 15, 1988; 54 FR 27354, June29,
1989; 55 FR 7324, Mar. 1, 1990; 58 FR 34205,
June23, 1993]

§ 799.925 Biphenyl.
(a) Identification of test substance.(1)

Biphenyl (CAS No. 92-52-4) shall be
testedin accordancewith this rule.

(2) Biphenyl of at least 99 percentpu-
rity shall beusedas the testsubstance.

(b) Persons required to submit study
plans, conducttestsand submitdata. All
persons who manufacture or process
Biphenyl from the effectivedateof this
rule [October28, 1985] to the endof the
reimbursementperiod shall submit let-
ters of intent to conducttesting or ex-
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emption applications, submit study
plans,conducttestsandsubmit dataas
specified in this section, subpartA of
this part, andpart 790—TestRuleDevel-
opmentandExemptionProceduresof this
chapter.

(c) Environmental effects testing—(1)
Fish early life stage toxicity testing—(i)
Required testing. Testing using flow-
through systems shall: be conducted
with rainbow trout to developdata on
the chronic toxicity of biphenyl to
aquaticvertebrates.

(ii) Test standard. The test shall be
conducted in accordancewith the re-
vised EPA-approved modified study
plan submittedto EPA by the Biphenyl
Work Group: “Embryo-Larval Toxicity
Test with Rainbow Trout, Salmo
gairdneri Richardson.” This revised
EPA-approved modified study plan,
with modifications approvedby EPA
on August 7, 1987, and October16, 1987,
is available for inspection in EPA’s
OPPTSReadingRoom, Rm. NE G-004,
401 M St. SW., Washington, DC 20460.
Copies of this study plan are available
to the public in the OPPTS reading
room.

(iii) Reporting requirements.The em-
bryo-larval toxicity test of biphenyl
with rainbow trout shall be completed
and a final report submitted to the
Agencywithin 72 weeksof the effective
date of the final PhaseII rule; How-
ever, if this study is performedbefore
the flow-through chronic toxicity test
with Daphnia magnadescribedin para-
graph (c)(2) of this section, then the
final report for this rainbow trout
early-life-stageshall be completedand
a final report submittedto the Agency
within 42 weeksfrom the effective date
of the final PhaseII rule. Progressre-
ports shall be submittedat 6-monthin-
tervaisbeginning6 monthsafter theef-
fective date of the final PhaseU rule.

(2) Daphnidchronic toxicity testing—(i)
Required testing. Testing using flow-
through systems shall be conducted
with daphnids to develop data on the
chronic toxicity of biphenyl to aquatic
invertebrates.

(ii) Test standard. The test shall be
conducted in accordancewith the re-
vised EPA-approved modified study
plansubmittedto EPAby the Biphenyl
Work Group: “Flow-Through Chronic
Toxicity Test with Daphnia magna

Straus.” This revised EPA-approved
modified study plan, with modifica-
tions approvedby EPA on August 7,
1987, and October 16, 1987, is available
for inspection in EPA’s OPPTS Read-
ing Room, Rm. NE G—004, 401 M St.
SW., Washington, DC 20460. Copies of
this study plan are available to the
public in the OPPTSreadingroom.

(iii) Reporting requirements.The flow-
through chronic toxicity test of
biphenyl with Daphnia magnashall be
completedandafinal report submitted
to the Agencywithin 30 weeksfrom the
effectivedateof the final PhaseII rule.
However, if the embryo-larval toxicity
test with rainbow trout described in
paragraph(c)(1) of this section is per-
formedbeforethis study, then thefinal
report for this chronic Daphnia magna
studyshall becompletedanda final re-
port submittedto the Agencywithin 72
weeks from the effective date of the
final Phase II rule. Progressreports
shall be submittedat 6-month intervals
beginning 6 monthsafter the effective
dateof the final PhaseII rule.

(3) Oysteracutetoxicity testing—(i)Re-
quired testing. Testing using systems
that control for biphenyl evaporation
shall be conductedwith oysters to de-
velop data on the acute toxicity of
sediment-associated biphenyl to
benthicinvertebrates.

(ii) Teststandard.The testingshall be
conducted in accordancewith the re-
vised EPA-approved modified study
plansubmittedto EPA by the Biphenyl
Work Group: “Oyster Shell Deposition
Bioassay and Range-finding Study”.
This revised EPA-approved modified
studyplan is availablefor inspectionin
EPA’s OPPTSReadingRoom, Rm. NE-
G004, 401 M Street, SW., Washington,
DC 20460; copiesof this study plan are
availablefor distribution to the public
in the OPPTSReadingRoom.

