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- . deleted) is available far inspection at

the above address from 8 a.m. to 4 pm.,
Monday through Friday except legal
holidays. , ’
FOR PURTHER INFORMATION CONTACT:
Edward A. Klein, Director, TSCA-
Assistance Office (TS-798), Office of
Toxic Substances, Rm. E-543, 401 M St.,
SW., Washington, DC 20460, (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 DTBP for health -
effects, chemical fate and ecological
effects testing consideration. The _
Agency is proposing testing for DTBP
under section 4(a){1)(A) of TSCA -
because of the potential for release of
DTBP into ambient waters and because

.of DTBP's estimated acute toxicity to

aquatic and benthic organisms. EPA has
concluded that existing data are
inadequate to assess the risks to the-

s 25, 1087, d Rules
day, June / Proposed Ru _
ENVIRONMENTAL PROTECTION envireament posed by exposure to
AGENCY - ' DTBPand that testing of DTBP i~ -
. neceesary to develop suchdate.. ..
40 CFR Part 799 L T o )
(OPTS-42006, PRL-2223-4) - AITC Recommendation
2, 6-Di-Tert-Butyiphenok; Proposed TSCA (Pub. L. 84-460, 90 Stat. 2003 e
Test ﬂ“" ' . : "~ seq.;15US.C. 2601 et seq.) established
AGENCY: Environmental Protection the ITC under section 4(s) to recommend
Agency (EPA). - consta :.‘1‘::‘3’&:‘.?“"4:.?;':“« )
conside iy 8
ACGTION: Propused rules. of the Act - :
SUMMARY: EPA is proposing that The ITC recommended DTBP (CAS
manufacturers and processors of 2,6-di- No. 128-39-2) with intent to designate
tert-butylphenol (DTBP, CAS No. 128- for health effects, effects and.
39-2) be required, under section 4 of the chemical fate testing in its 17th Repoit,.
Toxic Substances Control Act (TSCA}, . published in the Fedetal cof - .
to perform testing for chemical fateand  November 18, 1986 (50 FR 47803). The
environmental effects. This rule is . ITC designated DTBP for pedority
Foation con Tesponse to the Interagency consideration in e 18th Raport. .
Testing Cammittee's (ITC's) designation published in the Fedeesl Register of May
of DTBP for priority consideration for 19, 1986 (51 FR 18360). The ITC: - . -
chemical fate, health effects, and . recommended that DTBP be considered
ecological effects testing, : ' for health effects t including = - -
DATE®: Submit written comments on or ) toxiookimﬂeo,mm\tmddma .
before August 24, 1987. If persons - chemical fate testing, inel R
request an opportunity to submit oral persistence tn aerobic and anasrabfe- > -
comment by August 10, 1387, EPA wiil sediments: and ecological effects
hold a public meeting on this rule in including acute toxicity and- . . e
Washingtan, DC. For furt:'n;r information  bioconcentration in benthic orgenisms.
on arranging to speak at the meeting see The ITC's rationale for health effacts. -
Unit VI of this preambie. v testing was based on concern for the
ADDRESS: Submit written comments, ) potential for human exposure,
identified by the doeument control ‘pronounced effects on the prothrombin
number [OPTS—42096), in triplicate to: index, and DTBOP's irritant action.
TSCA Public Information Office (TS~ The ITC's rationale for chemical fate
793), Office of Pesticides and Toxic testing was based on: (1) DTBP's .
Substances, Environmental Protection identification in surface waters,
Agency, Rm. NE-G004, 401 MSt,SwW.,, wastewater, and sediments; (2) DTBP’s
Washington. DC 20480, - high aquatic releage potentiaj; and {3)
A publie version of the administrative DTBP's potential to partition to and ' -
record supporting this action (with any persist in sediments..
confidential business information The ITC's rationale for ecological

effects testing was based-on: (1) DTBP's
estimated acute toxicity to fish at low
concentrations (< mg/L}; (2) the lack of

acute and chronic toxicity data for ’
aquatic and benthic species; and (3) the -
potential to bioconcentrate based on the
estimated log ko, value of 5.4.

8. Opportunity for Negotiating a

Consent Order

EPA has issued an Interim Final Rule
that amends EPA’s procedurat - -
regulations in 40 CFR Part 790 for the
development and implementation of
testing requirements under section 4 of
TSCA. The amendments established
procedures for using-enforceable
consent agreements to raquire tes
under section 4 of the Act. EPA intends
to use such consent agreements where a_
consensus exists among the Agency,
affected manufactures and/or
processors, and interested members of

the public about the need for and scope

£
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of teaﬂng'reqniremantj. The.consent. adﬁvitiuouhellthw*hceﬂ'immmmf IL Reviewof Availahle Baty .- . , -
agreement provides an option to the test reasanably be determined or predicted, snd; A Profile” =~ - ‘.;', oo
rule development process, facilitating '(tlll:i) ‘”mt"f:““g 'f‘f’b“‘?'“ or mixture Profi e
the rapid development of test data. 'xvem:ah. clectslsnecessaryo  Brppisa arystalline solid that i -
without the necessity of EFA using the soluble i many organic solvents; - - -
lengthy akiig p AT EPA uses a weight-of-evidence estimates. of its solubility in water range

Where EPA concludes that the approach in making a section from 0.4 to 25 mg/L. (Refs. 1, 2). DTBP-
Agency and the-affected firms and .- 4a)(1)(A)(i) finding; both exposure and  hag an estimated vapor pressure of .
interested parties cannot reach a toxicity information are considered in . <0.01 mm Hg at 20 °C, a melting point of

consensus on the tes ents or
other provisions to be included in the- .
consent-agreement, the Agency will

- proceed with rulemaking under section-

4(a) of TSCA. A description of the - - -
procedures governing consent - - - - -
agreemerits and test rilles appears in -

detail n the Federal Register of june 30,

19886 (51 FR 23708).- DT

The first step in determining the
feasibility of developing a consent - :
agreement for a specific chemical is the
identiﬁts::ﬂon of interested parties who
may wish to participate in negotiations
with EPA. In {he Federal of -
July 2, 1986 (51 FR 24222) EPA. - - .
annouucedd:ho dm that the
was consideri ping a testing . -
comsent agreement for DTHE: This Agtice
requested interested parties to identify.

