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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 the methodwill be published
in the FEDERAL REGISTER.

(ii) Reporting requirements. (A) The
biodegradationtest in an aquatic sys-
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
systemshall beconductedwith cumene
in accordance with the method de-
scribedin an article by Smith et al. en-
titled “Prediction of the Volatilization
Rates of High-Volatility Chemicals
from NaturalWaterBodies,” published
in Vol. 14, Number 11, 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 DocketOf-
fice (TS—793), Rm. 0—004 Northeast
Mall, 401 M St., SW., Washington,DC
20460. This incorporation by reference
was approvedby 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 method will
be publishedin the FEDERAL REGISTER.

(ii) Reporting requirements. (A) The
volatilization testin anaquaticsystem
shall be completedandthe 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.

(I) 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,” EndocrineToxicology.

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 production and testicular
compositionin humansandrats,” Biol-
ogy ofReproduction,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)(I)(i) and (d)(I)(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 flnal rule.
[53 FR 28204, July 2’7, 1988, as amendedat 55
FR 7325, Mar. 1, 1990; 56 FR 23230, May 21,
1990;58 FR34205, June23, 1993]

§ 799.1550 12-Dichloropropane.
(a) Identification of testsubstance.(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-dichioropropane,other than
as an impurity, from October23, 1986 to
the end of the reimbursementperiod,
shall submit letters of intent to con-
duct testingor 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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iith the requirementsof this section
riust submit plans for those tests no
ater than45 daysbefore the initiation
f eachof thosetests.
(4) In addition to the requirementsof

790.87(a)(2) and (3) of this chapter,
~PA will conditionally approveexemp-
ion applications for this rule if EPA
ias receiveda letter of intent to con-
Luct the testingfrom which exemption
s sought and EPA has adoptedtest
tandardsandschedulesin a final rule.
(5) All personswho manufactureor

rocess1,2-thchloropropane,other than
~san impurity, from November18, 1987
0 the end of the reimbursementpe-
lod, shall submit letters of intent to
~onduct testing or submit exemption
.pplications,conducttests,andsubmit
Lata as specifiedin paragraph(c)(5) of
his section,subpartA of this part,and
)arts790 and792 of this chapterfor sin-
cle-phaserulemaking.

(c) Healtheffectstesting—(1)Neurotoxi-
~ity—(i)Requiredtesting. The following
ieurotoxicity testing shall be con-
Luctedfor 1,2-dichioropropane:

(A) A neuropathologytest.
(B) A motoractivity test.
(C) A functional observational

;ery.
(ii) Test standards.The neurotoxicity

;esting with 1,2-dichloropropane,con-
;isting of a neuropathology test, a
notor activity test, and a functional
)bservational battery, shall be con-
lucted in accordancewith §~798.6400,
r98.6200,and798.6050of this chapter,re-
;pectively, using the oral route of ex-
)osure. The animals shall be dosed
~rith DCPfor a minimum of 5 daysper
~veek,over aperiod of at least 90 days.

(iii) Reporting requirements (A) The
ieurotoxicity testsshall be completed
Lnd the final reportssubmittedto EPA
within 1 year of the effective date of
the final PhaseII rule.

(B) An interim progressreport shall
e submitted to EPA 6 months after

the effective dateof the final PhaseII
~ule.

(2) Mutageniceffects—(i)Requiredtest-
ng. A dominant lethal assayshall be
onductedwith 1,2-dichioropropane.
(ii) Test standards.The dominant le-

;hal assay with 1,2-dichloropropane
;hall be conductedin accordancewith
798.5450of this chapter.

(iii) Reporting requirements.(A) The
dominant lethal assayshall be com-
pleted and the final report submitted
to EPA within 18 monthsof the effec-
tive dateof the final PhaseII rule.

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

(3) Developmentaltoxicity—(i) Required
testing. A developmentaltoxicity test
shall be conductedwith 1,2-dichloro-
propane.

(ii) Test standard.The developmental
toxicity test with 1,2-dichioropropane
shall be conductedin accordancewith
§ 798.4900of this chapter,using the oral
routeof exposure.

(iii) Reporting requirements. (A) The
developmental toxicity test shall be
completedand the final report submit-
ted to EPA within 18 monthsof the ef-
fective date of the final PhaseII rule.

(B) Interim progressreports shall be
submitted to EPA at 6-month inter-
vals, beginning 6 months after the ef-
fective date of the final PhaseII rule
and endingwith the submissionof the
Final TestReport.

(4) Reproductiveeffects—(i) Required
bat- testing. A two-generationreproductive

effects study shall be conductedwith
1,2-dichioropropane.

