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to EPA within 17 months of the effec-
tive dateof the final PhaseII test rule.

(B) Progressreportsshall be submit-
ted to the Agency for the morphologic
transformationassayat 6-monthinter-
vals, the first of which is duewithin 6
months of the effective date of the
final PhaseII rule.

(4) Developmentaltoxicity—(i)Required
testing.A developmentaltoxicity study
shall be conducted individually with
ortho-, meta-,andpara-cresol.

(ii) Test standards.(A) Developmental
toxicity. This study shall be conducted
individually with ortho-, meta-, and
para-cresols in accordance with
§ 798.4900of this chapter,exceptfor pro-
visions in §798.4900(e)(5).

(B) For the purposesof this section
the following provision also applies:
Administrationof testsubstance.The test
substanceshallbe administeredby oral
gavage.

(iii) Reporting requirements. (A) The
developmentaltoxicity study shall be
completedand final results submitted
to the Agency within 12 months of the
effective dateof the final PhaseU test
rule.

(B) Progressreportsshall be submit-
ted to the Agency for the developmen-
tal toxicity studyat 6-month intervals,
the first of which is due within 6
months of the effective date of the
final PhaseII rule.

(5) Reproductiveeffects—(i) Required
testing. A two-generationreproductive
effects study shall be conducted indi-
vidually with ortho-, meta-, and para-
cresol.

(ii) Test standards. (A) Reproduction
and fertility effects.This study shall be
conducted individually with ortho-,
meta-, and para-cresolsin accordance
with § 798.4700 of this chapter, except
for provisionsin § 798.4700(c)(5)(i)(A).

(B) For the purposesof this section
the following provision also applies:
Administration of the test substance—
Oral studies.The test substanceshall be
administeredby oral gavage.

(iii) Reporting requirements. (A) The
reproductionandfertility effectsstudy
shall be completed and final results
submitted to the Agency within 29
months of the effective date of the
final PhaseII testrule.

(B) Progressreportsshall be submit-
ted to the Agencyfor the reproduction

and fertility effects study at 6-month
intervals, the first of which is due
within 6 monthsof the effective dateof
the final PhaseII rule.

(d) Effectivedate. The effective date
of the final PhaseII rule for cresolsis
July 6, 1987.

[51 FR 15782, Apr. 28, 1986, as amendedat 52
FR 19087, May 20, 1987; 54 FR 27355, June29,
1989;58 FR34205,June23, 1993]

§799.1285 Cumene.
(a) Identification of test substance.(1)

Cumene(isopropylbenzene,CAS No. 98—
82—8) shall be testedin accordancewith
this section.

(2) Cumeneof at least99 percentpu-
rity shall beusedas the test substance.

(b) Persons required to submit study
plans, conducttests,and submitdata. All
persons who manufacture (including
import or byproduct manufacture) or
processor intend to manufacture or
processcumene,otherthanasan impu-
rity, after September9, 1988, to the end
of the reimbursementperiod shall sub-
mit letters of intent to conduct test-
ing, submit study plans,conducttests,
and submit data, or submit exemption
applications, as specified in this sec-
tion, subpartA of this part, andparts
790 and 792 of. this chapter for single-
phaserulemaking.

(c) Health effects—(1)Oral and inhala-
tion pharmacokinetic test—(i) Required
testing. Pharmacokinetictesting using
the oral andinhalation routesshall be
conductedwith cumene.in accordance
with § 795.230of this chapter.

(ii) Reporting requirements. (A) The
pharmacokinetictesting shall be com-
pleted and the final report submitted
to EPA within 15 months of the effec-
tive dateof the final rule.

(B) Interim progressreportsshall be
submittedto EPA at 6-month intervals
beginning 6 monthsafter the effective
date of the final rule, until the final re-
port is submittedto EPA.

(2) Subchronicinhalation toxicity—(i)
Requiredtesting. (A) A subchronicinha-
lation toxicity test shall be. conducted
with cumene in. accordance with
§798.2450of this chapter exceptfor the
provisions of paragraphs(d)(1)(iv), (5),
(6), (9), (12)(iii), (13)(i), and (e)(3)(iv)(D)
of § 798.2450.

(B) For the purposeof this section,
thefollowing provisionsalsoapply.
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(1) Animalselection—Numbers.At least
30 animals (15 males and 15 females)
shallbe usedfor eachtest group.

