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C)a) A sex—lmked recessive lethal - chapter is modified so that the duration £2) Admimist;ﬁtia‘n 6f test substdnce— -

test in DrosopNla melanogaster shall be
conducted with dqmmercial hexane i in
accordance with §X88.5275 of this
chapter and as modilied in paragraph
(c)(6)(i){C)(2} of this sedtion unless the
results of both the Salmdgella -

typhimurium test conductdd pursuant to

. paragraph (c){8)(i)(A) of thi\section and
e mammalian cells in the cijture gene
- mutation test conducted pursudptto -~
- paragraph (c}{6){i}{B) of this sec¥on, if
“required, are negative. - - :
(2) Test standard modifications. {he
requirement under § 788.5275 of this
chapter is modified so that the route

" - administration shall be inhalation.

 (D){2) A mouse specific locus test
shall be conducted with commercial
hexane by inhalation in accordance
with § 798.5200 of this chapter and as -

" modified in paragraph (c][G}(x)(D)(Z) of

this section if the results of the sex-
kinked recessive lethal test conducted
pursuant to paragraph (c)[ﬁ](x)(C) of thls
section are positive. -

-(2) Test standard modlﬁcaﬁonu ‘l‘he
-roqun-emcnt under § 798.5200 of this -
chapter is modified so that the duration
of exposure shall be for 8 hours per day.

(ii) Reporting mquu'ements {A) The
study plans for each genée mutation test
must be submitted at least 45 days
before the initiation of testing.

(B) Gene mutation tests shall be -

rompleted and final results- lubmltted as-

follows: Salmonella typhimurium, 4 - .
months; mammalian cells in culture, 12
months; Drosophila sex-linked recessive
‘lethal, 24 months; and mouse spemfic
locus; 48 months.

(C) Except for theSaImaneIIa -

typhimurium test, progress reports shall
- be submitted at 6-month intervals
"beginning 6 months after the effective
date of the final rule. = -
(7) Mutagenic effecta—cbmmosoma]
aberratlons—[i) Required testing. (A)(1)
- An in vitro cytogenetics test shall be
conducted with commercial hexane in
accordance with § 798.5375 of this
chapter and as modified in pnragraph
(e)7)(i)(A)(2) of this section. -
" {2) Test standard modifications. The
reqmrement under § 798.5375 of this
chapter is modified so that the assg

shall be performed using flasks flu& hed ’

with commercial hexane vapors! then
closed with a cap with a rubbér septum.

(B)(2) An'in vivo cytogepétics test . *
shall be conducted withfomme

hexane by inhalation in accordance .

with § 788.5385 of this chapter and as

modified in paragraph (c)(7)(i)(B)(2) of -

thiseection if the in vitro test-oondueied

-pursuant to paragmph le)[?')(:]{A) of this -

". ‘section is negative,

-(2) Test standard modiﬁcahons 'l'he :

requirement under § 798.5385 of this

pu\suant to paragraph (S)7))C) of this f
“seco - 1

~ date of the final rul

of exposure shall be for 8 lwurs per day
for 5 consecutive days. .
. {C){1) A dominant lethal assay shall

"be conducted with commercial hexane )
. by inhalation in accordance with .

§ 798.5450 of this chapterandas -
modified in paragraph (e}7)H(C)H2) of-
this section unless both the /n vitro. and
in vivo cytogenetics tests conducted
-pursuant to paragraphs (C)(7)(i) (A} and
(B) of this section are negative.

{2) Test standard modlﬁ'cahons ‘The
requirement under § 798.5450 of this

‘chaptet is modified so that the duration

of exposure shall be forahours per day
for 5 consecutive days. "~ :

(D) A heritable translocahon test :hall
be conducted with commercial hexane

l

\by inhalation in accordance with -

'} 798.5460 of this chapter if the tesulta of
e dominant lethal assay conducted

are positive,

“{ii\ Reporting requirements. (A) The
study\plans for ea mosomal
aberra{ion test must be submitted at
least 4 days before the initiaﬁon of

: tesfmg

{B) Ch mosomal aberration tests

- ghall be chmpleted and final results /

submttted §s follows: in vitra

| . “cytogenetick, 4 months; in vivo

cytogeneﬁcs 12 months; dominapf lethal
assay, 24 months; and heritable '
translocation Assay, 48 month4.

(C) Except foY, the in vitrg/cytogenetics
test, progress rejorts shalYbe submitted
beginning 6 months after'the effective
date of the final rie. / = - .

(8) Neurotoxicit)4(i) Required
testing. Neurotoxigily tests shallbe -
conducted with gomiy ercial hexane in_
‘accordance with §8 798.6050, 708.6200,
'798.6400, ang .6500 of this chapter.

(ii) Repgrting requirekients. (A) The
study plah for the neurofpxicity tests
must b€ submitted at least 45 days
‘befgre the initiation of tesfing. -

fB) The neurotoxicity testy shall be

ompleted and the final results .~ - .
submitted to the Agency within12
:l(lmths of the effective date ol\the final

e

{C) Progress reporta shallbe \ =~ .

submitted 6 months from the effe hve

19) Inhalation and demzal

. pharmacokinetics—({i) Required tes ng
."(A) An inhalation and dermal

pharmacokinetics test shallbe -
conducted with commercial hexane i
accordance with § 795.232 of this
chapter.

(B} Test standard mudlﬁcnhons “The
requirement under § 795.232 (c)(2)(i) of

" this chapter is modxﬁed to read as

follows e

. MP labeled with *

" gtc. If it is feasible from an analytical
_standpoinj/one of the higher liquid :

:'(i) (test substance. Since the test - -+ - -

substance is a mixture of n-hexane; :
-MCP; 3-MP; 2-MP; benzene; =, . .
cycolohexane; 2,2- and 2,4-DMp; 2,3-
DMB; and sulfur, the experiments shall
be conducted in groups using '4C and .
3H labeled components. This type of )
labéling can be conducted in groups of 2.

" components. For example, in the first
. groups, n-hexane may be labeled with

14Cy and MCP with tritium with {{fe
remaining components unlabelgd. The
kinetic and metabolic studiegfvould . :
then be run on the test subgfance and -
analyzed for n-hexane ap6 MCP as -

.described below. In thg/second groap, 3-

MP may be labeled with tritium and 2-
. The third group
éne labeled thh 14C

‘would have benj )
grfe labeled with tritium, .~ -

and cyclohe

vblume pércent components [n-hexane, ;
MCP, of 3-MP) could be labeled with .-
deutgfium and a gas chromatograph/ -
mpés spectrometer (GC/MS) used to - g
dllow the disposition of the deuterium- ST
abeled component of the test substance. .
This procedure would permitthe = . - -
investigators to.use fewer expenmental
groups to obtain the. same amount of
information, .. L

(i) Reporting. mquuements. (A) The s
study plan for the inhalation and dermal
pharmacokinetics test must be - SRR,
submitted at least 45. days before the
initiation of tes :

- (B) The inhalation and dermal

harmncokmehcc test shall be
completed and the final results
submitted to the Agency within'12: - E
m(]mths of the effective date of the final
I’ll e.

(C) Progress: repom shall be - :
submitted 6 months from the effective "
date of the final rule. "~ = .
(Information collection reqnimmnnm have
been approved by the Office of Management
and Budget under control number 2070-0033)
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Tetrabromoblsphenol A; Propooed
1ut Rule - ;.

AGENCY: Env:ronmental Protection St
Agency (EPA).

-ACTION: Proposed rule.

SUMMARY: EPA is proposing that
manufacturers and processors
tetrabromobisphenol A(TBBPA, CAS
No. 79-84-7) be required, under section
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4 of the 'f‘dxic Subétanées Control Act - - -16th Repogi submitted to EPA on May 2,

{TSCA), to perform testing for chemical
fate and environmental effects. The
proposed testing includes . .- -

biodegradation studies and a mumber of

environmental effects studies including
a study to determine the effects of
TBBPA on micreorganisms in activated
sludge, acute toxicity studies in. - .. .
freshwater algae, fish, and i

fish and invertebrates, and - .
biocancentration potential studies in
fish and invertébrates. This proposed °
_rule is in response to the Interagency
Testing Committee’s (ITC's) designation '
of TBBPA for priority consideration for
chemical fate and environmental effects
festing. .~ .. . PO
DATES: Submit written comments on or

A

~ befare July 14, 1986. If persons request .
" -an opportunity to submit oral comment " -

by June 30,1986, EPA will hold a public
meeting en this rule in Washington, DC.
For further information on arranging to
speak at the meeting see Unit VII of this
preamble. - U o .
 ADDRESS: Submit written comments, . -
_ . identified by the document control ~. - .
" number (OPTS-42083), in triplicate to: -
TSCA Public Information Office (TS- -
793), Office of Pesticides and Toxic - --
Substances, Environmental Protection
Agency, Rm. E-108, 401 M St., SW., -
-Washington, DC20460. ~ ... -

1 A public version of the administrative
record supporting this action fwith any
confidential business information .

- deleted) is available for inspection at
the above address from 8. a.m. fo 4 p.m.,’

‘Monday through Friday except legal

. holidays.” o .
‘FOR FURTHER INFORMATION CONTACT:
Edward A. Klein, Director, TSCA .
‘Assistance Office (TS-799), Office of -
Toxic Substances, Rm. E-543, 401 M St.,
SW., Washington, DC 20480, Toll fiee:
(800-424-9065); In Washington, DC:
{554-1404), Outside the USA:
(Operator—202-554-1404).

SUPPLEMENTARY INFORMATION: EPA is
issuing a proposed test rule under -

section 4(a) of TSCA in response to the )

ITC's designation of TBBPA for _ = -
chemical fate and environmental effects
testing consideration. - . . . ¢
L Introduction =~ . e
AA. ITC Recommendation " * ° - S
“ TSCA (Pub. L. 84469, 90 Stat. 2003 ¢
seq.; 15°U.8.C, 2601 ef seq.} established
the ITC under section 4(e} to recommend
toEPA a listofche'mi/_cals tobe’
considered for testing under section 4{a)
ofthe Act. = "~ ~ C
The ITC designated TBBPA {CAS No.
79-94-7) for prio_rity_cdngidemtidn inits

1985 The report was published in the .-

’ Federal Register of May 21, 1985 (S0 FR -
1 20030). The YFC recommended that -

TRBBPA be considered for chemical fate

testing, including water solubility, soil -
. adsorption eoefficient, and persistence;”

‘and environmental effects testing,
including acute and chronic toxicity to

invertebrates, chrenic toxicity studies m fish, aquatic invertebrates and algae,

and bioconcentration potential in fish. -
.- TTC’s rationale for chemical fate

- ‘testing was the lack of definitive data to -

characterize the effects of concern for
TBBPA in the environment. . .