- themselves. Ethyl Corporation and- - - )
Schenectady Chemicals; Inc: requestéd -
participation in negotiating a consent- - -

. order; however, a final agreement was :
not obtained, Consequently, the Agency -

emaking-under -

is proceeding with rul

“section 4a) of TSCA.. ..~ . . -
C:TestRule Development Under TSCA:

Under section 4{a) of TSCA, EPA shall
by rule require testing of a chemical.
substance or mixture to develop
;lg»ropriate test data if the Agency finds

at: ’ -

*(A](i) the manufacture. distribution in -

commerce, processing, use, or disposal of a
chemical subatance or mixture, or that any
combination of such activities, may present

. an unreasonable risk of injury to health or the

environment. .

(ii) there are insufficient data and - - - -
experience upon which the effects of such .
manufacture, dhﬁ:i“m oe‘ommmmb‘ Sy
processing, use, or tance
or mixture or of any combination of such
activities on healtly or the environment cin
reasonably be determined or predicted, and

(iii) testing of such substance or mixturs
with respect to such effects is necessary to -
develop such data; or

(B)(i) a chemical substance or mixture is or
will be produced in substantial quantities,
and (I} it enters or may reasonably be
anticipated to enter the environment in
substantial quantities or (1) there is or may
be significant or substantial human exposure
to such substance or mixture. :

(ii) there are insufficient data and -

- experience upon which the effects of the

manufacture, distribution in commerce,
processing, use, or disposal of such substance
or mixture or of any combination of such

determining whether available data .
support a finding that the chemical may
present an unreasonable risk. For the .

ﬁndi{? under section 4(a)(1)(B}(i), EPA
consi

ers only production, exposure and

. release information to deteimine P
whether there is or may be substantial .

. production and significant or substantisl

uman exposure or substantial release

- to the environment. For the findings:

under section 4(a)(1)(A)(ii) and (B)(if),

EPA examines toxicity and fate studies

to determine whether existing

information is adequate to reasonably o

determine or predict the effects of .
human exposure to, or environmentaf -
release of, the chemical. In making the

o st sl AN A
. finding un ermﬂ?.nﬂa)ﬂ)( )(m;gf )

(B)(iii) that testing necessary,
considers whether ongoing testing will
satisfy the informational needs for the
chemical and whether testing which the

- Agency might require would be capable °

. of developing the necessary infbré;fi:ﬂon._

en .

- these findings-apply 1s deseribed ii =~ .-
: :detaﬂJnEPA'igrnandlscoud -

- proposed test rules.as published inthe - -

Fedecal Register of July 18,1900 (45 FR

- EPA's process for dete:

48524) and June 5, 1981 (48 FR 30300).

* The section 4(a)(1)}(A) findings are

discussed at-45 FR 48524 and 46 FR
30300 and the section 4(a)(1)(B) findings
30300.

- are discussed at 46 FR

In evaluating the ITC's testing:
recommendations for DTBP, EPA
;;)fnsidered all x:v?ﬂ‘m;b:: rﬁlelrant
information inclu e following:
Information presented in the [TC's
report recommending testing
consideration and any public comments
on the ITC’s recommendations;
production volume, use, exposure; and
release information reported by

- manufacturers of DTBP under the TSCA

section 8(a) Preliminary Assessment
Information Rule (40 CFR Part 712);

-health and safety studies submitted

under the TSCA section 8(d) Health and

Safety Data Repotting Rule (40 CFR Part -

716) concerning DTBP; and published - .
and unpublished data available to the
Agency. From its evaluation, as
described in this proposed rule, EPA is.
proposing chemical fate and :
environmental effects testing
requirements for DTBP under section
4{a)(1)(A). By this section, EPA s
responding to the ITC's designation of
DTBP for priority testing consideration.

- temperatures ra

bywa .
: ﬁlﬁﬂﬁﬁﬁf&hhbm&echyw and: ..
- distillation; Tha product is shipped:in 55~ -
© gallon di'dmjéontaineﬁortnﬂoh;mmj,.'

39.°C (Refs. 3, 4, 5), and an estimated log

K.,.; value o_f’5.43 (Ref.8).. .- - -

B. Production’. T -
DTBPis produced:domesticaily By -

three corporations: Ethyl Corporation, - .

- Schenectady Chemicals, Inc., and PMC
- Speciglties Group. The combined .: . -

production capacity of DTBPis -~~~ . .
estimated to be 24 t¢-34 million'pounds. -
per year (Réfs: 7, 8). Aceto Corporation®
is ant importer of DTBP. The sctval = -
producticir-and itport volames for 1968

have been submitted as confidential’ - -

b"‘“‘_‘!hﬁﬁnﬁﬁp@( RN .

. reaction sequence, DTBPis . * ,
‘maniifactired by reacting either phénok -

or p-cresol with isobutene
catalystin'a closed reactopat -~
fronx 106 t0113°C; -

The raw product is

three production sifes in the U.S. the__* - -
ateial n packaged in the molte stald
ef. 8). "~ LT

Specific information on DTBP use was
voluntarily supplied by the L
manufacturers as CBI (Ref. 10, CBI). . .
According to the ITC and other non-CBI
sources approximately 75 to 85 percent
of DTBP is used as a synthetic . -
intermediate for the production of higher
molecular weight phenolic antioxidants.

- (Refs. 3, 9). These higher molecular . .

weight antioxidants are mixed into
synthetic polymers and plastics such as
polypropylene to prevent oxidative _ Lo
degradation during processing and use .
of the plastic. DTBP is also incorporated
into fuels, oils, plastics, rubber, and

other products as an oxidation inhibitor- -

_and stabilizer (Ref. 3).

D. Environmental Rélegae »
DTBP'is expected to enter the

. environment mainly as a result of

wastewater releases from sites where -
DTBP is made and used.