(iii) Reporting requirements.The oys-
ter shell deposition and range-finding
study with biphenyl shall be completed
and a final report submitted to EPA
within 515 daysfrom the effective date
of the final PhaseII rule. Progressre-
ports shall besubmittedat 6.-month in-
tervalsbeginning6 monthsafter theef-
fective date of the final PhaseU rule.

(4) Oysterbioconcentrationtesting—(i)
Requiredtesting. Testing using systems
that control for biphenyl evaporation
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shall be conductedwith oysters to de-
velop data on the potential chronic
toxicity and bioconcentrationof sedi-
ment-associatedbiphenyl to benthic
invertebrates.

(ii) Teststandard.The testingshall be
conductedin accordancewith the re-
vised EPA-approved modified study
plansubmittedto EPAby the Biphenyl
Work Group: “Flow-Through Oyster
BioconcentrationStudy”. This revised
EPA-approvedmodified study plan is
available for inspection in EPA’s
OPPTS Reading Room, Rm. NE-0004,
401 M Street, SW., Washington, DC
20460; copies of this study plan are
availablefor distribution to the public
in the OPPTSReadingRoom.

(iii) Reporting requirements.The oys-
ter bioconcentration study shall be
completedanda final report submitted
to the Agencywithin 87 weeksfrom the
effective dateof the final PhaseU rule.
Progressreports shall be submitted at
6-month intervals beginning 6 months
after the effective date of the final
PhaseII rule.

(d) Chemical fate testing—(1) Aerobic
biodegradation—(i) Required testing.
Testingusing systemsthat control for
andquantify biphenylevaporationthat
usea ratio of undisturbedsedimentto
water of 3:1—2:1 and that provide a
massbalanceof biphenyldistributed in
water and sediment, volatilized or de-
gradedto CO2 or otherproductsbefore
andafter biodegradationshall be con-
ductedto developdata on the persist-
enceof biphenyl in aerobicsediments.

(ii) Teststandard.The testingshall be
conducted in accordancewith the re-
vised EPA-approved modified study
plansubmittedto EPAby the Biphenyl
Work Group: “Aerobic Biodegradation
Study.” This revised EPA-approved
modified study plan, with modifica-
tions approvedby EPA on October13,
1987, is available for inspection in
EPA’s OPPTSReadingRoom, Rm. NE
G-004, 401 M St. SW., Washington,DC
20460. Copies of this study plan are
available to the public in the OPPTS
readingroom.

(iii) Reporting requirements.The aero-
bic biodegradationstudywith biphenyl
shall be completedand a final report
submitted to the Agency within 52
weeks of the effective dateof the final
PhaseII rule. Progressreportsshall be
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submitted at 6-month intervals begin-
ning 6 months after the effective date
of the final PhaseU rule.

(2) Anaerobic biodegradation—(i) Re-
quired testing. Testing using systems
that control for and quantify biphenyl
evaporationthat use a ratio of undis-
turbedsedimentto waterof 3:1—2:1 and
that provide a mass balance of
biphenyl distributed in water andsedi-
ment, volatilized or degradedto CO2 or
other products before and after
biodegradationshall be conductedwith
biphenyl to developdataon thepersist-
ence of biphenyl in anaerobic sedi-
ments.

(ii) Teststandard.The testingshall be
conducted in accordancewith the re-
vised EPA-approved modified study
plan submittedto EPA by the Biphenyl
Work Group: “Anaerobic
Biodegradation Study.” This revised
EPA-approved modified study plan,
with modifications approvedby EPA
on October13, 1987, is availablefor in-
spection in EPA’s OPPTS Reading
Room, Rm. NE G-004, 401 M St. SW.,
Washington, DC 20460. Copies of this
study plan are available to the public
in the OPPTSreadingroom.

(iii) Reporting requirements.The an-
aerobic biodegradation study with
biphenyl shall becompletedanda final
report submitted to EPA within 64
weeks of the effective date of the final
PhaseII rule. Progressreportsshall be
submitted at 6-month intervals begin-
ning 6 monthsafter the effective date
of the final PhaseII rule.

(3) Partitioning water/sedimentstudy—
(i) Requiredtesting. Testing using sys-
tems that control for and quantify
biphenyl evaporationthat use a ratio
of undisturbedsedimentto water of 1:3
shall be conductedwith biphenyl to de-
velop data on the partitioning of
biphenyl to waterandsediment.