- The ITC's rationale for ecologjcal
effects testing was: {1} TBBPA is highly
toxic to fish undez acute conditions; (2)
there is a lack of acute data for .~ -
inveftebrates and algae; 3y TBBPA is -

EX

. (A) (i) the manufscrure, distribution in commerce. proc.
essing, use, or disposal of a chemical substance or nuxture, or that

expected to be chromically toxic to fish .=
and aquatic invertebrates at verylow |
concentsations fi.e.. <0.10'mg/L), and "
(4) there is the potential for TBBPA to -
bioconcentrate based on its high-log P
value of 4.5. ; : B

No health effects tests were -,

‘recommended by the ITC. According t

the ITC, TBBPA has been found to have
a low level of toxicify to animals by the

*. oral and inhaletien routes, microbial

genotoxicity tests with TBBPA have
been negative, and the potential for
human expesureis low. = -~ -

8. Test Rule Development Under TSCA

_Under section 4fa} of TSCA, EPA shall -
by rule require testing of a chemical -~ = -
substance.or mixture to develop - o

appropriate test data if the Agency ﬁnds o ; i
at: - . RS R K Toow i T

an{ combination of such activities, may present an unreasonable

of injury to health or the environment, - -~

- (i) theve sre insufficient duta and experience upon which ‘the
. .effects of such manufacture. distribution in commerce, processing,

- use, or disposal of such substance or mixture or of any combina- i

tion of such activities en bealth or the environment can reason-
- ably be deterniined or predieted,and . %o
i (k) testing of such substanee or mixture with respect to such

-effects is necessary to develop suchdata;or ~ 0

in substuntial quantities. and

{B) (i) a chemical substance or mixture is or will be pmduced
d (I) it enters or-may reasonably he =
-+ ‘anticipated to enter the environment in substantial quantitiesor =~

“{(IF) there is or may be significant or substantial human exposure

to such subsrance or mixture.

(ii) there are insufficient data and c:penena\rpon which the .
- effects of the manufacture, distribution i comnierce. processing, -

. use. or disposal of such substance or mixture or of any combina- |

tion of such activities on health or the environment exn reason- i

ably be determined or predicted.and -~

"y oo .

€ii1) testing of such sulstance or mixture with respect to such -
—offects is necessary to develop suchdatag -~~~ e

EPA uses a weight-ﬁ-evﬂence
approach in making a section .

_4(a)f1){AXi) finding; both exposure and

toxicity information are considered in -
determining whether available data -
support a finding that the chemical may
present an unreasonable risk. For the :
finding under section 4(a)(1){B)(i), EPA
considers only production, exposure and
release information to determine. .

. whether there is or may be substantial
. production and significant or siibstantial

human exposure or substantial release
to the environment. Por the findings = -

" under section 4(a)(1) {A)(ii) and (B)(ii); .

EPA examines toxicity and fate studies
to détermine whether existing .. - -

information is adequate to reasonably =

- determine or predict the effects of -

human exposure to, or environmental . = .
release of, the chemical. In making the -
finding under section 4(a)(1) (A)(iii) or

- (B)(iii) that testing is necessary, EPA . - -

considers whether ongoing testing will
satisfy the information needs for the

~chemical and whether testing which the . -

Agency might require would be capable.
of developing the necessary information. :
-EPA’s process for determining when -
these findings apply is describedin: . - .
detail in EPA’s first and secqpd -~ .
proposed test rules as published inthe. . -
Federal Register of July 18,1980 (45FR - -
48524) and June 5, 1981 (46 FR 30300}."
The section 4(a)(1)(A) findings are -
discussed at 45 FR 48524 and 46 FR -~



I
e

) . m and ;the';ection.d(‘a)(ﬂ(m

findings -
-are discussed at 46 FR 30300. .~ "~
‘In evaluating the ITC's testing '~ ~ -~

" - recommendations for TBBPA,EPA .2

" 'Part 712); health and safety studies -

LB
j

.

" .report recommending testing

" production volume, use, exposure, an

“considered all available relevant
. information including the following: - -
Information presented in the ITC's <. -_

consideration and any public c@m;ﬁents -
on the ITC’s recommendations; '

'release information reported by ~ - :
- manufacturers of TBBPA under the - = -
. TSCA section 8(a)-Preliminary -~ .. 7~

_ Assessment Information Rule (40 CFR .

- submitted under the TSCA section 8(d) .
- Health and Safety Data Reporting Rule -
* {40 CFR Part 716) concerning TBBPA;
~ and published and unpublished data
- -available tothe Agency. From its -

evaluation. as described in this. .~
‘proposed rule, EPA is proposing
. -chemical fate and environmental effects

“testing requirements for TBBPA under = .

‘e"“‘m 4;(3)(1)(1\)- B i o . communication and electronice .
- 'TBBPA for priority testing consideration, - quipment, lighting fixtures and signs . *
" "ILReview of AvailableData - -7

responding to the ITG’s designation of -

n e

TBBPA is a white, free-flowingor -
crystalline powder thatis solublein -
many organic solventsbut hasalow. :. .
solubility in water (Refs. 1and 2). The .
experimentally determined water ’

" manufacture of epoxy resins, . -

.devices (Ref. 12). - - LRI
_ TBBPA is coated on or mixed with

under section 8{a) fof-TSCA‘ii : J

-confidential business information (CBI]
Importation of the compound from 1979 -

1o 1983 ranged from approximately 1:3 to-
... . - 2.5 million pounds per year (Ref. 8). At, -

- the-present time, Ameribrom appears to -
-- be the only importer of TBBPA (Ref. 8).

C. Uses

- " TBBPA is used primarily as a reactive
“flame retardant and to a lesser extent as
'an additive flame retardant. In general,

- when used as a reactive flame retardant,
-.-“TBBPA reacts chemically with other

little opportunity for the TBBPA to be

_released once it has been incorporated

into the polymer. TBBPA is usedasa -
reéactive flame retardantinthe -~ .-

‘polycarbonates, and unsaturated i

- polyesters (Refs. 1-and 2). A principal ;

use of TBBPA epoxy resins, where the.

- TBBPA ‘content may be 34 percent, lS‘ln : “ for m;anﬁfgmimnp‘q; bisphenol A'- : e

" is brominated in an anhydrous methanol " -~
“--solvent and then crystallized by adding - -
“water. The crystals are filtered, washed, -

printed circuit boards (Ref. 10). .. <
Polycarbonates are-used in - .-

{Ref. 11). Unsatirated polyesters are

‘used for making simulated marble, floor
" tiles, bowling balls, furniture parts, -.- -
- _.'gewer pipe coupling compound, -

_* automeotive patching compounds, .-
> --buttons, and for encapsulating electrical

- =", other compounds when used as'an

solubility values for TBBPA at'15 °C, 25 “additive flame retardant. Ap ;-oximatél&‘

*C.and 35 °C are.0.72 ppm, 4.16 ppm,
_and 1.77 ppm respectively (Ref: 3}. At 25
*C, TBBPA has an estimated vapor
pressure of 4.15x10">mm Hg and an
estimated Henry’s Law constantof . ..~ .
-4.48x10~% atm-m3mole (Ref. 4]. Its
experimentally determined log octanol- . .
‘water partition coefficient (K.w) valueis - -

4.5 (Ref. 5). The estimated log soil -
adsorption coefficient (K.} value is 4.29
(Ref. 4). o i

.- B. Production

TBBPA is manufactured by reacting L

gaseous bromine with bisphenol Aina -
low molecular weight solvent; it is then .
crystallized by adding water. The
solvent can be an alcohol, aqueous
" acetic acid, a non-polar solvent,ora * -
‘two-phase water-organic system (Ref. 6).
Ethyl Corporation uses a continuous’
batch operation which involves a closed
vessel procedure during the reaction and
drying cycles (Ref.2). - =
. TBBPA is produced domestically by
two corporations, Ethyl Corporation and
Great Lakes Chemical Corporation, with
a combined production capacity of 85 -
million pounds per year (Ref. 7): The -
actual production volumes for 1984 have
been submitted by the two companies -

~-additive flame retardant (Ref. 7). -
“+ *Because TBBPA does not chemically -
.react with the other compounds when
: . used in this manner, it may leach out of

 {medium to high impact) are17.6t0 22
- ‘percent and 14 percent in high impact - .
“polystyrene (Ref. 14). ABS resins are ..

“six to eight million pounds of TBBPA is -

believed to be used annually as an

the finished products when they are in’
use and/or following disposal of these

. products. No information is available on
. whether TBBPA leaches out of products

or the extent of leaching. Ethyl

_ Corporation, in response to Agency

questions concerned with leaching of -
TBBPA, submitted the statements that -
noleaching of TBBPA is expected for:

- products containing TBBPA and that- .
* there is no consumer exposure from

using produots containing TBBPA (Ref.
13). TBBPA is used as an additivein'
ABS (acrylonitrile-butadiene-styrene) -*

* thermoplastics, in polystyrene; and in
- phenolic resins (Ref. 2). Re.co'mmendgd :

starting levels of TBBPA in ABS

used in automotive parts, pipeand - .

fittings, refrigerators; other appliances,

‘business machines, and telephones (Ref.
15). Polystyrene is used in packaging, - -
consumer products, disposables, .-

- manufacturers of TBBPA 5
" 8{a) of TSCA as confidential business -~ = -
information (CBD. ©©

- bromide and solvent. The methanol

“neutralizing the waste stream md,m@
- distilling. The'still bottoms contain -~
- ‘polyhalongenated phenolics such as” -

- 28101600 ng/m® in the air (Ref.18). = "
- Although levels of TBBPA as high 25150

. :eléht’ri_calfand eléctronics equibixiént. S

furniitire, and building and construction’

" materials {Ref. 16). TBBPA is also -

‘reportedly used as a flame retardant in - i
“ paper and textile applications, and'asa
plasticizer (Refs. 17 and 18). . EREe
D. Release and Exposure - .
TBBPA is expected to enter the
‘environment mainly as a resultof
wastewater released from processes -
. where TBBPA is made and used. A -

o

. limited amount of TBBPA is likely to

AT I . enter the environment as a result of its
compounds to form a polymer, leaving

:release into the atmosphere from .
‘activity in the packaging area of plants -

- and from the use of TBBPA as an )
- additive flaine retardant. Release levels

have been submitted by the - - -

PA under section

_-According to'one |

and dried. Wastewater generated from:
the crystallization and washing-steps .-
may be treated to recover.the excess

solvent may be recoveredby =

TBBPA. An oxidizing agent can be used
to initiate a polymerization reaction .