Releases to water due.to the
manufacture of DTBP are possible
during the water washing and
neutralization step, cleaning of the
equipment, and the washing of the

e



Orangeburg, South Carolina, reieases to
water are due to the phase separation of
the reaction product. The equipment
used to manufacture DTBP is also used
to manufacture alkylated phenol;

therefore, equipment washing is seldom

done. Some material is either landfilled
or incinerated.
. At the PMC manufacturing site in
Santa Fe Springs, California, releases to
water occur during washing of
equipment and shipping containers. The
submitter did not estimate the amount of
material released to land but it is likely
that some of the material is released via
disposal of spent filters and distillation
bottoms (Ref 9). -
Processors may release DTBP to
water in the production of higher
molecular weight antioxidants; however,
release to water is not expected in other
applications such as formulating .
additives for fuels or lubricants (Ref. 9).
The ITC cited studies by Jungclaus et
al. (Ref. 11) and Lopez-Avila et al. (Ref.
12) that reported DTBP levels in
sediments, receiving waters and’

effluents from a specialty chemical plant

in Rhode Island. The manufacturers of
DTBP provided release data under
section 8(a) of TSCA (submitted ag CBI).
Predicted environmental concentrations
(PECs) for these plant sites are
confidentiak however, given DTBP's
predicted acute toxicity to
environmental organisms (Unit [LH.1),
the Agency concluded that these levels
(Ref. 13, CBI) are sufficient to support a
“‘may present an unreasonable risk”
finding under TSCA section #a){1)(A).
E. Chemical Fate =

Because of its high log K., DTBP is
expected to partition readily to
sediments; its reactivity and persistence
‘in this medium are not well
characterized. Volatilization of DTBP
should be slow because of the low
estimated vapor pressure. Some
volatilization from water to air has been
reported (Ref. 14) but no half-life was
calculated. DTBP is expected to be
rapidly oxidized in air (Ref. 15). The
very few experimental data are

"The number o

of DTBP (Ref. 9). In addition to section
8(a) submissions, the manufacturers
have provided further exposure
information claimed as CBL The Agency
estimates that 36 to 60 workers are
potentially exposed to DTBP a few days
a year in the manufacture of high :
molecular weig.ht antioxidants {Ref. 9).

workers exposed to
DTBP as a fuel or lubricant additive is
not known; however, exposures are
expected to.be low because of the low
concentrations of DTBP in formulated
products (actual concentrations are CBI)
(Ref. 9). '

In the manufacture of DTBP there is a
potential for inhalation and dermal
exposure. At all three manufacturing -
sites,ltl;;jworker ac:ilv:ities inclfnt(}lc
sampling/analysis, changing of the
filters, product loading into drums or
trailers, and possible cleaning of the
equipment. The highest exposures could
occur during the sampling (during
production process) and loading
operationa. For the processing of DTBP
into high molecular weight antioxidants
exposures may occur during the
connection and disconnection of
transfer lines and the sampling of
shipping containers. Protective clothing
(e.8. gloves, goggles, respirators) is

- reported to be typically used (Ref. 9).

EPA concludes that occupational -
exposures to DTBP are low and
intermittent and that fewer than 100
workers are probably involved, .
2. Consumer and general population.
Some DTBP is used at low levelsin

gasoline, fuel oils, and such products as -

plastics and rubber. The low volatility of
DTBP, the nature of the products in
which it is used and the low

* concentrations of DTBP employed

indicate a low potential for significant
or substantial human exposure from
these sources. EPA estimated the
‘consumer exposure to DTBP in gasoline
if gasoline were spilled on the skin
every time the consumer used a self-
service pump. If the frequency of use is
once every 5 days, the estimated
exposure is 13.6 ug/kg/yr (Refs. 17, 18).

Federal Register / Vol. 52, No. 122 / Thursday, June 25, 1987 / Proposed Rules
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containers such as drums and tank insufficient to characterize the chemical DTBP will adsorb strongly to soil
g;aﬂm l};leam to lam.imi oecmu: ltl: to fate of DTBP. particles and partition to the sediment,
sp filter solids vy . and thus it is not expected to persist in
ends from the distiliation column. . F H,"m" Exposure water sufficiently to exceed low steady-
At the ady | 1. Occupational. The National ) state levels in areas. Using
releases to water may be minimsl. The Occupational Hazard Survey conducted _ data submitted as CBI, EPA has ;
equipment used for manafacture is - by the National Institute for . estimated possible levels of DTBP in
dedicated for production of alkcylated Occupational Safety and Health during  drinking water near Ethyl's Orangeburg,
Pphenol; therefore, cleaning is rarely 1972-1974 estimated that 2,192 people in SC site, as well as levels which could
done. The tank trucks are handledbya  six industries were exposed to DTBP i occur in fish due to bioconcentration, '
_ common carrier, and cleaning of the the workplace in 1970 (Ref. 16). These estimates are considered CBL The
tank trucks is not done on the ‘ However, EPA estimates that the amounts of DTBP.that could be
lschenecm?gezlf:’-‘ The residue is number of cx;lo]tenﬁaﬂy exposed workers  congumed from drinking water, if
andfilled is now much lower and that 12 to 45 i  to 0.008
At the Ethyl manufacturing site in workers are involved in the manufacture  Corocr rations of 0.001 to mg/L

were present as reported by Jungclaus
(ReL. 11), would be 0.01 to 0.0 mg/kg/yr
{Ref. 17). No other sources of exposure
for the general population were
identified.