(ii) Test standard. (A) The 2—genera-
tion reproductive effects testing with
1,2-Dichioropropaneshall be conducted
using the oral route of exposurein ac-
cordancewith § 798.4700except for the
provisions in paragraphs(c)(7)(i) and
(c)(7)(iii) of § 798.4700.

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

(1) A gross examination shall be
madeat least onceeachday. Pertinent
behavioralchanges,signsof difficult or
prolongedparturition, and all signs of
toxicity, including mortality, shall be
recorded. These observationsshall be
reported for each individual animal.
Food and water consumption for all
animals shall be monitored at least
weekly except during the mating pe-
riod.

(2) Eachlitter shouldbe examinedas
soonas possibleafter delivery for the
numberof pups, stillbirths, live births,
sex,and the presenceof grossanoma-
lies. Live pups should be countedand
litters weighed at birth or soon there-
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after,andat leastweekly after parturi-
tion.

(iii) Reporting requirement. (A) The
two-generation reproductive effects
test shall be completedand the final
report submitted to EPA within 29
months of the effective date of the
final PhaseII rule.

(B) Interim progressreportsshall be
submitted to EPA at 6-month inter-
vals, beginning 6 months after the ef-
fective date of the final PhaseU rule
and endingwith the submissionof the
Final TestReport.

(5) Pharmacokinetic studies—(i) Re-
quired testing. An oral and inhalation
pharmacokinetic test shall be con-
ductedwith 1,2-thchloropropane.

(ii) Teststandard.(A) The oral andin-
halation pharmacokinetictestingwith
1,2-dichloropropaneshall be conducted
in accordance with §795.230 of this
chapter, except for the provisions in
paragraphs(c)(2) (i), (ii) (A) and (B),
(iii) (C) and(D), and(3)(ii) of §795.230.

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

(1) TestSubstance.Thestudiesrequire
the useof both non-radioactiveand14C..
labeled test substance.The non-radio-
active test substanceshall be at least
99 percent pure, while the radio-
chemicalpurity of the ‘4C-labeledtest
substancemaybe slightly lessthan 99
percent.Both preparationsare needed
to investigate the provisions of para-
graph (a)(2) of this section.The use of14C-testsubstanceis recommendedfor
the provisions in paragraph(a)(1), (2),
and(3) of this sectionin order to facili-
tate the work, improve the reliability
of quantitativedeterminations,andin-
creasethe probability of observingpre-
viously unidentifiedmetabolites.

(2) Oral study. At least two doses
shall be usedin the study, a “low” and
“high” dose..Whenadministeredorally,
the “high” doses should induce some
overt toxicity such as weight loss. If
datafrom prior repeateddosingstudies
is utilized to select the “high” dose,
overt toxicity neednot be elicited in
this exposure group. The “low” dose
shall not induce observableeffects at-
tributable to the test substance.Oral
dosing shall be performed by gavage
usinganappropriatevehicle.

(3) Inhalation study.Threeconcentra-
tions shall be usedin the study. Upon

exposure, two higher concentrations
shouldideally inducesomeovert symp-
toms of toxicity, although the inter-
mediate concentration may be ex-
cluded from this condition. If data
from prior repeateddosing studies is
utilized to select the high dose, overt
toxicity neednot be elicited in this ex-
posuregroup.The lowestconcentration
shall not induce observableeffects at-
tributable to the test substance.

(4) Collection of ëxcreta.After oral ad-
ministration (GroupsA and B) andin-
halation exposure (Groups F through
H) theratsshall beplacedin individual
metabolic cages and excreta (urine,
fecesandexpiredair) shall be collected
from 0 to 24 hours and from 24 to 48
hours after dosing and, if necessary,
daily thereafteruntil at least 90 per-
cent of the dose hasbeen excretedor
until 7 daysafter dosing,whicheveroc-
curs first.

(5) Kinetic studies.Groups C through
E shouldbe usedto determinethe con-
centration of the test substancein
blood at 0, 5, 10, 15, and30 minutes,and
at 1, 2, 4, 8, 16, 24, and 48 hours after
initiation of inhalation exposure.If ex-
perimentally feasible, blood obtained
from the 14C-exposedrats from Groups
F throughH maybe usedto determine
the test substanceconcentrations.