~'among polyhalogenated phenolic
.- compounds present in the waste liquid.. ":

“The polymerized product settles rapidly - -

** in the waste liquid and may be disposed
" "of in a sanitary landfill. However, the -~

efficiency of this process to polymerizé -
_the polyhalogenated phenolics and the ;- *

~_precent of the total wastewater being

treated in:this manner has notbeen . -~ - i
reported (Ref-8). - o e
Evidence of TBBPA exposure to the 3

~ environment has been found in: -

sediment, soil, and air samples collected.
in the vicinity of a company = - -
manufacturing the comipound. The """ -
concentrations reported at these sites- =i~
“were from 0.03 to 330 ppmin the - 7
‘sediments. 2 to 150 ppm in the soil. and - -

ppm in the soil have been reported, on -~ S
‘the basis of sampling locations "~ "~ .. '
information provided in the monitoring " .-

: _study, it is very likely that the presence -
of TBBPA in the soil is limited to the - . -
. ‘areasurrounding the production facility -

-and may result from releases during - -
packaging and loading operations. -
Therefore, it does not appeartothe - -:
Agency.at this time that terrestrial
exposure to TBBPA presents a concern. - - -
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g- ‘_E. Chauumll’ate 7 sy _zmdeatlm)wu observedlobe (0.32 m’l-“mdhm e B
. Basedonimngmogx.,,md 08 Kow. . ; ... "EPA is basing its pro sedchemrcal
- values and low water solubihty‘ TBBPA . “The Mﬁc test cundiﬁom used for the fate and envizfmegtalp:ffects festing
is expected to partition to compartments abjve atudies are mﬁ“"m because .  for TREPA on'the nuthonty of secﬁon
with high ¢oticentrations of organic; ... - THBPA has dn extren ;Y:I“'V ‘wolatility 4(a)(1)(A)-of TSCA. - & #
matter or lipids. In wafer, TEBPA wﬁ? - and the biological lo inthe test: .1 “ppa &5 that the releass of TBBPA
partition to sediments or biological *- - vessels is well below a maximim which likely results from its : '

tissues; on land, it will parhhon toamls.
Volatilization of TBBPA is expected to

be fairly slow and pattitioning from svil .

_,andwatertomrunotexpectedtobe
-.important becaunse of the low estimated

values for the vapor pressure and the
Heénry's law constant (Refs. 4, 9 and 20).
The Environmenta] Partitioning Model

- (ENPART) and the Exposure Analysis .
Model (EXAMS 2) were used to estimate
" the relative partitioning of TBBPA .

between air, water, soil and sediment.
‘The ENPART tesults show that the -

~ - highest concentration of TBBPA will l'ae‘ :

in soil-iit the largest mass will be in
" water (this is due Yo the mich greafer. -

volunie of water in comparisen to the

‘wolume of soil). Ambient monitoring .
data for TBBPA in the sediment are -
available. For a sediment concent’atton

.of 24 ppin, TBBPA concentrations in the
. water column are estimated tobe 125

sb by the EXAMS 2 model. 'Partmonmg

of TBBPA to the atmosphere willbe .
insignificant. The estimated atmospheric
half-life for TBBPA, using the Fate of -
Atmospheric Poliutants’ (FAP} model. is

179 days (Refs. 4 and 9). -

" The persistence of TBBPA u'apped in
soils, sediments and sludges is not well
defined. One study from Japan classified’

- 'FBBPA as not very biodegradable; -~ .
however, no experitiental details were
available (Ref. 21). The ENPART

estimate for 50 percent mass reduction
of TDBPA present in the environment at

steady state, after loading ceasea. is3
months (sz 4).

" F. Environmental Effects

1. Acute toxicity—a. Fish and aquat:e ’
. invertebrates. Static studies (96-hr) are - -

available for bluegill sunfish (Lepomis
maerochirus) and rainbow trout (Salmo
gairdneri) using nominal concentrations
of TBBPA {Ref. 22). The 96-hour LGCso

values for bluegill sunfish and rainbow

trout are Yeported to be-0.51 mg/L and .
0.40 mg/L respectively. These values
indicate a high order of acute toxicity -
towards freshwater fish. The no-effect
levels (based on the lack of abnormal -
behavioral observations) were: reported

as o.mmslk for blneg:lhndo.to ng!l. ;
i organisms: Using the equation flog

»  BCF=0.85 log P-0.70). developed by -

+ Veith (Ref: 25), the btoeoncenmtion

i factor {BCF) for TBBPA in fish was

ve ‘estimated to be approximately 1.”.

to be -

for tronit. - - -

. Static acute tcndeitytf 'I‘BBPA b
Daphpia magna has been- inmugded

using a range of nominal test'

concentrations (Ref. 23)-The “'hour

LCso value for Daphnie is reported

096 mg/L. The ne effect level (based on

* loading of 1.0 g/L recommended in * -~ -
- 'EPA’s TSCA test guidelines. Although

_the use of nominal concentrations may

have actually underestimated the acute
toxicity of TBBPA, the Agency believes
that these data are adequate to . - .
roasonably predict the high acute . .
toxicity of TBBPA towards the two
freshwater fish (bluegill sunfish and
rainbow trout) and Daphnia. However,
when a high order of acute toxicity is
‘demonstrated from initial static acute -

L tests, as is the case of existing data on
‘' TBBPA, the Agency believes that Iurther-_ :

acute testing also appears to be
indicated in alternate species for mkmg
“a final mesamen! of tbe tcute safety

' .hamd. CEL
; hldarmoa@ae.?nhmnuyﬂshfor
effects of TBBPA on growth of three

species of marine uniceliular algae in .

- several different media were received

from an EPA'lab (Ref. 24). The 72-hour

" ECso values of two species, Skeletonema

costatum and Thalassiosira ]
pseudonana, were, in most u'mam:es, -
well below 1 mg/L. The ECso values of

_-less than 1 mg/L indicate that TBBPA i is
- highly toxic to these species.

NoECeo -
values could be calculated for TBBPA
-when tested with Chlorella. The highest
concentration, 1.5 mg/L, did not inhibit

growth of Chorella by 50 percent jn any

medium. ~ =
2 Chmmc toxicity. No informahon .
was found on the chronic toxicity of
TBBPA to aquatic organisms. However,
the available data on the compound'
acute toxicity to aquatic organisms .

.indicate that TBBPA is highly toxic -. )

under acute conditions. In the acute -
study with rainbow trout, fish mortality

" increased throughout the duration of the

study suggesting that, if the study had
continued, mortalities may have
occurred at even lower concentrations.

“On the basis of this information and the -

reported high log k.. value, TBBPA is "
expected to be chromcally toxic to ﬁsh

- at very low concentrations.

3. Bioconcentration. No useful - ' .
experimental data were located on the -
bioconcentration of TBBPA in aqtmtu-f s

This estimate indicates that TBBPA may -
hmemrdebcdgniﬂcmdem

" reported high log ko of 4.5 and thehlgh LR
acute toxicity data reported for fish' andA-, g
- -.Ddphnia suggest that TBBPA can be | =
" ~expected to be chronically toxic to fish
. and aquatic invertebrates at very low. "~
concentrations. TBBPA concentrations
up to 330 ppm in sediment samples have -

manufacture, processing, use and o

.4lisposal may present an unreasonable
risk of exposure and injury to the :

organisms in the environment, on the -
basis of information presented in Unit II

. above showing that TBBPA has the - - -

potential to be petsutent, it may -
bioconcentrate, and it is highly toxic” -
under acute conditions to aquatic’ - .

. organisms. Studies performed to

determine acute toxicity of TEBPA to -

fish, Daphnia, and marine nnicellular -
algae show that it is highly toxic (Le‘,“
LCeo less than 1'mg/L of ppm). The -

been detected in the vicinity ofa. - -

company manufacturing the compound.
In addition, modeling indicates that -

TBBPA may be present in the water -

column in ppb levels, which could be of
concern. The primary release of TBBPA: - -
to the environment is expected to be via -

" wastewater generated from processes. i

where TBBPA is made and used. In'the -
aquatic environment, TBBPA parhtions

mainly to sediments. The Agency is - o
particularly concerned with the effects <

" of TBBPA on benthic organisms, ie., =
. . organisms:which remain in intimate - - -

contag) with the sediments, - -
There is also the potential for 'l'BBPA o

‘to bioconcentrate in aquatic organisms .
based on it eshmafgd bmconcentration P

factor 0f1,300. " . -
The structure of TBBPA mggests by

- analogy to other polyhalogenated
: compounds that TBBPA might be -

persistent. As noted in Unit ILE., one

" study from Japan, with no expenmental '
-.details provided; dauxﬁedTBBPA as-

not very biodegradable. i
Based on EPA's evaluation, the - -

experimental data available for water-

~ solubility, log K., :and acute toxicity to -

marine unicellular algae appear tohe

adequate to reasonably determine or -

- predict these characteristics for TRBPA.: ¥
" The log K cari be estimated E

reagonably well if the experimentai

i . valie for'the log K, is available. The :
*". Agency has further determined that data
" are inadequate to fiilly characterize the’

- degradability of TBBPA present in soils, -

sediments, aludses. amd water toxlcity




" have been found for the two fish - -

- Daphnia, additional acute tests with - - -
- alternate species of fishand -~ - - -

| IV.Proposed Rule T

" Parts 706 and 797, published in the

“+! {50 FR 89252), or other published test

© - - {est guidelines were published in the -~
. Federal Register of January 14, 1986 (51" -
, c ‘ t . specifies rally. ; inimal
* . ‘these revisions be adopted inthe test . . specifies generally accepted minim
: gtandards for TBBPA. * -+ .= 7 7 L