G. Health Effects

1. Pharmacokinetics, Only limited
data are available on the absorption,
distribution and excretion of DTBP,
Freitag et al. (Ref. 14) reported on a
survey of a hﬁs.{orblm oft;lonv'm )
compounds ate following - -
oral admi to male Wistar rats. -
The DTBP used in this study was 98
percent purs and uniformly radielabeled
with C in the ring. The animals in
groups of three were administered the -
compound by gavage at a level of 25 ug/
rat (147 ug/kg body weight) daily for the
first 3 days of the study. Feces and urine
were collected during the 7 days of the
study, and at termination on the 8th day,
selected tissue samples were taken for
analysis of radioactivity distribution
and retention. ‘

During the course of the study, 72.4 -
percent of the label was excreted in the
teces, while 10.8 percent was eliminated
in the urine. Although elimination of
radioactivity in the urine was indicative
of absorption, the study design did not
permit determination of the extent of

" absorption or whether the eliminated
‘material was parent compound or

metabolite. Tissue analysis on the 8th
day indicated that a total of 2.9 percent
of the radiolabel was retained by the
entire carcass. The amount of material
retained by the liver and lungs was 0.10

. and <0.01 percent (the detection limit)

of the administered dose, respectively,

- while the adipose tissue retained 0.03-

percent of the administered dose/gof
tissue. Approximately 15 percent of the
administered radioactivity was not

- accounted for.

2. Acute, subckironic and chronic
toxicity. Studies assessing the acute .
effects of DTBP in a variety of species
using different routes of exposure have
been submitted under section 8(d) and
have been summarized (Ref. 19). -
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 the study by Eihgl l'amuq - From these data DTBP appears 4o be kool and acid derivativesof BT .
[R:?&M}Mlzlﬂ!&nﬁy doses mﬂdhlndcnhxmhm.&rhig : . were inactive. ST
toaﬂnwulmhﬂau.nd:?u.

formalations containing DTRP, o, Effects of D’ml'aulepaﬁedm.
Particular application methods, may metabolizing enzymes have been:
Cibes: . cause a higher degree of irritation. . studied in rats and mice by Gitbert et at.

 TheirLDsevaluaof§,
Coc(1908).. Several survey studies of alkyiphenols. (Reds. 32. 33} -and im mice and ia vitrs

ere only danthe accured at have been conducted. DTBP was studieq 8ystems by Rahimtula et al. (Ref, 34),
doses up t0 5 g/kg, § Ostof thess regarts 5o o1 other phenolic antioxidants,  Effects on eIyme systems were . .
- provided ng. of the signs of such s BHT, a commonly used food ' reported; however, this may not be an -
toxicity with the exception af the shedy . qditive and analog for DTBP. Inone  indication of Potential hazard. Phenolic.

by Gba-CeigyLRof. 23) where dysprea, . DTBP and other structural] - antioxidants typically induce enzymes, .
exo tremors, ruffled fur and ;et?:tyed antloxidants v;re exa :mfed for inclmhl':; detoxification enzymthe:. which

; v ir potential to ind ulmona - may play a prominent role in

Some of thu:w were obsen_red at. ma in male ddy muj.:el;Ref. 30)3 " protective qﬁed?aﬂributed to them

each doses level, with the severity and group of four animals received g single  Such as anticarcinogenic angd

length of time to recovery. increasing in a intraperitoneal injection of DTBP at 227 antimutagenic activity (Ref. 35} -

d manner. At the highest - 3. Teratogenicity and reproductive
G T e L L
Hgas of toxicity by day tes of . weight and dry Jung weight changes. . teratgsen;my or reproductive system.
Stidies using other rou This treatment ressited in no DTRP. toxicity of DTBP.
administration {inbalation and dermal. . indsced chan The ITC cited a

; i ges, although an 11.5 study performed by
) (Rafa. 20, z"ﬂm ﬁf“: o define a lethal percent decrease in body weight and 108 m&‘;‘t‘: 36) on ﬁ:ﬁ"g’o"; v
’ hobwmt . and 50 percent inarcases in wet and dry- view of thiy lb.oil;pho
e b T e e ety
mmbhmlh&nls/ksmé- analogBHTatﬁ:esamemolardose,The 'T‘ ” ”m‘|
" greater tham 32 /ks. Thesd'studiesas WO other atkyiphenols tested, 2-torr- butylphencl} and ot DTBP: DtBPwas- -
well as other u:h data submitted butyl-¢-methyl- and 2 tort-butyl-4.8- not-ycne of the tested. - ‘
' ; which both have a 4-. bounds tested. . .

P : ) dimethy!
lnﬂmﬂntmumﬁ@}y% -
: -acute exposure by either . - methyl group; alse produced lung
:lf.:m oulss, | by»e the oral edema, whereas DTBp and other
DTBP has also been tested forits alkylphenels lacking the 4-methyl group-
potential ko cawses ekin and eye. were inactive when tested. X
irritation. In experiments where. pure. In a short-term feeding study . in 1978 for reverse mutation in
DTBP'wae applied directly to intact and- conducted by Takahashi and Hiraga Salmonella typhinurium strains- - -
abraded skin, sight erythema and = (Ref. 31), groups of 5 to 10 male Sprague- TA1535, TA1537, TS1538, TA98 and
- edema were observed for intact skin, Dawley rats were fed diets containing  a100 and in Bscherichia coli strains
with more proaounced effects for . phenolxc_ antioxidants or potential . WP2 and Wp2 UVRA, for mitotic gene
 abraded skin-(Refs. 25, 24), However. . metabolites for 3 weeks, DTBP was.- comversion in cerevisiac
marked irritation was caused by a included in the diet atalevel of5.44 JDY, and for the ability to cause. .

DTBP-containing material identified as - mmol/100 g which resulted in a daily chromosomal damage in cultured rat
- TK'12 881, In this study, 0.5 of TK 12 ponsumption of 4.55 mmol/kg (937 mg/ liver cells. The micargbial assays were