(6) Biotransformationafter oral and in-
halation. exposure. Appropriate quali-
tative andquantitative methodsshall
be used to assayurine specimenscol-
lectedfrom eachrat in GroupsA andB
and F through H. The radiometric
analysesof urine, fecesandexpiredair
should be conducted individually for
eachrat, but samplesfrom eachrat per
time point may be pooled for analyt-
ical determinationof parentcompound
andmetabolite identification. Metabo-
lite identification shall be attempted
for those routes of excretion which
contain greater than 10 percent of the
oral dose or, in the inhalation study,
greater, than 10 percent of the body
burdenat the endof exposure.

(iii) Reporting requirements. (A) The
pharmacokinetic test shall be com-
pleted and the final report submitted
to EPA within 17 months of the effec-
tive date of the final single-phase
pharmacokineticsrule.

(B) An interim progressreport shall
be submitted to EPA 6 months after

571



99.1550 40 CFR Ch. I (7—1—94 Edition)

effective date of the final single-
~serule.
d) Environmental effects testing—(1)
vsid acutetoxicity—(i)Requiredtesting.
mysid shrimp acute toxicity test
~ll be conducted with 1,2-
thloropropane.
Ii) Test standard.The mysid shrimp
ite toxicity test with 1,2-dichioro-
paneshall be conductedas a flow-
‘ough testwith measuredconcentra-
ns using Mysidopsisbahia in accord-
c~ewith § 797.1930of this chapter.
iii) Reporting requirements. (A) The
rsid acutetoxicity test shall becom-
~ted-and the final report submitted
EPA within 1 year of the effective

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

~ effective dateof the final PhaseU
Le.
2) Algal acute toxicity—(i) Required
ting. An algal acute toxicity test
ill be conducted with 1,2-
thloropropane.
ii) Test standard.(A) The algal acute
~icity testswith 1, 2-dichloropropane
~ll be conducted with marine and
shwater algae using systems that
ritrol for 1,2-dichloropropaneevapo-
~ion in accordancewith § 797.1050of
is chapter, exceptfor the provisions
paragraph (c)(1)(ii), (3)(iii), (4)(iv),

(i)(B), (d)(3)(ii) and(iii), (e)(4) and (5)
§ 797.1050.
B) For the purposeof this section,
s following provisions shall also
ply to the algal acutetoxicity tests:
1) At 48, 72, 96, and 120 hours, enu-
~rate the algal cells in all containers
determinethe inhibition or stimula-
)n of growth in test containerscom-
red to controls. Use data to define
e concentration-responsecurve, and
lculate the EC10, EC50, and EC~
lues.
2) The test is performed once for
ch of the recommendedalgal species
selectedalternates.Test chambers

ould contain equal volumes of test
Lution and approximately 1 x 10~
~enastrum cells/nil or 7.7 x 10~
eletonema cells/mi of test solution.
~ealgae should be exposedto each
ncentration of test chemical for up
120 hours. The exposureperiod may
shortenedif data suitable for the

purposesof the range-findingtestscan
beobtainedin lesstime.

(3) The test beginswhenalgaefrom 7
to 10-day-oldstock culturesare placed
in the test chamberscontaining test
solutions having the appropriate con-
centrations of the test substance.At
the endof 120 hours, the algal growth
response(number or weight of algal
cells/mi) in all test containersandcon-
trols should be determinedby an indi-
rect (spectrophotometry, electronic
cell counters,dry weight, etc.) or a di-
rect (actual microscopic cell count)
method. Indirect methods should be
calibrated by a direct microscopic
count. The ‘percentage inhibition of
stimulation ‘of growth for each con-
centration, EC10, EC50, EC~,and the
concentration-responsecurves are de-
terminedfrom thesecOunts.

(4) At the end of the test and after
aliquots have beenremoved’ for algal
growth-response determinations, mi-
croscopic examination,-mortal stain-
ing, or subculturing,the replicate test
containers for each ‘ chemical con-
centrationmaybepooledinto onesam-
ple. An aliquot of the pooled sample
may then be taken and the concentra-
tion of test chemical determined. In
addition, the concentration of test
chemical associated with the algae
alone should be determined. Separate
and concentratethe algal cells from
the test solutionby centrifugingor fil-
tering the remaining pooled sample
and measurethe test substancecon-
centration in the - algal-cell con-
centrate. The concentrations associ-
atedwith the algaedo not have to be
measured if data- are provided that
demonstratethat substantiveamounts
of the test substanceare lost during
transfer of algaeto centrifugetubes or
during centrifugation.

(5) Test chamberscontaining Selena-
strumshall be illuminated continuously
and thosecontaining Skeletonemashall
beprovided a14-hourlight and 10-hour
dark photoperiod under fluorescent
lamps providing 300±25uEinJm2sec (ap-
proximately 400 ft-c) measuredadja-
cent to the test chambersat the level
of test solution.