* _conducted for TBBPA are: {1) ~ =~}

o acute toxicity to the amphipod. _._

- ..CFR 787.1310.(4) The acute toxicity to
.- Pimephales promelas (fathead minnow)

- guideline at 40 CFR 787.1400.- " - - - "

- .- EPA is also proposing that:(5) The - -

.- invertebrate Daphnia shall be tested in -
.+ -a flow-through system to determine the"
- chronic toxicity of TBBPA using the - =
.- ~guideline at 490 CFR-797.1330, {6} The:-. -

" 47876 -~ -Federal Register  Vol- 51, No. o1 | Thursday, May"15, 1088 ir_ﬁ;ﬁoﬁas_éa- Rules

of TBBPA to microorganismsin =~ -
activated sludge; toxicity of TBBPA to

chronic toxicity of TBBPA to fish and .
invertebrates and bioconcentration -
potential of TBBPA in fishand  -* * *
invertebrates. In addition, because acute
toxicity values below 1 mg/L (ppm) - -

(bluegill Sunfish and rainbow trout) and

invertebrates are required for makinga ..
final assessment of the acute hazard. - -
Testing is necessary to develop these - ~

* A. Proposed Testing and Test éiahdanis :
* . On the basis of the findings given in _ '

Unit [T1, EPA is proposing chemical fate
and environmental effects testing for

" TBBPA. The tests are to be conducted in
. accordance with EPA’s TSCA Good

Laboratory Practice standards in 40 CFR
Part 792 and specific TSCA test = -~
guidelines as enumerated in40CFR =~

‘Federal Register of September 27, 1985

“TBBPA. Proposed revisions to the TSCA

FR 1522); the Agenicy is proposing that -

- The chemical fate tests td:be e

‘ Biodegradability in water, using the eco-
core method described by Bourquin e?
al. (Ref, 26): (2) the aerobic and -

- - anaerobic biodegradability in soil, usiﬁg'.

the guideline at 40 CFR 796.3400;4and (3)
the biodegradability in sludge systems,

using the guideline at 40 CFR 796.3341.

. Environmental effects tests to be

Sludge, Respiration Inhibition Test” . -~

. proposed at 40 CFR 795.170, and - .

published with thig rule. (2) The acute .
toxicity to freshwater alga, Selenastrum
capricornutum, using the test guideline

. at 40 CFR 797.1050, and as modified = -

under § 769.4000(d)(2)(i)(B). (3) The - .. :

Gammarus, using the guideline at 20 ;:_ :

in a flow-through system, using the _ -

. bioconcentration test in the fathead

:standards for the purposes of the - "
-proposed testing for TBBPA. The TSCA -
“test guidelines for chemical fateand . :

. aquatic toxicity testing specify generally

festing for early life st,ﬁg'e- toxicity to fish  is defined in section 3(7) of TSCAto

) .. be conducted in a flow-through system
. freshwater algae under acute conditions; -

using the guideline at 40 CFR Part 795,

“The test species shall be fathead - . .
- minnow {Pimephales promelas) if the .-~

-96-hour LCso for fathéad minnow is <. .

equal to or less than 0.40 mg/L; the test .

species shall be rainbow trout if the 96-

*‘hour LGCso for fathead minnow is greater
:than 040 mg/L. - o

"EPA further proposes that: (7) A

minnow.(Pimephales promelas) be -
conducted using the guideline at 40 CFR

797.1520, and (8) a bioconcentration test .
-.in the oyster {Crassostrea virginica) be
. - conducted using the guideline at 40 CFR

797.1830.

- “The Agency is propo'siné .thaf the. =

above referenced chemical fate and " -

environmental effects test guidelines -
“and modifications and other cited. - . ~

methods be considered the test

.accepted minimal conditions for

" determining chemical fate and aquatic -
- animal toxicit_ies fo;' su_bstpnges like - d
e thods as specified in this fest Tule for 1o L oo A
" The proposed eco-core method of - -
*'Bourquin et al. (1977) for testing the .- .
biodegradability of TBBPA in water .-~ -

conditions. The Agency believes that

" this test reflects the current state-of-the-,

art methodology for festing the fate of

B. Test Substance

EPA is proposing that TBBPA of at
least 99 percent purity be used as the .
test substance; EPA has specified a

relatively pure substance for testing -
: " because the Agency is interested in-
" conducted for TBBPA are: (1) The effect
- of tést substance on activated sludge,
" using the guideline entitled “Activated

.evaluating the effects attributable to

“TBBPA itself. In a separate rulemaking,
. EPA is proposing to require testing and -

submission of data on the presence of
dioxins and furans.in TBBPA (50 FR -
51794; December 19, 1985). If
contamination of TBBPA with these-

_substances is confirmed, the purity of -
 the test substance for this test rule may
-need to be further defined to limit levels
* of contamination. = ST
. C. Persons Required to Test .

‘Bection 4(b)(3)(B}) specifies that the
_activities for which the EPA makes

- - section 4(a) findings (manufacture, . .
processing, distribution;use andjor "~ -
disposal) determine who bears the ™ '

. responsibility for testing. Manufacturers -
are required to test if the findings are -

. based on manufacturing (*manufacture”™

- “years after the labt!ﬁnalri:;_portis“:{ -
*submitted or an amount of t :
- -submission of the last final report ...~ -~

~‘more than 5.years. - ;-

 A(b)(3)(A) of TSCA provides that EPA

- or processors who are subject to the rule
~-ta designate one such person or
-, qualified third person to conduct the -
* tests and submit data on their behalf. - -
- Section 4(c) provides that any person = -
-.chemicals such as TBBPA in aquatic - . . -required to lest may apply to EPA for an
‘gystems. B Y

‘include “import"). Processors are . : .- - -
required to test if the findings are based
on processing. Both manufacturers and.
processors are required to test if the
findings are based on distribution, use,.
or disposal. - - T )
- -Because EPA has found that there are -
. insufficient data and experience to
reasonably determine or predict the

i =4 gffects of the manufacture, processing,

use and disposal of TBBPA on the

- environment, EPA is proposing that

“pergons who mamifactiire and/or
“process, or-who intend to manufacture

~-and/or process, TBBPA at any time from

the effective date of the final test rule to - '

" the end of the reimbursement period be

subject to the testing requirements - =

-contained in this proposed rule. Theend =

of the reimbursement period willbe 5 .+ .-

timeafterthe -

required under the test rule equal to that .. -
" which was required to develop data;if . "=

.~ Because TSCA contains provisions to -
‘avoid duplicative testing, notevery .~ -
~person subject to thisrule must = .-~ - 7
individually condugct testing. Section - -

may permit two or more manufacturers.

- “exemption from the requiremerit. EPA. - el

promulgated procedures for applying for -
_TSCA section 4(c} exemptions in40CFR = -

Part?00, R e i S
Manufacturers (including importers) - .

* gubject to this rule are requiredto . -

submit either a letter of intentto -~
perform testing or-an exemption = " T
application within:30 days afterthe .-

- effective date of the final test rule. The

required procedures for submitting such -

. Jetters-and applications are described in - -

‘Processors subject to this rule, unless

i they are also manufacturers, will not be

required to submit letters of intent or: -
exemption applications, or to conduct
testing unless manufacturers fail to
submit notices of intent to test.or later.- -
fail to aponsor the required tests. The -

. Agency expects that the manufacturers

will pass an‘appropriate portion of the . -
costs of testing on to processors through -
the pricing of their products or - &
reimbursement mechanisms. 1 -~ -~

* manufacturers perform all the required L

tests, processors will be granted -~
exemptions-automatically. If .-~
-manufacturers fail ‘submit notices of
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intent to test or fail to sponsor all the
required tests, the Agency will pubhsh a

separate notice in the Federal Reglste_r

- to notify processors to respond,; this

procedure is descnbed Jin 40 CFR Part
790.

EPA is not proposmg to requu-e the
submission of equivalence data as a
condition for exemption from the
proposed testing for TBBPA. As noted in
Unit IV.B, EPA is interested in
evaluating the effects attributable to - -
TBBPA itself and has specified a lnghly
pure substance for testing.

. Manufacturers and processors who

~ are subject to this test rule must comply

with the test rule development and

_exemption procedures in 40 CFR Part

790 for single-phase rulemaking.

.D. Reporting Requirements

EPA is proposing that all data”

developed under this-rule be reported in

accordance with its TCSA Good " -
Laboratory Practice (GLP) standards

-which appearin 40 CFR Part 792.

‘In accordance with 40 CFR Part 790
under single-phase rulemaking - - -

. procedures, test sponsors are required to

submit individual study plans at least 45
days prior to the initiation of each study.
EPA is required by TSCA section

‘ 4(b)1){(C) to epemfy the time period

during which persons subject to a test

rule must submit test data. The Agency

is proposing specific reporting

requirements for each of the proposed - .

test standards as follows:
1. The biodegradation tests, the test
for toxicity to microorganisms in

activated sludge, the acute toxicity tests

in fresh water algae, fish, and
mvertebrates. and the bioconcentration
tests in fish and invertebrates shall be -
completed, and the final reports
submitted to EPA within 1 year of the.
effective date of the final test rule.
Quarterly progress reports shall be -
required.

2. The early life stage foxicity test in

_ aquatic vertebrates and a chrohi
~ toxicity test in invertebrates shall be .

completed, and the final reports .
submitted to EPA within 2 years of the
effective date of the final test rule.
Quarterly progress reports shall be
required.

TSCA section 14(b) governs Agency
disclosure of all test data submitted

* pursuant to section 4 of TSCA. Upon -
- receipt of data required by this rule, the

Agency will publish a notice of receipt |

- in the Federal Register as reqmred by. -
sectxon 4(d). : o
- Persons who exporl a chemxcal

'substance or mixture-which is sub)e:;t to
a section 4 test rule are subject {o the .
export reporting requirements of section

12{b) of TSCA. Final regulations

* interpreting the requirements of section

12(b) are in 40 CFR Part 707. In brief, as
of the effective date of the final test rule,
an exporter of TBBPA must report to "

' EPA the first annual export or mtended

export of TBBPA to any one country. -

"EPA will notify the foreign country.

concerning the test rule for the chemlcal
E. Enforcement Prowsrons
‘The Agency considers failure to

comply with any aspect of a section4 - -

rule to be a violation of section 15 of
TSCA. Section 15(1) of TSCA makes it
unlawful for any person to fail or refuse

to comply with any rule or order issued

under section 4. Section 15{3) of TSCA -
makes it unlawful for any person to fail
or refuse to: (1) Establish or maintain
records, (2) submit reports, notices, or
other information, or (3)-permit access to
or copying of records required by the
Act or any regulation or rulc xesucd

-under TSCA.