891 as a 50 percent solution in A kg). On day 19, two of the 10.animals performed both in the presence and
polyetidyiene glycol 400:saline (70:30) . exposed to DTBP died. These animats. absence of an exogenous metabolic
Was applied to the intect and abraded. along with four that were killed at the. activation system prepared from Aroclor
8kin of rabbits, A high degree of .- end of the study, had extensive 1254 pretreated rats, The DTBP tested
irritation wes reported with the hemorrhaging. The tiasues involved which was > 96 percent pure, was
occurrence ic areas, erythema,  included epididymis, muscle, thymus, negative in all test systems. . . '
and in one animal lozs of the stratume - .* * pleural cavity, craniat cavity and- 8. Carcinogenicity. No data were- .
comeum {Ref. 25). . - submaxillary lymph nodes, along with -,y ailable en the carcinogenic potential -
TK 13 126 whicheg;hinwpm inh‘t?:u-icpo(g:ofblo;d.‘m'édm"s of DTBP. '
. DTEP, was tested €iba-Geigy (Ref. ' pro mbin index was decrea , »
26) for the potential to cause hd + . percent of control. Five groups of 10 rats 4. Eavironmental Effects A
depigmentation of the skin in black each were also fed for 3 weeks with the 1. Acute toxicity. No data were found
guinea pigs. Groups of five male and five analog BHT at doses ranging from 2.62 for DTBP. On the basis of published
female guinea pigs received daily to 4.48 mmol/kg/day. These levels data on related compounds (Ref. 38) an
" application (exeept weekends) of 0.1 mL produced the same toxic effect of LCs0 to fish of 0.28.mg/L is estimated.
ofa1,30r10 perceut solution of TK 13 decreased prothrombin index and ) - 2. Chronic toxicity. No information
126 over a period of 8 weeks. Under ~ deaths due.to hemorrhage. The was found on the chronic toxicity of
these test conditions, no effect on prothrombin index was decreased to11 - pTBp to environmental organisms.
‘pigmentation wag observed. In eye to 12 percent of the control value. The. 3. Bioconcentration, A
irritation tests by Ethyl Corp. (Ref, 27) dose used for DTBP was equal on a bioconcentralion factor (BCF) of 800
and Shell Ol Co. (Ref, 23) DTBP was molar basis to the BHT LDsg resulting after 1 day was Mmeasured in an alga
" shown to be nonirritating. Ciba-Geigy from hemorrhage. Other compounds (Chlorella) (Ref. 2). The measured BCF
-{Rel. 28) reported that TK 12 891wasa  which caused hemorrhaging were 25-di-  in a fish (golden orfe), was 660 after 3
minimal eye irritant, . tert-butylhydroquinone and 24,5- days (Ref. 14). The estimated BCF of .
DTBP failed to induce delayed contact . tributylphenol. Butylated . DTBP in fish, based on & log P of 5.43
hypersensitivity in guinea pigs (Ref, 29).  hydroxyanisole and the aldehyde, and using the method of Veith-et a}. (Ref: -
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39) is8,200; the actual BCF may be lower leads the Agency to conclude that the be adopted in the test standards for

if DTBP is metabolized, as suggested by amounts released to the environmentas DTBP. , o

the study in the golden ozfe. . - a result of activities involving DTBP, The chemical fate tests to be

o S and the amounts to which workers may  conducted for DTBP are: (1) Water

Findings:- = .  be exposed during manufacturing and solubility, using the guideline at 40 CFR

EPA is basing its proposed chemical  processing and to which other people 796.1860; (2) aerobic aquatic -

fate and environmental effects testing may be exposed by contact with biodegradability using the guideline at

for DTBP on the authority of section products containing DTBP, are 40 CFR 796.3100; (3) anaerobic

4(a)(1)(A) of TSCA. o extremely low, well below the animal biodegradability using the guideline at -
EPA finds that the release of DTBP exposure levels. From the available

from its manufacture and processing
may present an unreasonable risk to the
environment. The estimated log K, of
5.4 and the estimated LC50 of 0.28 mg/L
for fish suggest that DTBP may be very.
toxic to aquatic and benthic organisims,
particularly under chronic exposure

conditions, at concentrations which may -

approach PECs, No environmental
effects testing data on DTBP have been
identified in the literature or made
available to the Agency. Available data
are insufficient to reasonably. determine
or predict the environmental effects and
chemical fate of DTBP in'sediments and
water. The Agency has determined that
testing is necessary to develop

environmental effects and chemical fate -

data. EPA believes that the data
resulting from these test requirements
will be relevant to a determination that
the manufacturing or processing of
DTBP does or does not present an
unreasonable risk of injury to the

" environment.

EPA is not proposing testing for health
effects at this time. The ITC
recommended toxicokinetics and
chronic testing for DTBP, citing the main
health concerns as DTBP's ability to
cause hemorrhaging and skin irritation.
Takahashi and Hirage reported that
DTBP, as well as other phenolic
antioxidants such as the food additive -
BHT;, caused hemorrhaging when fed to
rats at high levels for 3 weeks.

EPA has reviewed available data on
health effects and potential human -
exposure. The few specific health effects
identified in the literature occur only at
relatively high exposure levels in
animals. EPA’s review of potential
human exposure (see Unit ILF) to DTBP

ormation, taken as a whole, EPA does
not find at this time that DTBP may
present an unreasonable risk of human
health effects. .

EPA is not proposing at this time the
bioconcentration testing recommended
by the ITC. Although DTBP may
bioconcentrate in aquatic organisms if it
is-not- metabolized readily, EPA has
considered the potential for

- consumption of DTBP from this source,

using in part CBI release data, and
concluded that such consumption is not
likely to be substantial or significant. In
addition, DTBP's relatively low
mammalian toxicity indicates that
consumption of DTBP-contaminated
organisms by fish-eating animals
(including man) is not likely to result in
any secondary toxicity to the consuming
organisms. Therefore, EPA does not find
that bioconcentration testing is
necessary for DTBP.

IV. Proposed Rule . -

A. Proposed Testing and Test Standards

On the basis of the information
presented in Unit I and the findings set
forth in Unit I, EPA is proposing
chemical fate and environmental effects
testing for DTBP. 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 in 40 CFR Parts 798 and 797,

or other published test methads as
specified in this test rule for DTBP. Final
revisions to the TSCA test guidelines
were published in the Federal Register
of May 20, 1987 (52 FR 19058); the

_ Agency is proposing that these revisions

40 CFR 798.3140: {4) photolysis, using the

-guideline at 40 CFR 798.3765; and (5)

sediment adsorption isotherm, using the
pad

guideline at 40 CFR 796.2750. Th
- sediment-water partition coefficient K

determined in the latter test shall be
used to calculate K, values using the

- equation K, = K/(percent of organic

carbon in each test sediment).