(ii) Teststandard.The testingshall be
conducted in accordancewith the re-
vised EPA-approved modified study
plansubmittedto EPA by the Biphenyl
Work Group: “Partitioning Water/Sedi-
ment Study.” This revised EPA-ap-
provedmodified studyplan, with modi-
fications approvedby EPA on October
13, 1987, is available for inspection in
EPA’s OPPTS ReadingRoom, Rm. NE
0—004, 401 M St., SW., Washington, DC
20460. Copies of this study plan are
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available to the public in the OPPTS
readingroom.

(iii) Reporting requirements.The parti-
tioning water/sedimenttestingshall be
completedanda final report submitted
to EPA by June 1, 1988, for the river
test, andby July 15, 1988, for the lake
test. Progressreports shall be submit-
ted to EPA at 6-month intervalsbegin-
ning 6 months after the effective date
of the final PhaseII rule.

(e) Effective date. (1) The effective
date of this final Phase II rule for
biphenyl is July 17, 1987, except for
paragraph(c)(3)(iii) of this section.The
effectivedate for paragraph(c)(3)(iii) of
thissectionis March 1, 1990.

(2) The guidelines and other test
methods cited in this rule are ref-
erencedas they exist on the effective
dateof the final rule.

[50 FR 37188, Sept. 12, 1985, as amendedat 52
FR 20713, June 3, 1987; 54 FR 27354, June29,
1989; 55 FR 7324, Mar. 1, 1990; 58 FR 34205.
June23, 1993]

§ 799.940 Bisphenol A.
(a) Identification of test substance.(1)

Bisphenol A (CAS Number 80-05-7)
(hereinafter”BPA”) shall be tested in
accordancewith thissection.

(2) BPA of at least 99 percentpurity
shall beusedas the test substance.

(3) BPA shall be administeredas a
dust for inhalation with a target mass
medianaerodynamicdiameter of 0.1 to
5 micrometers.

(b) Persons required to submit study
plans, conducttests,andsubmitdata. All
persons who manufacture or process
BPA, other than as an inpurity, No-
vember3, 1986 to the endof the reim-
bursementperiod shall submit letters
of intent to conduct testing, submit
study plans,conducttests,andsubmit
data or submit exemptionapplications
as specified in this section,subpartA
of this part, and parts 790 and 792 of
this chapter for single-phase rule-
making.

(c) Health effects testing—(1)Required
inhalation toxicity testing. Subchronic
toxicity andrecoverytesting including
the satellite test group, shall be con-
ducted with BPA in accordancewith
the TSCA Health Effects Test Guide-
line for Inhalation Toxicity in
§ 798.2450(a),(b), (c) and(e) of this chap-

ter. The following additional testing
requirementsapply to bisphenolA:

(i) Test procedures—(A)Animal selec-
tion—(1) Speciesand strain. A mamma-
lian speciesshall be usedfor testing. A
variety of rodent speciesmay be used
although the rat is the preferredspe-
cies. Commonly used laboratory
strains shall be employed. If another
mammalianspeciesis used,the tester
shall provide justificationJreasoning
for its selection.

(2) Age.Young adult animalsshall be
used. At the commencementof the
study the weight variation of animals
shall not exceed ±20percent of the
meanweight for eachsex.

(3) Sex. (i) Equal numbersof animals
of eachsex shall be used at eachdose
level.

(ii) Femalesshall be nulliparous and
nonpregnant.

(4) Numbers.(i) At least 20 animals(10
femalesand 10 males)shall be usedfor
eachtest group.

(ii) If interim sacrifices are planned,
the number of animals shall be in-
creased by the number of animals
scheduledto be sacrificed before the
completionof the study.

(B) Control groups. A concurrentcon~
trol groupis required.This group shall
be an untreatedor sham-treatedcon-
trol group. Except for treatment with
the test substance,animals in the con-
trol groupshall be handledin amanner
identical to the test group animals.
Where a vehicle is used to help gen-
erate an appropriate concentrationof
the substancein the atmosphere,a ve-
hicle control groupshall be used.If the
toxic propertiesof the vehicle are not
known or cannot be made available,
both untreated and vehicle control
groupsarerequired.

(C) Satellitegroup. A satellite groupof
20 animals (10 animalsper sex) shall be
treated with the high concentration
level for 90 days and observedfor re-
versibility, persistence,or delayedoc-
currence of toxic effects for a
posttreatmentperiod of not less than
28 days.

(D) Doselevelsand doseselection.(1) In
subchronic toxicity tests, it is desir-
able to have a dose-responserelation-
ship as well as a no-observed-toxic-ef-
fect level. Therefore, at least three
dose levels with a control and, where
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