Additionally, TSCA sechon 15(4)
makes it unlawful for any person to fail

‘or refuse to permit entry or inspection-as

required by section 11. Section 11
applies to any "establishment. facility,

_or other premises in which chemical

substances or mixtures are -
manufactured, processed, stored, or held
before or after their distributionin -

commerce . . . .” The Agency considers "

a testing facility to be a place where the
chemical is held or stored, and :
therefore, subject to inspection.’

Laboratory inspections and data audits

will be conducted periodically in by
accordance with the authority and
procedures outlined in TSCA section 11
:Jg' duly %esignated regrgsentatives of

e EPA for purpose of determining .
compliance V_Vll}g any final rule for
TBBPA. These inspections may be
conducted for purposes which include
verification that testing has begun, that
schedules are being met, that reports
accurately reflect the underlying raw *
data and interpretations end .
evaluations, and to determine
compliance with TSCA GLP standards
and the test standards estebllshed in the
rule. -

EPA’s authority to inspect a testmg
facility also derives from section 4(b)(1)
of the TSCA, which directs EPA to

" promulgate standards for the

development of test data. These
standards are defined in section 3(12)(B)
of TSCA to include these requirements
necessary {o assure that data developed

- under testing rules are reliable and -
adequate, and to include such other -
‘requirements.ds are necessary to.-

provide such assurance. The }\gency-:

maintains that laboratory inspections. -
“are necessary to provide this assurance:

Violators of TSCA are subject to.
criminal and civil liability. Persons who

- submit matenally misleading or false

information in connection with the
requirement of any provision of this rule -
may be subject to penalties which may
be calculated as if they never submitted
their data. Under the penalty provisions .
of section 16 of TSCA, any person who
violates section 15 could be subject to a

-civil penalty of up to $25,000 for each

violation with each day of operation in
violation constituting a separate
violation. This provision would be -
applicable primarily to manufacturers .
that fail to submit a letter of intent or an
exemption request and that continue
manufacturing after the deadlmes for

-such submissions. -

“This provision would alsoapplyto
processors that fail to submit a letter of
intent or an exemption application and

- continue processing after the Agency -

has notified them of their obligation to
submit such documents (see 40 CFR -
790.28(b}). Intentional violations could
lead to the imposition of criminal

" penalties of up to $25,000 for each dey of
- violation and imprisonment forup to1

year. In determining the amount of
penalty EPA will take into account the
seriousness of the violation'and the -
degree of culpability of the violator as

well as the othier factors listed-in'section"

16. Other remedies are available to EPA
under section 17 of TSCA, such as :

‘seeking an injunction to restrain -

violations of TSCA section 4.

" Individuals as well as corporations
could be subject to enforcement actions.
Section 15-and 16 of TSCA apply to “any
person” who violates various provisions
of TSCA. EPA may, at its discretion.
proceed against individuals as well as
companies themselves. In particular,
this includes individuals who report
false information or who cause it to be -
reported. In addition, the submission of
false, fictitious, or fraudulent statements
is a violation under 18 U.S.C. 1001.

V. Issues for Comment

This proposed rule specifies TSCA
test guidelines and independent,
published test methods as the test-
standards for chemical fate and

~ environmental effects. The Agency is
" soliciting comments as to whether the -

chemical fate and environmental effects
test guidelines and the independent
methods are appropriate and applicable
for the testing of TBBPA. Also regarding
the testing of TBBPA, the Agency I
requests comments on: :
-1.'The availability of appropriate test
methods and facilities for testing the -
toxicity of this chemical to benthic. .-
organisms (i.e. organisms which remain -
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in intimate contact with the sediment).
Because TBBPA is expected fo partition
_strongly to sediment, the Agency -
believes that determining the toxmlty of
TBBPA to benthic organisms is -
important in characterizing the .~ °
environmental effects of aquatic a
releases of TBBPA. The Agency believes
that sediment bioassay methods using -

published by Nebeker et al. (Ref. 27) and
Adams et al. (Ref. 28) or, as an .
alternative, relevant microcosm test

" protocols [Refs. 28 and 30) may be useful
for characterizing the effects of TBBPA
on benthic organisms. The Agency is -
requesting comments on the

effectiveness and availability of these or

. other methods and which, if any, would
"‘be’'most appropriate for testingof .
" “TBBPA. If the comments indicate the
" " appropriate test methods and facﬂmes
* are available, the Agency is proposing
that it will include tests to determine the
toxicity .of TBBPA to benthic orgamsms
in the final rule for TBBPA.
2.'The adequacy of the prnposed
testing to characterize the
environmental fate and envu-onmental
: effects of TBBPA. :
: o B 'lhereportmghmesforthe
Lok identified chemical Tate and
"environmental effects tests. o
4, The parity of the test substance to
H ¢f the dioxin/furan contamination. .
i 5. Whether there are any other testing
& approaches which should be considered.

VI Economic Analysis of Pmyoaed Rule

To evaluate the potential economic
impact of test rules, EPA has adopted a
two-stage approach.’All candidates for
the test rules go through a Lavel 1 :
analysis. This consists of evaluating - -
each chemical or chemical group on foar
principal market characteristics: (1)
Demand sensitivity. (2) cost - .

- characteristics, {3) industry structure,
and (4) market expectations. The results
of the Level 1 analysis, along with-the |
consideration of the costs of the
" required tests, indicate whether the
possxbllity of a significant adverse

- economic impact exists, Where the
indication is negative, no further
economic analysis is done for the
. chemical substance or group. However,
" for those chemical substances or groups
where the Level I analysis indicates & -
potential for significant economic - )

_impact, @ mpre comprehensive and
detailed analysis is conducted. This
Level Il analysis attempts to predlct o
- more precisely the- magmmde of the -

B expected impact. -

Total testing costs §ot the proposed
rule for TBBPA are estimated to range

_from $58,520 to $144,580. This estimate

Bl
Tt

.

N

freshwater invertebrates, such as those -

- e used in light of the possible presence

' 'hcludes_’thecgntlforboththemqnimd

minimum series of tests as well as any

- conditional ones. The annualized test

costs (using a cost-of capital of 26

" percent overa period of 15 years).range

from $15,400 te $37,500. Based on.an.
estimated production velume range of
.59.8 million pounds to 83.7 million -
pounds the unit test costs range from .-
0.026 to 0.063 cents per pound. In

relation to the current list price of $1.15

per pound (99 percent purity) of TBBPA,
these costs are equivalent too 02 to 0.05
percent of price. .

“Based on these costs and max'ket

. characteristics of TBBPA, the economic

analysis indicates that the potential for
significant adverse economic impact as
a result of this test rule is low. This

" conclusion is based on the following -

observations: {1) The annual unit cost of
the testing required in this rule is very
low; and (2) the market expectaiwng for
TBBPA are optimistic. . .

- .Refer to the economic m:aiysls which
is contained in the public record for this
rulemaking for a complete discussion of

" test cost estimation and potential for

economic impact: resulnng irom these

costs..

VIL Publu: Meelmgs

if persons indicate to EPA that they :

w:sh to present oral comments on this -
proposed rule to EPA officials who are
directly responsible for developing the
rule and supporting analyses, EPA will
hold a'public meeting subsequent to the
close of the public-comment period in
Washington, DC. Persons who wish to
attend or to present comments atthe
meeting should call the TSCA -~ "
Assistance Office (TAO): Toll Free:_
(800-424-9085); In Washington, DC:
{554-1404); Outside the U.S.A.
(Opcrntor—202—554—1404). by June 30,
1986. A meeting will not be held if -
members of the public do not indicate
they they wish to make oral
presentation. While the meeting will be’
open to the public, active participation
will be'limited to those persons who .
arranged to present comments amd to
designated EPA participants. Attendees.
should call the TAO before making
travel plans to verify whether a. meetm.g
will be held. .

- ‘Should a meetmg be held. the Agency
will transcribe the:meeting and mclude
the written transcript in the public -
record. Participants are invited,-but not
required, to submit copies of their
statements prior 40-or on the-day of the
meeting. All such written materials will
become partof EBA rmd forthu

_rulemeking. -

Vm.AvaihbilhyofTuthdliﬁesand .
Parsonnel '

"Bection 4[b)(1] of TSCA requues EPA

'to consider “the reasonbly foreseeable

availability of the facilities and
personnel needed to perform the testing
required under the rule.” Therefore, EPA
conducted a study to assess the -

. availability of test facilities and

personnel to handle the additional
demand for testing services created by
section 4 test rules. Copies of the study,

-Chemical Testing Industry: Profile of

Toxicological Testing, can be obtained

- through the NTIS (PB 82-140773). Un the

basis of this study, the Agency believes
that there will be available test facilities
and personnel to perform the testmg in

this proposed rule

IX. Pubhc Reoord

- EPA has es!abhshed a record for ﬁus :
mlemakms {docket number OPTS~
42083). This record contains the basic - -
information considered by the Agency in
developing this proposal and
appropnate Federal Register notices.

This record: mcludes the followmg
information: - '

A Supponmg Dowmentatmn R :

(1) Federal Register notices penmmng to
this rule consistingof: =~ -

{a) Notice containing the ITC deslguahon
of TBBPA to the Priority List (50 FR 20830; .
May 21, 1985).

(b) Rules requmng“l'SCA section 8(a) and

" 8{d) reporting on TBBPA (50 FR 20910; May

21,1685).
(c) TSCA lest gmdphnes cﬂed as test

. standards for this rule.

- {d) Notice containing revision of TSCA test v
gudehnes cited as test standards for this

[4] Communlcadons ’befm'e pmpusul
congisting of:

{a) Written public comments and letters.

(b) Contact reports of telephone

. conversations.