Aquatic toxicity tests to be conducted
using measured concentrations of DTBP
include: (1) Acute toxicity to freshwater
alga, Selenastrum capricornutum, using
the test guideline at 40 CFR 797.1050,
and as modified under 799.1605
(d)(1)(i)(B): (2) acute toxicity to rainbow
trout and fathead minnows in a flow-
through system, using the guideline at 40

- CFR 797.1400 as modified under

799.1605(d)(2)(i)(B); (3) acute toxicity to
daph:?gg uaizl(; t(:e éuidalino at aogm -

© 797.1300: and (4) acute toxicity to -

gammarids, using the guideline at 40
CFR 797.1310. Using previously.
published equations (50 FR 39348;
September 27, 1985) the Agency
estimates that the time for DTBP to

~ reach steady state concentrations in fish

will be greater than the four days used
for most fish acute toxicity tests. -
Therefore, the fish acute toxicity test
must be extended to 14 days to allow for
sufficient uptake of DTBP to produce
any acute effects. All the acute toxicity
data from these tests will be used to
help determine whether chronic testing
is necessary.

EPA is also proposing that a daphnid
life-cycla test be conducted using
measured concentrations of DTBP in a _
flow-through system, using the guideline
at 40 CFR 797.1330, if either of the
decision criteria in the following Fig. 1 is
satisfied. L o
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daphnids - o i
gammarids
ECS0 or LLSO'{'IOO:PEC
or.
EC50 or 1C5Q ¢ 1 mg/t.
R N ' S _ Yes
Mo Further . . Develop Chronic
... Testing. ____ o - Toxicitf Data
Sediment  Daphnids Pish-
Invertebrate o A
~ Bioassay
{1f 3.5$logK°c(6.5)
Tes&ngforuﬂy—lifcﬁeto:ddtj& * This 14-day toxicity test shail be - * with CBf release data for DTBP: to" - -

fish shall nbohﬂmdlubd‘ming

conducted with the midge (Chironomous calculate a new PEC value for DTBP. If o

measured concentrations of DTBP in'a tentans) in a flow-through system using  further testing is not otherwise tri

.ﬂow-thmngjm'uing the guideline  three different DTBP-spiked clean, - _the Agency will notify the test sponsor if
at 40 CFR 797.1800; if either of the - freshwater sediments having low, the next set of tests must be performed .
" deciston criteria in Fig: 1 is satisfied. medium, and high organic carbon because the PEC-based criterion has.
- The test spectes shall be the fish with _ content. . been met. L -
_the lower LE50.value, . - - The data from any required chronic The water solubility test should be
A benthic sediment invertebrate effects testing will assist EPA in completed before any other tests are
bioassay shall be conducted using the coaducting quantitative risk initiated, in order that the solubility
method of Adams et al. (Ref. 40), if assessments for DTBP, and thus will be information can be used in designing the
chronic fish and aquatic invertebrate of critical importance in determining remaining tests. )
testing must be performed (see Fig. 1) whether DTBP presents an unreasonable . . The Agency is proposing that the
and it the value of logKoc as. . - . risk of environmental effects, - above referenced chemical fate and -
. determined in the sediment adsorption EPA will use the data from the environmental effects test guidelines. -

isotherm fest-lies in the range 3.5-8.5, required chemical fate tests, together and modifications and other cited -
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methods be consideredthe.test . - . .. :tests and submit data on their behalf, -.-.:.requirements for each.of the propesed
standards for the purposes of the testing. Section 4{c) provides that any person. - - test standards as follows:. P
proposed above for DTBP. The TSCA. required to test may apply to EPA for an 1. The chemical fate tests and acute
test guidelines for-clilitiidsl fate and. . exemption from the requirement. EPA . toxicity tests in fresh water algae, fisk;, = -
aquatic toxicity testing spacify generally .. promulgated procedures for applying for and aquatic invertebrates shall be .- -
accepted minimal conditie % ... TSCA section 4(c) exemptions in 40 CFR - .completed and the final reports
determining chemical fate and aquatic . Part790. = : submitted to EPA within 12 months of

toxicities for substances suck as DTBP

- to which aquatic life is expected to be

exposed. Conducting the required
studies in accordance with these TSCA
guidelines will ensure that the test
results are reliable and adequate.
B. Test Substance : :
~ EPA is proposing that DTBP of at least

. 88 percent purity be used as the test ’

* substance; DTBP of this purity is’
commercially available. EPA has
specified a relatively pure substance for
testing because the Agency is interested
in evaluating the effects attributable to
DTBP itself. .

C. Persons Required To Test

Section 4(b)(3)(B) specifies that the .
activities for which the EPA makes

section 4(a) findings (manufacture, -

processing, distribution, use and/or
disposal) determine who bears the -
responsibility for testing. Manufacturers
are required to test if the findings are
based on manufacturing (“manufacture”
is defined in section 3(7) of TSCA to - -
< 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, - e
Because EPA has found that there are
insufficient data and experience to
reasonably determine. or predict the
effects of the manufacture and
processing of DTBP on the environment,
EPA is proposing that persons who
manufacture and/or process, or who
intend to manufacture and/or process,
DTBP other than as an impurity 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. The end of the reimbursement -
period will be 5 years after the last final
“report is submitted or an.amount of time
. after the submission of the last final
report required under the test rule equal
to that which was required to develop
data, if more than 5 years.
‘Because TSCA contains provisions to
‘avoid duplicative testing, not every
person subject to this rule must
individually conduct testing. Section -
4(b)(3){A) of TSCA provides that EPA
may permit two or more manufacturers
or processors who are subject to the rule
- to designate one such person or a :
qualified third person to conduct the = -

-

"

4%

790.

Manufacturers (including importers)
subject to this rule are required to’ :
submit either a letter of intent to
perform testing or an exemption
application within 30 days after the
effective date of the final test rule. The
required procedures far submitting such
letters and applications are described in
40 CFR Part 790.