(2) Exposureconditions. The animals
shall beexposedto the test substance6
hours per day, 5 days per week for 13
weeks(65 daysof exposure).

(3) Observation of animals. Animals
shall beweighedweekly, andtheir food
and water consumptionshall also be
measuredweekly.

(4) Grosspathology.The following ad-
ditional organsshall be preservedin a
suitable medium for future
histopathological examination: The
vas deferens,the oviducts, and the va-
gina.

(5)Histopathology.The accessorygen-
ital organs(epididymis),prostate,sem-
inal vesicles)and the vagina shall be
examinedhistopathologically. In addi-
tion, preparationsof testicularandas-
sociated reproductive organ samples
for histology shall follow the rec-
ommendations of Lamb and Chapin
(1985) underparagraph(fXl) of this sec-
tion, or an equivalent procedure,with
particular attention directed toward
achieving optimal quality in the fixa-
tion and embedding,and including an
evaluation of the spermatogenicpat-
tern. Spermatid counts shall be per-
formed as describedby Johnsonet al.
(1980) and Blazak et al. (1985) under
paragraphs(d) (2) and(3) of this section
or anequivalentprocedure.Epididymal
sperm count and sperm morphology
shall alsobe done.

(6) Testreport—Individualanimaldata.
The specific test report information
shall include “Food and water con-
sumptiondata.”

(ii) Reporting requirements. (A) The
subchronictoxicity test shall be com-
pleted and the final report submitted
to EPA within 15 months of the effec-
tive dateof the final rule.

(B) Interim progressreportsshall be
submittedto EPA at 6-month intervals
beginning 6 months after the effective
dateof the final rule, until the final re-
port is submittedto EPA.

(3) Inhalation developmentaltoxicity—
(i) Requiredtesting. An inhalation de-
velopmentaltoxicity testshall be con-
ductedwith cumenein accordancewith
§ 798.4350of this chapter.

(ii) Reportingrequirements.(A) The in-
halation developmental toxicity test

shall be completedandthe final report
submittedto EPA within 15 monthsof
the effectivedateof the final rule.

(B) Interim progressreports shall be
submittedto EPA at 6-monthintervals
beginning 6 months after the effective
dateof the final rule, until the final re-
port is submittedto EPA.

(4) Neurotoxicity—(i)Requiredtesting.
(A) Neurotoxicity tests shall be con-
ducted with cumene by inhalation in
accordancewith fi 798.6050,798.6200,and
798.6400 of this chapter.Eachtestshall
beperformedfor aperiodof 90 days.

(ii) Reporting requirements. (A) The
neurotoxicity testsshall be completed
andthe final reportssubmittedto EPA
within 15 monthsof the effective date
of thefinal rule.

(B) Interim progressreportsfor each
test shall be submitted to EPA at 6-
month intervals beginning 6 months
after the effective date of the final
rule, until the applicablefinal report is
submittedto EPA.

(5) Two-generation reproductive ef-
fects—(i)Requiredtesting.A two-genera-
tion reproductiveeffects test shall be
conductedwith cumenein accordance
with § 798.4700of this chapter if either
the gross or histopathologicalevalua-
tion of thereproductivetissuesin male
or female exposedanimals from the
subchronic exposure test specified in
paragraph(c)(2) of this section shows
adverseeffects or if significant alter-
ation in reproductiveorganweightsoc-
curs in the subchronic exposure test
which canberelatedto exposureto cu-
mene.EPA will hold a public program
review, following submission of the
subchronic toxicity test, to decide
whether the two-generationreproduc-
tive effectstestis to be required.If re-
quired, the test should be conducted
usingthe oral routeof exposure.

(ii) Reporting requirements. (A) The
two-generation reproductive effects
test shall be completedand the final
report submitted to EPA within 29
monthsfollowing EPA’snotification to
the test sponsor,through certified let-
ter or FEDERAL REGISTER notice, that
testingshall be initiated.

(B) Interim progressreportsshall be
submittedto EPA at 6-monthintervals
beginning 6 months after the date of
EPA’s notification to the test sponsor
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that testing shall be initiated, until
~hefinal report is submittedto EPA.