{c) Meeting summaries.
3) Rep&?s—-published and- \mpub?tshed
factual ma enals ) ,
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Confidennal Busmess lnformation :
(CBI). while part of the record, is not
-available for public review. A public
version of the record, from which CBI

" has been deleted, is available for -
inspection in the OPTS Reading Rm. E-

107,.401 M St., SW., Washington, D.C.,
" from 8 a.m. to 4 p.m., Monday through -
- Friday, except legal holidays. The
Agency will supplement this record

* periodically with additional relevant
information received." :

o Scptember 19, 1980), EPA is certifying.
‘that this test rule; if promulgated. will

--are not expected to perform testing
- themselves or to participate in the

: I.istofSub;eotsanﬂCFRParta?BSand‘

X Other Regulatory Reqmrementa
A Executzve Onder 12291 :

Under Executive Order 122901, EPA
must judge whether a regulation is
*“Major” and therefore subject to the
requirement of a Regulatory Impact
Analysis. EPA has determined that this

- test rule is not major because it does not

meet any of the criteria set forth in -
section 1(b) of the Order, i.e., it will not
have any annual effect on the economy -

-of at least $100 million, will not cause a

major increase in prices, and will not -
have a significant adverse effecton
competition or.the ability of U.S. -
enterprise to compete with forexgn
enterprises. .

-This. propoaed negulatxon was E
submitted to the Office of Management
and Budget (OMB) for review as. - ' :
required by Executive Order 12201. Any
written commerits from OMB to EPA;: - -
and any EPA response to those - -
comments, are mcluded in the (R
mlemakmg record.

-B. RegulatoryFIexrblllqrAct s

Under the Regulatory Flexrblhty Acl
(15 U.S.C. 601 et seq., Pub. L. 96-354,

not have a significant impact on a : ]
substantial number of small businesses -
because: (1) There are no known small -
manufacturers,’ (2) any small j processors. .~

orgamzat:on of the testing eﬁort, 3) they
will expenence only very minor costin ™
securing exemption from testing
requirements, and (4) they are- unhkely

to be affected by. reunbursement
requtrements ' § '

C Paperwon's Reductmn Act

“The mformatlon collection - :
requirements contained in this rule have

~been approved by the Office of

Management and Budget (OMB). under
the provisions of the Paperwork. :
Reduction Act of 1980, 44 U.S.C. 3501 et

- seq., and have been assigned OMB

number 2070-0033. Comments on these
requirements shoild he submitted to the -

-Office of Information and Regulatory

Affairs; OMB; 726 Jackson Place, NW,

- Washington, DC 20503 marked

“Attention: Desk Officer for EPA."” 'l‘he i

‘final rule package will respond to any -

OMB or public comments on the
information oollectlon requirements. -

Testlngl Environmental prote,ction.: ‘
Hazardous substances, Chemicals,
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Environmental effects, Recordkeeping -

_ and reporting requirements.

Dated: May 2, 1968,

“Victor . Kimm, DR

Acting Assistont Administrator for Pesticides

and Toxic Substances. - .

PART 795-{AMENDED] -~
“Therefore, it is proposed that 26 CFR

Chapter 1 be amended as follows:

1. In proposed Part 795:
“a. The authority citation of Part 785
continues to read as follows: .
Authority: 15 U.S.C. 2803.
b. By adding § 795.170 {0 read as
follows: , o

. {(a) In #nformation—{1) -
Prerequisiles. . - C :

(i1) Vapor, wre. - .

(2} Guidance information. {i} .
Information on the structural formula of
the test substance will be useful. '

(ii) Purity of the test substance shall
be specified in the test rule in 40 CFR

" Part 799. .

(3) Recommendation. Activated
sludge may contain potentially . -
pathogenic organisms and should be
handled with care. . . -

’ {4) Standard documents. This test .
guideline has beenbased on'the
references in {d) {1} thru (6) of this
section. - =~ o .

(b) Method—{x) Introduction, purpose,
scope, relevance, applicalion and limits
of test. {i) Introduction. {A) The method
described in this test gnideline assesses

. the effect of a test substance on

microorganisms by measuring the = -
respiration rate under defined )
conditions in the presenoe of different
concentrations of the test substance.

- The method is based on that:

by the Ecological and Toxicological
Association of the Dyestuffs
Manufacturing Industry, in which
activated sludge obtained from a
sewage treatment plant is used as the

_microbial source.

{B) The purpose of this test guideline
is to provide a Tapid acreening method

- whereby substances which may

adversely affect aerebic.microbial - -
treatment plants cam be identified and to
indicate guitable non<inhibitory -
concentretions of test substances tobe '
used in biodegradability tests.

(C) A range-finding test may precede -
a definitive test. it provides information
about the range of concentrations to be
used in the main test. .o

(D) Two cantrols without test
substance are included in the test .

_activated sludge in the
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deiign, one at the start and the other at
the end of the test series. 'Each batch of

- activated sludge should elso be checked:

using & reference substance.
* i) Definitions—{A) Respiration rate.
*The oxygen consumption of aerobic
sludge or wastewater microorganisms, -
generally expressed .as mg Os per liter
per hour. ’ S
(B} Effective concentration {ECs). In
this test guideline, the concentration of -
the test substance at which the
respiration rate is 50 percent of that
shown by the control ander conditions
in this guideline. - i ]
(iii) Reference substances. 3,5-
dichlorophenol {a known inhibitor of

 respiration) shall be used as a reference

substance and tested for ECeo on each
batch of activated sludge as & means of
checking that the sensitivity of the -
sludge is not abnormal. :

v} Principal of the test method. The -

respiration rate of an activated sludge
fed with a standard amount of synthetic
sewage feed is measured after a contact
time of 30 minutes or 3 hours, or both.
The respiration rate of the same
presence of
various concentrations of the test - -
substance under otherwise identical
conditions is algo measured. The
inhibitory effect of the test substance at
a particular concentration is expressed

" as a percentage of the mean respiration

rates of two controls. An EGs value is
calculated from determinations at -
different concentrations. .. .

. {v) Conditions for the validity of the
test. [A) The test results sre valid if the

two gontrol respiration rates are within

15 percent of each other.

(B) The EGso (3 hours) of 8.5~ -
dichiorophenol must be in the accepted

range’S to 30 mgjL.

(2) Description of the test procedure—

' (i) Preparations—(A). Equipment.

Normal laboratory equipment and
especially the following is necessary:

(1) Measuring apparatus {flat bottom
flask, stirrer bar, magnetic stirrer,
oxygen electrode, and recorder).

(2) Aeration device. -

{3) pH-Electrode and measuring -
equipmernt. - S

(#) O=Electrode. o

(B) Solutions of the test substance.{1)
Solutions of the test substance are ’
freshly prepared at the start of the study
using a stock solution. A stock selution
concentration of 8.5 /L is appropriate if
the prooedure recommended below is
foliowed. [Note: A solution of 35- -
dichlorophenol can be conveniently
prepared by dissolving 6.5 g 3.5- -
dichlorephenol in 10 mi of 1N NaOH,
diluting to approximately 30 ml with
distilled water, adding under stirring 1N
H.SOx to the point of incipient - - -

précipita‘thm—and finally diluting the

. mixture to one liter with distilled water.

The pH should then be in the range 7 to

8. _
_ {2) I the test substance is not .
. sufficiently soluble to allow preparation

of a concentrated stock solution in
water, it should be added directly to tes

* vessels or, alternatively, as a :
" concentrated stock solution in an

organic solvent. Direct additionis -
recommended. If an organic solvent is
used, the solvent must neither ’
significantly inhibit nor contribute to
respiration. Further, a control containing
activated sludge and solvent but no test

. substance i8 required. - -

~ {C) Test concentrations. Atleast five
congentrations, spaced by a constant
factor preferably not exceeding 3.2,
should be used. - .

(D) Synthetic sewage feed.{1) A
synthetic sewage feed is made by
dissolving the following amounte of
substances in 1 liter-of water:

(i}16 g peptone.

1i7) 11 g meat extract.

(ii/) 3 g urea. . )

. {iv)0.7gNaCl. " - -
(v} 048 CaCh.2H:0. -
(vi)0.2gMgS0O,.7H.0. - -~

. {vif 28 g KHPD,.

42) This synthetic ~séwag§ is a !Wfdid o
concentrate of that described in the .
OECD Technical Report “Proposed

- method for the determination-of the . .

biodegradability of surfactants used in -
synthetic detergents” June 11, 1976, with
dipotassium hydrogen phosphate added.

(ii) Test system. Activated shudge
from a sewage treatment plantis -

‘normally used as the microbial
- innoculum Tor the test. Where possible,

activated sludge should be obtained -
from a sewage work treating :
predominantly domestic sewage. If this
is not possible, the activated sludge may
be obtained from sewage works treating

. predominantly industrial waste water
"ut used only following deadaptation.

Even so, results obtained with activated
sludge from works treating industrial
waste waters may be atypical. On

return to the laboratory the sludge is
washed, if necessary, with tap wateror
an isotonic solution. After centrifuging.
the supernatant s decanted. This
procedure is repeated three times. A
small amount of the washed sludge is
weighed and dried. From this result the
amount of wet sludge can be calculated .
which must be suspended in water in
order to-obtain an activated sludge with
a mixed liquor suspended solids level of
4 g/L(+10percent). This level gives a
concentration of 1.8 g/L:in the test
medium if the procedure recommended
below is followed. If the sludge cannot
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be used on the day of collection, 50 m!

- synthetic sewage is added to each liter

of the activated slndge prepared as -

" described above; this is then aerated .
_overnight at 20::2°C. Tt is then kept - -

aerated for-use during the day. Before
use the pH is checked and buffered, if

_necessary to pH 6.0 to 8.0 using sodium

bicarbonate solution. The mixed liquor
suspended solids should be determined
as described in the preceeding
paragraph. If the same batch of sludge is
required to be nsed on subsequent days
{maximum 4 days), a further 50 ml of -

" synthetic sewage feed is added at the .

end of each working day.

(iii) Zest condmozw The followmg
conditions apply to the test sysiem. -

‘(A) Duration/contact time: 30 minutes
and/or 3 hours, during whlch aeration
takes place.

{B) Vessels: Beakem are suitable.

{C) Water: Drinking water ...

.(dechlorinated if necessary).