Pracessors subject to this rule, unless
they are also manufacturers, will not be
required to submit letters of intent or
exemption epplications, or to conduct
testing unless manufacturers fail to
submit notices of intent to test or later
fail to.sponsor 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. If
manufacturers perform all the required
tests, processors will be granted
exemptions automatiocally. If )
manufacturers fail to submit notices of
intent to test o fail to sponsor all the
required tests, the Agency will publish a
separate notice in the Federal Register
to notify processors to respond; this
procedure is described in 40 CFR Part

EPA is not proposing to requirs the
submission of equivalence data as a
condition for exemption from the o
proposed testing for DTBP. As noted in
Unit IV.B, EPA is interested in
evaluating the effects attributable to
DTBP itself and has specified a -
relatively pure substance for testing.
Manufacturers and processors 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 TSCA Good
Laboratory Practice (GLP) standards
which appear in 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 initiaticn of each study.

EPA is required by TSCA section
4(b)(1)(C} to specify the time period
during which persons subject to a test -
rule must submit test data. The Agency
is proposing specific reporting -

' :2(b) of TSCA.

the effective date of the final test rule. -
Semi-annual progress reports to EPA are
required 6 months from the effective
date of the rule. -

2. The early life-stage toxicity test in
fish, the life-cycle test in aquatic
invertebrates, and the sediment
invertebrate bioassay, if required, shall .
be completed and the final reports -~ -
submitted to EPA within 12 months of
the date of notification by EPA that
these tests are required. Semiannual
progress reports to EPA are 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 the final rule,

- the Agency will publish a notice of

receipt in the Federal as
required by section4(d). = - - .
Persons who export a chemical - - : ...
substance or mixture which is subject to. =
a section 4 test rule are subject to the - ..
Xport reporting requirements of section:. -
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 DTBP must report to EPA.
the first annual export or intended’ -
export of DTBP to any one country. EPA.
will notify the foreign country
concerning the test rule for the chemical.
EPA is continuing to review issues
relating to the application of section

.~ 12(b) requirements to-exporters of

section 4 chemicals and may propose‘to' :
revise 40 CFR Part 707 in a separate

rulemaking.

E. Enforcement Provisions

The Agency considers failure to.
comply with any aspect of a section 4
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 TSCA
or any regulation or rule issued under

Additionally, TSCA section 15(4)
makes it unlawful for any person to fail
or refuse to permit entry or inspection as -
required by section 11. Section11 * -
applies to any “establishment, facility,

- or other premises in which chemical -

T 3%



accordance with the anthorityand . .~ .
procedures outlined in TSCA section 11 :
- by duly designated representatives of -
the EPA for purpose of de -
compliance with any final rule for DTBP,
Thesa inspections may be conducted for:
purposes which include verification that’
testing has begun, that schedules are . -
being met, and that reports accurately
reflect the underlying raw data and .. -
interpretations and evaluations; and to:
determine compliance with TSCA GLP -
standards and the test standards .
establishedin therule.. -~ . .
EPA’s authority ta inspect & testing |
facility alsa derives from section 4{b)(1) :
of the TSCA, which directs EPA to- - . -
promulgate standards forthe. .. - ,. .
development.of {est data. These - - .- ..
standards are defined in section 3(12)(B}:
of TSCA to~induda-tg¢_;i‘ed'a d"vel npt:d
necessary to assure that data develo, '
under testing rules are reliable and. - -
adequate, and to include such other
requirements as are necessary to - y
provide such assurance. The Agency .
maintains that laboratory inspections...
are necessary.to provide- this assurance.-
Violators of TSCA are subject to -
criminal and civil liability, Persons who

- submit materially misleading or false -

information in connection with the

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 whao violates section 15 could be
subject to a civil penalty of up to $25,000
for each violation with each dayof - .
- operation in violation constitutinga- - -
;epara:ic v{;:ilation.' This provision would -
e applicable primarilyte - -~ = - -
manufacturers that fail to submit a letter”
of intent or an exesiiption request and

that continue facturing after the
deadlines for suck submissions. This-
provision would also agply to. . - = ..
processors that fail to submit a letterof -

. intent or an exemption application'and
continue processing after the Agency - -
has natified then of their obligation to B
submit such documents (ses 40CFR" - -
790.28(b}}). Intentional violdtions could - -
lead to the imposition of criminal. -
penalties: of up-to $28,000 for eack day of
violation and imprisoriment forup to 1 --. .
year..In determining the amount of * -

. Penalty, EPA will take into account the: -

A
e
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“fish and believes these are minimal data

- help define when differences between
- EC50 or LC50s of algae, fish-and - :

e ot S idewent e

- degree ty o alotay.: i -

-z ¢ - well-as all the other factors isted in, -
.. : section 16 Other

" ; - .to EPA under saction 17 of TSCA, such:

«1 =~ as.geeking an injunction ta restrain., .

.= . violations of TSCA section 4.

remedies. are available,

" Individuals as well as carporations . .
could be subject te enforcement actions, --
Sections 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 violatian -
under 18US.C.1002. .

V. Issues for Comment

This proposed rule specifies TSCA: "
test guidelines and an independent,
published test method as the test
standards for chemical fate and =
environmental effects. The Agencyis
iting comments as to whether the -~
chemical fate and environmental effects -
test guidelines (and the independent -
method) are appropriate and applicable”.
for the testing of DTBP. Also regardi
the testing of DTBP; the Agency requests
commentson: .=
- - 1. The adequacy of the proposed .
testing to characterize the chemical fate

- and ecological effects of DTBP,

- 2. The reporting times for the
identified chemical fate and ecological

effects tests, =
3. Whether there are any other testing

. " - approaches that should b idéred.
requirement of any provision of the final’ - - by roposed oachto T -

4. EPA’s proposed approach to- * -
developing chronic toxicity data. The °
Agenay believes that for chemicals” -

- where there are not substantial -
" differences between EC50 or LC50 -
* values for algae, fish and aquatic

invertebrates and whare these EC50 or
LC50 values are less than or equal to- -
either 1 mg/L or100 X PEC, thenan -
aquatic invertebrate life cycle test and a
fish early-life cycle test should be
conducted. The Agency believes this is a—
cost-effective approach to obtaining . -
Maximum Acceptable Toxic
Concentration (MATC) data on sensitive
life stages of aquatic invertebrates and-

necessary to asséss the environmental
risk of TSCA-regulatable chemicals: The
Agency solicits comments on this - -