(6) Stock algal cultures should be
shakentwice daily by hand. Test con-
tainers may be shaken by hand or
placed on a rotary shaking apparatus
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andoscillatedat approximately100 cy-
cles/minute for Selenastrumand at ap-
proximately 60 cycles/minute for
Skeletonemaduring the test.The rate of
oscillation should be determined at
least oncedaily during testing.

(7) The numberof algal cells per mil-
liliter ‘in each treatment and control
and the method used to derive these
values at the beginning, 48, 72, and 96
hours, andendof the test; thepercent-
age of inhibition or stimulation of
growth relative to controls; and other
adverseeffects in the control and in
eachtreatment. -

(8) The 120-hourEC10, EC50,andEC~,
values,and when sufficient data have
beengenerated,the 48, 72, and 96 hour
LC50’s and95 percentconfidencelimits,
the methodsused to derive theseval-
ues, the data used to define the shape
of the concentration-response- curve
andthe goodness-of-fitdetermination;.

(ui)1 Reporting, requirements. (A) The
algal acutetoxicity testsshall be com-
pleted and the final report submitted
to EPA within 1 year of the effective
dateof the final PhaseU rule.— -

(B) An - interim progressreport shall
be submitted to EPA 6 months after
the effective date of the final PhaseU
rule. -

(3) Daphnid chronic toxicity—(i) Re-
quired testing. A daphnid chronic tox-
icity test shall be conductedwith 1,2-
dic~iloropropane.

(ii) Teststandard.The daphnidchron-
ic - toxicity -- test with 1,2-
dichloropropaneshall be conductedas
a flowthrough test using Daphnia
magna in accordancewith §797.1330 of
this chapter. -

(iii) Reporting requirements. (A) The
daphnid chronic toxicity test shall be
completedandthe final report submit-
ted to EPA within 1- year of the effec-
tive dateof the final PhaseU rule.

(B) An interim- progressreport shall
be submitted to EPA 6 months after
the effective date of the final PhaseU
rule.

(4) Mysid shrimp chronic toxicity—(i)
Requiredtesting.A mysidshrimp chron-
ic toxicity test shall be conductedwith
1,2-dichioropropane.

(ii) Test standard.The mysid shrimp
chronic toxicity test with 1,2-
dichioropropaneshall be conductedas
a flowthrough test using Mysidopsis

bahia in accordancewith § 797.1950 of
this chapter.

(iii) Reporting requirements. (A) The
mysid chronic toxicity- test shall be
completedand,the final report submit-
ted to EPA within 15 monthsof the ef-
fective date of the final PhaseU rule.

(B) An interim progressreport shall
be submitted to EPA 6 months after
the effective date of the final PhaseII
rule. -

(e) Effective date. (1) The effective
date of the final PhaseII rule and the
final single-phase pharmacokinetics
rule for 1,2-Dichioropropaneis Novem-
ber - 18, 1987, except for paragraphs
(c)(4)(ii), and (d)(4)(iii)(A) of this sec-
tion.-’ The- effective date for paragraphs
(c)(4)(ii), - and (d)(4)(iii)(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.-
[51 FR 32087, Sept.9, 1986, as amendedat 52
-FR 37144, Oct~5, 1987; 54’FR 27355, June 29,
1989; 55 FR- 7325, Mar.‘~l,1990; 58 FR 34205,
June23, 1993]

§799.1560 Diethylene glycol butyl
ether and diethylene glycol butyl
ether acetate.

(a) Identification of test substances.(1)
Diethylene glycol butyl ether (DGBE),
CAS Number 112-34-5, and diethylene
glycol butyl ether acetate (DGBA),
CAS Number124—17—4, shallbe testedin
accordancewith this section.

(2) DGBE of at least 95 percentpurity
and- DGBA of at least95 percentpurity
shall beusedasthe test substances.

(b) Persons required to submit study
plans,conducttests,and submitdata. All
persons who manufacture (including
import) or processor intend to manu-
facture or processDGBE -andJorDGBA,
other than as an impurity, after April
11, 1988, to the end of the reimburse-
ment period shall submit letters of in-
tent to conduct testing, submit study
plans and conduct- tests, and submit
data,or submit exemptionapplications
as specified in this section,subpart A
of this part, and parts 790 and 792 of
this chapter for single-phase rule-
making. Personswho manufactureor
processDGBE are subject to the re-
quirementsto test DGBE in this sec-
tion. Only personswho manufactureor
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