(D) Air supply: Clean oil-free air. Air
flow 0.5 to 1 liter/minute. . . -

(E) Measuring apparatus: Flat bnttom

flask such as a BOD-flagk.

(F) Oxygen meter: Polarographic
oxygen electrode, connectable to a
potentiometric recorder. (200 mv range).

{G) Nutrient solution: Synthehc :

_sewage feed (see above).

{H) Test substance: The test solution

is freshly prepared at the start of the

test.

{I) Reference substance: e.g. 3,5-
dichlorophenol (at least 3 .
concentrahons) ) )

(J) Controls: Innoculaled sample :
without test substance.

(K) Temperature: 20+ 2°C.

{iv) Performance of the test. A -
suggested experimental procedure
which may be followed for both the test
and reference substance for the 3-hour .
contact period is given below:

(A) Several vessels {e.g. 1-liter
beakers) are used.

(B) At time 0", 16 ml of the' synthetlc
sewage feed are made up to 300 ml with
water. Two hundred ml of microbial

“innoculum are added and the total

mixture (500 ml) poured into a first
vessel (first control C1). Aeration at 0.5
to 1 liter per minute is comimenced using
a Pasteurpipete as aeration device.

(C} (2) At time “15 min” (15 minutes is
an arbitrary, but convenient, interval)
the above is repeated, except that 100 ml
of the test substance stock solution are
added to the 18 ml of synthetic sewage
before adding water to 300 ml and

microbial innoculum to make a volume i
of 500 ml. This mixture is then poured - :

into a second vessel and aerated as -
described in (B) above. This process is

‘repeated at 15-minute intervals with = -

different volumes of the test substance

stock solution .to give a series of vessels

containing different concentrations of
the test substance. Finally. a sécond

" 'control (Cs) is prepared.

(2} If the test substance is not

. sufficiently soluble to allow addition -

from a stock solution in water, the -
appropriate proportion of the 100 ml-

“volume of test substance stock solution
referred to above is replaced with water.

For example, if 10 m! of an inscluble

‘liquid test substance or solvent

containing test substance is added
directly to the test vessels, 90 ml of

. 'water is added. If insoluble solid test

substance is added to the test vessel,
100 ml of water is added. If test
substance is added as a stock solution
in an organic solvent, a third control,
containing the appropriate amount of
solvent’ plus water to a total of 100 ml, is

required, in addition to the series of test -

vessels containing different - :
concentrations of the test substances.
(D) After 3 hours the contents of the:

- first vessel are poured into the

measuring apparatus and the respiration
rdte is measured over a period of upto
10 minutes; the measuring can also be
carried out directly in the vessel.

{E) This determination is repeated on
the contents of each vessel at 15-minute

( 1~ ——‘zR'—-) * 100=percent iuhiﬁﬁbnr .

" Ra+Ra

whem
R.-oxygen-eonsumpﬁon rate at tested
-concentration of test substance
Rd::m(ygen-mmnmpﬁnn rate, control 1
=0xygen-consumption rate, control 2 -
{ii) If the respiration rates of the two
controls are not within 15 percent of
each other or the ECy, (3h) of the
reference substance is not in the

- accepted range (5 to 30 mg/L for 3,5-

dichlorophenol), the test is invalid and
must be repeated. The percent ichibition
is calculated at each test concentration
using the formula shown above. The -
percent inhibition is plotted against
concentration on log-normal (or log- -
probability) paper and an ECs, value
derived. Ninety five percent confidence
limits for the ECso values can be

‘determined using standard procedures.

In view of the variability often observed
in the results, it is recommended that the
results be expressed in orders, of
magnitude, e.g. leas than 1. 1 to 10, 10 to
100, etc. {in mg/L).

{2) Interpretation of maults The. E&o
value should be regarded merely as a -
guide to the likely toxicity of the test.
substance either to activated sludge

~

_ oxygen consumption is reguired, further

_substance, synthetic sewage feed

.consumption is measured and recorded

- is low: The portion of the respiration’

" measured should be linear. In order §

‘percentage of the mean of the two

‘sewage treatment or to wastewater -

“its measured ECes, and abiotic oxygen

" calculation of ECso; ECso, and if possil

'5/WC1, N53 No. D (June 1981).

_intervals; in such a w{;y that the cohiséi

time in each vessel is three hours.
. {2) The reference substance is tested -

- on each batch of microbial mnoculum in -

the same way. A different regime {e.g
more than one oxygen meter) will be”"
necessary. when measurements are to be
made after 30 minutes of contact.,

{2) If measurement of the-chemical

vessels are prepared containing test’

water, but no activated sludge. "
{v) Observations. Oxygen

after an aeration time of 30 minutes
-and/or 3 hours contact time. .-

‘(c) Data and reporting—{1) Tteatm it
of results. {i) The respiration rate is =
calculated from the recorder trace as
0:/L.h between approximately 6.5 m
0./L and 2.5 mg O, /L, or over a 10-
‘minute period when the respiration r

curve over which the respiration rate

walculate the inhibitory effect of a test
substance ata parhcular concentrati
the respiration rate is expréssed as &

control nespiration rates:
Formula '

microorganisms; since the complex :
interactions occurring in the -
environment cannot be accurately.
simulated in a laboratory test. - - -

(3) Test report. The test report should
include the following information.

(i) Test substance: Chemlcal i
identification data;

(ii) Test system: Source, concentrahon

Aiif) Test condxtxons 'l‘est temperature
test duration, reference substance and -

uptake, if any. -
(iv) Results: All measured data;
inhibition curve and method for

85 percent confidence limits; ECy and
ECso; all observations and any - -
deviations from this test guideline whi
could have influenced the result. -
{d) Literature references. (1)
International Standard ISO/TC 147/S

{2) Broecker, B. and Zahn; R., Wate'
Research, 11,165 (1977)
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 (3) Brown, D., Hitz, HR. and Scha_efor.

fL. Chemosphere, 10, 245 (1981].

. {4) ETAD (Ecological and .

- _Toxncologlcal Association of Dyestuffs
. ‘Manufacturing Industries) -

Recommended Method No 103. also )
described by:

_{5) Robra, B., Wasser/Abwasser. 117, :

© 80(1976) and _

-2, Part 799 is amended as follows
“a. The authority citation for Part 799

- continues {o read as follows

- . Authority: 15 US.C. 2603, 2611, 2625,

b Byaddmg§7994000toreadas

- follows:
&799.4000 Tetrsbromoblsphenoll\.

\ Tetrabromobisphenol A (TBBPA CAS

{a) Identification of test substance (1)

No. 79-94-7) shall be tested in
accordance with this section.

(2 Tetrabromobxsphenol A of at lesst
99 percent purity shall be used as the
test substance. .. - : :

{b) Persons requu'ed to subm:t study
plans, conduct tests, and submit data.

_ All persons who manufacture (import)

or process tetrabromobisphenol A, other
than as an impurity, after the effective

" date of this rule (44 days after S
* publication of the finalruleinthe ~ ~ -

Federal Register) to the end of the
reimbursement period submit exemption

‘applications, submit study plans,

conduct tests, and submit data.as
specified in this section, Subpart A of
‘this Part, Parts 790 and 792 of this

- chapter for single-phase rulemaking.

(c) Chomical fato—(‘l)

' Biodegradability in water—{i) Requu’ed

testing. Biodegradation testing in water
shall be conducted with TBBPA in
accordance with the method described
in Bourquin et al. “Developments in

Industrial Microbiology" 18, 185-191,

1977. The method is available from the
Office of the Federal Register

- Information Center, 11th and L St NW

Washington, DC 20408, and in the EPA
OPTS Reading Room, Rm. E-107, 401 M

- 8t.. SW.. Washington, DC 20460. This -

incorporation by reference was.

approved by the Director of the Federal

Register on [date). The method is -
incorporated as it exists on the effectxve
date of this rule and a notice of any -
change to the method will be pubhshed
in the Federal Register.

(ii) Reporting requzrements {A) The
biodegradation test in water shall be -
completed and the final report submitted
to the Agency within 1 year of the
effective date of the final rule.

©) Schefer. w. Textzlvered[ung. 6, 247 :
A (1977] i

o PART 799—[AMENDED]

-+(B) Quartetly progress reports shall be

: subrmtted to the Agency beginning 90 -
v ;l:lys after the effective date of tbe final

(i) Required testing. Inherent ": .
biodegradability in soil tests to assess -
aerobic and anaerobic bxodegradabnhty
shall be conducted with TBBPA in .
accordance with § 796.3400 of this
chapter. :

(ii) Reporting reqmrements (A) The -

- . - inherent biodegradability. in soil tests
.+ ghall be completed and the final report
_submitted to the Agency within 1 year of
*. the effective date of the final rule. . - .

- {B) Quarterly progress reports shall be
submitted 10 the Agency beginning

days after the effective date of the ﬁnal

test rule.
{3) Bzodegmdabzbty In sludge

) systems—{i) Required testing.

Biodegradability tests in sludge systems
shall be conducted with TBBPA in *. . -

" accordance with § 796.3341 of thxs
_chapter, .

(ii) Reporting réqumements (A) The

biodegradability tests in sludge systems
- ghall be completed and the final resylts

submitted to the Agency within 1 year of .
the effective date of the final rule. -

- (B) Quarterly progress reports shall be
submitted to the Agency beginning 90
days after the effective date of the final
testrule. -

(d) En wronmental effects—-(l)

* . Respiration inhibition in activated
sludge—{i) Required testing. A

respiration inhibition test in activated
sludge system ghall be conducted with
TBBPA in accordance with the guideline
specified in § 795.170 of this chapter.

(ii) Reporting requirements. (A) The

" respiration inhibition test in activated

sludge system shall be completed and

the final results submitted to the Agency
within 1 year of the effective date of the

final mle. .

(B) Quarterly progress reports shall be
submitted to the Agency beginning 90
days after the effectwe date of the final
test rule. -

(2) Algal acute taxzczty—-(x) Reqwred

. testing: (A) Algal acute toxicity testing -

shall be conducted with TBBPA using - .
Selenastrum capricornutum in :
accordance with § 797.1050 of this .
chapter and the modification specified

: in paragraph (d)(2)(i)(B) of this section.