(d) Environmentaleffects—(l)Aquatic
zcute toxicity—(i.) Requiredtesting. (A)
3altwater and freshwater invertebrate
Lnd vertebratetests,in a flow-through
system, shall be conducted with cu-
nene on the following organisms:
~aphnia magna,to be conductedin ac-
3ordancewith § 797.1300of this chapter;
~‘Iysidopsisbahia to be conductedin ac-
~ordance with § 797.1930of this chapter,
Lnd Salmo gairdneri and Cyprinodon
~ariegatusto be conducted in accord-
~nce with § 797.1400of this chapterex-
ept for the provisions in paragraph
d)(3)(iii) of § 797.1400.The total anddis-
;olved (e.g., filtered~.concentrationsof
the test substanceshall bemeasuredin
3ach test chamberand delivery cham-
er before the test and in each test
hamberat 0, 24, and48 hours (Daphnia
nagna) and 0, 48, and. 96 hours
Myszdopszsbahia, Salmogazrdnerz, and
~yprinodon variegatus) to ascertain
~rhether it is in solution

(B)(1) For the purposeof this section
the following provisionsalsoapply:

(2) Temperature.The test temperature
;hall be 12°C for rainbow trout. Excur-
dons from the test temperatureshall
)e nO greaterthant 2°C. The tempera-
;ure shall be measuredat least hourly
.n onetest chamber.

(ii) Reporting requirements. (A) The
Lcute toxicity testsshall be completed
Lnd the final reportssubmittedto EPA
vithin 18 months of the effective date
)f the final rule;

(B) An interim progress report for
~ach acute test shall be submitted to
~PA 6 months after the effective date
)f the final rule.

(2) Aquatic chronic toxicity—(i) Re-
~uiredtesting. Aquatic chronic toxicity
;ests, in a flow-through system, shall
e conductedwith cumeneon Daphnia

nagna, in accordancewith §797.1330of
this chapter, and Mysidopsis bahia, in
Lccordancewith § 797.1950of this chap-
;er, if the results of the acute toxicity
;estsconductedfor thosespeciesunder
)aragraph (d)(1) of this section show
~C50or LC50 of lessthan or equal to 1
ngIL. The total anddissolved(e.g., flu-
;ered) concentrationsof the test sub-
~tance shall be measuredin each test
thamberand the delivery chamberbe-
ore the test andin eachtest chamber

and the delivery chamberat 0, 7, 14,
and 21 days to ascertainwhether it is
in solution.

(ii) Reporting requirements. (A) The
acute toxicity tests conducted with
Daphnia magna, Salmo gairdneri, and
Cyprinodon variegatus shall be com-
pleted and the final reportssubmitted
to EPA by March9, 1990.The acutetox-
icity test conducted with Mysidopsis
bahia shall be completedand the final
report submitted to EPA by . May 13,
1990.

(B) An interim -progressreport for
eachchronic test shall be submittedto
EPA 18 monthsafter the effective date
of thefinal rule.

(3) Aquatic early life stagetoxicity—(i)
Required testing. Aquatic early life
stage..toxicity tests, in a flow-through
system, shall be conducted with cu-
meneon Salmogairdneri andCyprinodon
variegatus,in accordancewith § 797.1600
of this chapter, if the results of the
acute toxicity tests conducted for
thosespeciesunder paragraph(d)(1) of
this section show LC50 of less than or
equalto 1 mg/L.

(ii) Reporting requirements. (A) The
early life stage toxicity tests, if re-
quired under paragraph(d)(3) of this
section, shall be completed and the
final reports submittedto EPA within
24 months of the effective date of the
final rule.

(B) An interim progress report for
eachtest shall be submittedto EPA 18
months after the effective date of the
final rule.

(e) Chemicalfate—(1)Biodegradation—
(i) Required testing. Biodegradation
testing in an aquatic systemshall be
conductedwith cumene in accordance
with the methoddescribedin anarticle
by Bourquin et al. entitled “An Artifi-
cial Microbial Ecosystem for Deter-
mining Effects and Fate of Toxicants
in a Salt-Marsh Environment,” re-
printed from Vol. 18 of the Society of
Industrial Microbiology’s Developments
in Industrial Microbiology, chapter 11,
1977, which is incorporated by ref-
erence. The method is available for
public inspection at the Office of the
FederalRegister,Rm. 8301, 11th and L
St., NW., Washington, DC 20408, and
copies may be obtainedfrom the EPA
TSCA Public Docket Office (TS—793),
Rm. G—004 Northeast Mall, 401 M St.,
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SW., Washington,DC 20460. This incor-
poration by referencewas approvedby
the Director of the FederalRegisterin
accordancewith 5 U.S.C. 522(a) and 1
CFR part 51. The method is incor-
porated as it exists on the effective
date of this rule and a notice of any
changeto themethodwill bepublished
in the FEDERAL REGISTER.