{B) Modification. The requirements
under § 797.1050 (c)(1)(ii) and (c)(ﬁ](x)(B)

"of this chapter are modified to require

that the agal cells at the end of 24, 48,
and 72 hours also be enumerated and .
that the algal cells at the end of 24, 48,
cells from the test solution be-done’
using an ultrafiltration {e.g. 0.45

. micrometer pore size) technique.

{u) Reponmg-zeqmmmem 1A) The
Aalgnl acute toxicity test shall be - S
.. completed and the final-report submntt_ed -

.. to the Agency within.1 year of the
(2) Inherent bjodegmdabzhty in oozl—- o

-effective date of the final rule. »
-B) Quarterly progress reports shall be
submitted to the Agency beginning 90

- days after the effective date of the final - -
* testrule.

- (8) Gammarus acute toxmlty—-(n)
Reqmred testing. Gammarus acute

- -toxicity testing shall be conducted w:th '7
- TBBPA using G. lacustris, G. fasciatus.

or G. pseudolimnaeous in accordanee - - |
with § 797.1310 of this chapter. -

(ii) Reporting requiréments. (A} The
Gammarus acute toxicity test shall be

-completed and the final report subxmtted
-"to the Agency within 1 year of the
. effective date of the final rule. -

(B) Quarterly progress reports shall be

submitted to the Agency b

eginning 90
days-after the effectwe date of the ﬂnal
test rule.

- (4) Fish acute toxzczty—(l) Requtred

_ testing. Fish acute toxicity testing shall
“be conducted with TBBPA using

Punepbale.s promelas (fathead mmnow)
in accordance with" § 797.1400 of this sy
chapter. :

(ii) Reporting mqmrements (A) The

" fish acute toxicity test shallbe ., -
- completed and the final report suhmmed
‘to the Agency within 1 year of the - -

effective date of the final rule.

(B) Quarterly progress reports shail be ;' -

submitted to the Agency beginning 90
days after the effectlve date of the final
testrile. - .

(5). Dapbmd cbmmc taxzmtyu—(n)
Reguired testing. Daphnid chronic
toxicity testing shall be conducted with

.. 'TBBPA using Daphnia magna or D.

prlex in aceordance with § 787.1330 of

~ this chapter.

(ii) Reporting mqu:mments (A) The
daphnid chronic toxicity test shall be
completed and the final report submitted
to the Agency within 2 years of the

" effective dateof the final rule.

(B) Quarterly progress reports shall be -
submitted to the Agency beginning 90

" days after the effecnve date of the ﬁnal

test rule.

(6) Fish early life stage tox:czty——(x)
Required testing. A fish early life stage
toxicity test shall be conducted with

" ‘TBBPA using fathead minnow

{Pimephales promelas) if the 96-hour

LCso for fathead minnow conducted in -
accordance with paragraph (d){4) of this
section is equal to or less than 0.40 mg/

L; the test species shall be rainbow trout
if the 86-hour LCso for fathead minnow is
greater than 0.40 mg/L. The fish early

life stage toxicity test shall be

conducted in accordance wnth § 797. 1600
of this chapter o
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. (ii) Reporting requirements. {A) The ﬁ For these three chemioals for subchronic - {TS-
. fish early life stage toxicity test shall be ‘{oxmt;'e developmentyl toxicity, m ml:tgm: Rm, ;;‘;O-Qs)‘gﬁge l:fSt
: : completed and the final report submitted | neurotoxicity andd opnmtal " SW., Wasingten, DC 20460, Toll free:
to the Agency within zyearsofthe .} neurotoxicity, mutagefiicity, " - (800-424-9065);-in Washington, BC: - -
effective date of the final rule. - .| reproductive: toxicity. ' n dvnoogemcny (554-1404); Outside thq USA” - i
: {?&gugrttertlg Qgress ;:pom shl;g be This is a two-stage ; , The subchrenic ~ (Operator—202-554-1404%7 -~ * °~
. sul ed to the Agenty beginning toxicity; developm tomm d - SUPPLEMENT c :
days after the effective ﬂate of the final devgypmeml ne n oiqxicity, g:n § ARy rGimaTION: EPA ®.
test rule. . . nmotmdcityandthe pwer-tier - - issuing a propgeed tegt rule under
4} Biocancentration in .~, h—1 1) . mutagenicity are in the first stage. * :;%'h: g e ti'rs%? E;L‘wnse lto ﬂie ‘
Required testing. A bioconcettation | Following the receipt of the first-stage - = yonop eg;iamznnoet yel angntzgn%%?xtyl .
- test shall be conducted with TBBPA data, EPA will review it and decide - ér for health effects testin
using Pimephales promelas {fathed{ “:h“t mm’m gm’ be d"“:dl: n ;
.\ stage propos e respo
ﬁmg;gcom@ce, with & 797 18 to the Interagency Tesling Comniittee’y

| Aii} Reparting wquzrements. {A) 'Phe FTC's) designation of fhese three _

: ioconcentration test in fish shall be ompounds for priorit, cnmndera ién for
. -completed and the final report submltted e qlth effects testing. | ~ : . TSCA (Pub. .L D4--869, 90 Stat. 2003 ef
L to the Agency within 1 yearofthe . .~ eTH OO seq‘, 15 U.5.C. 2601 ¢ tseq)estabhshed O
'y R 1 bers lTCundersectmn 4{e) to recommend to:
: eﬁechve date of the final rule. . 14, 1066, If pﬁv’ ) am
P - {B) Quarterly progress reports Shﬂllbe -g-opportuhity to subn hemicpls o be considered -
N ‘submitted to the Agency beginning90 = by June 30, 1886, EPA : tion 4(a) of the Act. . -
oL days after lheeffechvedatenfﬂne t‘mal . meet this 1yl o 'Wc-deﬁmﬂﬁd' e three triethylene -
: testeule. Fgr further infgrfnatide onammgmg 'to - glycol ethers for priprity testing . .
(8) Bioconcentration i oyster—{ij ~~ ®ijeak at thoaflesting 5§ - -consideration in its|Sixteenth Report, -
Reguired testing. A bioconcentratin = Pfeamble,/” \_ - - published in the Fe ralReaslerofMay
; .test shallbeconductedmﬂﬂ'ﬂBPA o PDRESS Subm:twn‘ﬂ n cominen 21,1985 (50 FR 20040). ITC -
- using Crassostrea virginica {oyster) in id ied by the docunient contr 3d pharmacokinetic and
accordance with § 797. lssnofth;s e \ ber:(OPfS—420&0L n triplicateMo: - metabolic ;tuches Pependent upon the
‘ .chapter. . - . AISCA Public Informatidn Office (TS- results of the pharmacokinetic and
- (ii) Reparting Iaqullements {A) 'rhe b3), Office of Pesticidep and Toxic « -metabolic m&, suidchronic studies. wuh SR
bioconcentration test in oyster shall ubstances, Environmehtal Protechon ~\ emphasis on hematplogic effects, as well e
" completed and the final report subi ted cy, Rm. E-108, 201M Bt, SW., =~ " g reproducuve ang developmental. :
to the Agnecy wnhmmle yearoffhe . ashmgton. DC 20460. ) . 1 ies, b d be pelfomg,d
; effective date of the final mle LA p‘;xbhc wersion t}t:lf adn;mntshtrauve is\s cument l-'es onds to ITC‘
* ¢(B) Quarterly progress rep shlllhe ecord supporting this action {with any . ; s
J submitted to the Agency by - ing 90 'konfidentiel business information = - t Ui ndeYSCA
days after the effective géte of t-he ﬁm] - Heleted) is available for{inspection at VePPIEnt JnGer faLd -
test rule. » 7 e above address from|g a.m. to 4 p.m., Under ectiong [a) of TSCA,EPA .~~~
(information coﬂecho L quirerhents have onday through Frlday excep t legal shall by rule requile testingofa .~
been approved by 1 Office of Management - Ohdﬂis o chemical substande br mixture#o .
and Budget-under Comtrol Number 2070-0633) mmtenqmpa #ON CONTACT: developapgrupu e test da‘ta lfnﬁnds N
(FR Doc. 86-10705 Filed 5-14-86; 8:a5 am)__ wmﬂA.Klmn. e ,r'mA, R
" : = : o (AN mtnuhcture. dumbuz:on in comy eree ptoc- =
40 CFRPart799 [ - - e 17 sesing, use. or disposal of & chemical substance or nuxture, or that
: . S o m{wmbmmo of such activities, may present tu ufre: onable
JOPTS-42000; 1-9] of injury tojhenlth or the environment, - :
. . - : . (d1) there urelinsufficient data and experience apott. \\hxch the -
Triethyiene Gly onomethyl, - effects of such mpanufacture, distribution in comme{ce, rocessing,
Monethy), and Mdnobutyi Ethm. , " use, or disposal ¢f such substance or mixture or. of anly combina-
Proposed Test Rjle - : -~ tion of such actilvities on health or the ermronment AN reason- .
C o --sbly be determinled or predicted, and
-AGENCY: Environnjental Protection - - , .. (1ii) testing of such substance or mixture with resp t to such -
~Agency (EPA). - ‘effects is necessady to develop such data; or:-
ACTION: Proposed fule. : (B) (i) a chencal substance or misture is or will bp produced =
: — ' _ .~ in substantial quintities, and (I) it enters or may res onably be
SUMMARY: EPA is | roposmg that = - » anticipated to en{er the environment in substantial quantities or
) manufacturers an processors of - g (II) there isor ’ u ﬂgl\lﬁcal\t or Sub’ta“tlal hllma exposuro
- triethylene glycol fnonomethyl ether - . “tosuch substance dr mixture,
(CAS No. 112- . triethylene glycol R (ii) there are igsufficient data and" exyenem:e upon- ¥hich the
. monomethyl ether [CAS No. 112-50-5), - - . .- pftects of the manpfacture, distribution in commerce, -pfo essing, -
i and trieth 51' vkl butvl ether. . ‘z;use,or disposal of{such’ ‘substance or mixture or of any tombina- -
- ethylene glytlo monobuty! ether. ~. .. tion of such activities on leulth or the enuronment can reason- -
é '(CAS No. 143-22-6)\be required, under - ™ - ably be determined & predicted, and
section 4 of the Toxlc Substances ) “7 (i) testing of suth substance or mixture mth respect o such

Control Act (TSCA).\jo perform testing "’ o eflects is necesnry to.develop such datas " -