(ii) Reporting requirements. (A) The
biodegradationtest in an aquaticsys-
tem shall be completedand the final
report submitted to EPA within 15
months of the effective date of the
final rule.

(B) An interim progressreport shall
be submitted to EPA 6. months after
the effectivedateof the,final rule.

(2) Volatilization—(i) Requiredtesting.
A test- for volatilization from aquatic
systemshallbe conductedwith cumene
in accordance with the method de-
scribedin anarticleby Smithet al. en-
titled “Predictionof theVolatilization
Rates of High-Volatility Chemicals
from NaturalWaterBodies,” published
in Vol. 14, Number11, of the American
Chemical Society’s Environmental
Science& Technology,1980, which is in-
corporatedby reference.The methodis
available for public inspection at the
Office of the Federal Register, Rm.
8301, 11th andL St., NW., Washington,
DC 20408, and copies may be obtained
from the EPA TSCA Public Docket Of-
fice (TS—793), Rm. G—004 Northeast
Mall, 401 M St., SW.~,Washington,DC
20460. This incorporation by reference
was approved by the Director of the
FederalRegisterin accordancewith 5
U.S.C. 522(a) and 1 CFR part 51. The
method is incorported as it exists on
the effective dateof this rule andano-
tice of any changeto the methodwill
be publishedin the FEDERAL REGISTER.

(ii) Reporting requirements. (A) The
volatilization test in an aquaticsystem
shall be completedand the final report
submittedto EPA within 12 monthsof
the effectivedateof the final rule.

(B) An interim progressreport shall
be submitted to EPA 6 months after
the effectivedateof the final rule.

(1) References.For additional back-
ground information, the following ref-
erencesshouldbe consulted:

(1) Lamb, J.C. and Chapin,R.E. “Ex-
perimental models of male reproduc-
tive toxicology,” Endocrine Toxicology.

Eds. J.A. Thomas, K.S. Korach, J.A.
McLachlan. New York, NY: Raven
Press,pp. 85—115(1985).

(2) Johnson, L., Petty, C.S., and
Neaves,W.B. “A comparativestudy of
daily sperm productionand testicular
compositionin humansandrats,”Biol-
ogy of Reproduction,22:1233—1243.(1980).

(3) Blazak, W.F., Ernest, T.L., and
Stewart,B.E. “Potential indicators of
reproductivetoxicity: Testicularsperm
productionandepididymal spermnum-
ber, transit time andmotility in Fisch-
er 344 rats,” Fundamentaland Applied
Toxicology,5:1097—1103(1985).

(g) Effective date. (1) The effective
date of this final rule for cumene is
September 9 1988 except for para-
graphs (d)(1)(i) and (d)(1)(ii)(A), and
(e)(1)(ii)(A) of this section. The effec-
tive~date . for paragraphs (d)(1)(i),
(d)(1)(ii)(A), and(e)(1)(ii)(A) of this sec-
tion is 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
[53 FR 28204, July 27, 1988, asamendedat 55
FR 7325, Mar. 1, 1990; 56 FR 23230, May 21,
1990; 58 FR34205,June23~1993]

§ 799.1550 12-Dichloropropane.
(a) Identification of test substance.(1)

1,2-Dichioropropane(CAS No. 78—87—5)
shall be testedin accordancewith this
section.

(2) 1,2-Dichioropropaneof at least 99
percentpurity shall beusedasthe test
substance.

(b) Persons required to submit study
plans, conducttests,and submitdata.

(1) All personswho manufactureor
process1,2-dichloropropane,other than
asan impurity, from October23, 1986 to
the end of the reimbursementperiod,
shall submit letters of intent to con-
ducttestingor exemptionapplications,
conducttests,andsubmitdataasspec-
ified in paragraphs(c)(1), (c)(2), (c)(3),
and (c)(4), and (d) of this section,sub-
part A of this part, and parts 790 and
792 of this chapterfor two-phaserule-
making.

(2) Personssubjectto this sectionare
not subject to the requirements of
§~790.50(a)(2),(5), (6), and (b)(2) and(4),
and790.87(a)(1)(ii)of this chapter.

(3) Personswho notify EPA of their
intent to conduct tests in compliance
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