- approach: Specifically, the Agency-

requests submission of data that would

invertebrates are'so large that chronic
effects concern can be narrowed to only - -
.one class of organisms, i.e., eliminating -

- released to fresh water the

<" dozens of 6rganisms; this cluster

- Research Laboratory, Duluth MN (Ref.

the need to condunt:
OF aquatic invertebrates if scute toxiafigs -~ .
mﬂouxoudu'lpociﬁcvalqc.::: eri L
-5. EPA’s proposed ; C

Agency
belives that acute aquatic toxicity may -
be adequately characterized by tésting .
in five organisms representing three )
phyla: The Agency believes that reliable’
acute toxicity data developed for the

five organisms listed in Fig; 1 can -

provide an estimate of general species -
sensitivity because of the spectrum of°
biochemical, physiological and - - :

¢ - - structural features displayed by these =~
- organisms. The Agency believes it is. "
* more cost effective to develop acute

aquatic foxicity data on this cluster of *
species’and to use these dataasa
surrogate for the range of sensitivity for _
most freshwater organisms than to test .
; species’
concept has been described by Dr.
Donald Mount of EPA’s Environmental -

41); Reliable acute toxicity data ace data. -

- developed by-accepted methode that. -

include measuring test substanes. .
concentrations before, during and after -.. -
testing arid using static-renewal’or flow- " -
through test systems (for fish and = .
aquatic invertebrates) for chemicals that
may volatilize, hydrolyze, photolyze, or .
biodegrade. If reliable data are available. .
on other freshwater fish, these data may
be substituted for data on fathead ; .- -
minnows, If reliable data are available -
on other freshwater invertebrates; these-
data may. be substituted for data on :
VL. Economic Analysis of Proposed Rule
To evaluate tha potential economic.: - -
impact of test rules, EPA has adopted & -
two-stage approach. All candidates fop:

- test rules go thraugh a'Level I anatysis..« -
" This consists of evaluating each- - - - -
* chemical or chemical group on four :

principal market characteristics: (1), - - e
Demand sensitivity, (2)cost - - . -, -
characteristics, (3) industry structure;, .-
and (4) market expectations. The results

of the Level I analysis, along with the -
consideration of the costs of the: ... - . .
required tests, indicate whether the- .. -

- possibility 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] analysis indicates s -

+ potential for significant-ecomomic-+ - *-- - L
" impact, a inore compreliensive and -

detailed analysis is conducted. This
Level I analysis attempts to:predict: -

o

chronio sty of-Heles .. )
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production volume of 34 million pounds
a year, the unit test cost is T
approximately 0.03 cents per pound. In -
relation to the current price of .
approximately $1.00 per pound (98

- percent purity] of DTBP, these costs are

equivalent to 0.03 percent of price.
Based on these costs and market
characteristics of DTBP, 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 followi
observations: (1) The annualized unit
cost of the testing required in this rule is

- very low; (2) there is a low likelihood of

substitution of alternative products

--owing.to test costs; and (3) the market
expectations for DTBP are

timistic.

Refer to the economic analysis which
is contained in the public record for this
rulem: for-a complete discussion of
test cost estimation and potential for
economic impact resulting from these
costs. )

" VIL Public Meetings

If persons indicate to EPA that they
wish 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 thé
close of the public comment period in
Washington, DC. Persons who wish to
attend or ta present comments at the
meeting should call the TSCA

- Assistance Office (TAO): (202) 554-1404,

by August 10, 1987. A meeting will not
be held if members of the public do not
indicate that 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 presant comments and to
designated EPA participants. Attendees
should call the TAO before making .
travel plans to verify whether a meeting

“will be held. .

Should a meeting be held, the Agency
will transeribe the meeting and include
the written transcript in the public .
record. Participants are invited, but not
required, to submit copies of their

! statements prior to or on the day of the

meeting. All such written materials will
become part of EPA’s record for this -
rulemaking. - C

demand for testing services created by

- section 4 test rules. Copies of the study,

Chemical Testing Industry: Profile of ]
Toxicological Testing, can ba obtained
through the NTIS (PB 82-140773). On the
basis of this study, the Agency believes
that there will be available test facilities
and personnel to perform the testing in
this proposed rule. )

IX. Rulemaking Record

EPA has established a record for this
rulemaking (docket number OPTS-
42006). This record contains the basic
information considered by the Agency in
developing this proposal and
appropriate Federal Register notices.

This record includes the following
information: - R

A. Supporting Documentation

(1) Federal Register notices pertaining
to this rule consisting of:

(a) Notices containing the ITC's intent
to designate DTBP to the Priority List {50
FR 47603; Nov. 19, 1985), and designation
{51 FR 18369, May 19, 1988). .

{b) Rules requiring TSCA section 8(a)
and 8{d) reporting on DTBP {50 FR 47538;
Nov. 19, 1985). :

(c) TSCA test guidelines cited as test
standards for this rule.

(d) Notice containing revision of
TSCA test guidelines cited as test
standards for this rule. X

(2) Support document consisting of
economic impact evaluation for DTBP.

(3) Communications before proposal
consisting of: "

(a) Written public comments and
letters. '

(b) Contact reports of telephone
conversations,

(c} Meeting summaries.

(4) Reports—published and
unpublished factual materials.
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Confidential Business Information
(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 e
inspection-in the OPTS Reading Rm. G-

- 004, NE Mall, 401 M St, SW., o
- Wasehington; DC, from 8 a.m. to 4p.m.,

Monday through Friday, except legal
holidays. The Agency will supplement
this record periodically with additional

*- relevant information received. -

X. Other Rogulatory Requirements

A. Exécutive Order 12201 -+ =~
“Under Executive Order 12201, EPA
must judge whether a regulation is

" “Major” and therefore subject to the

requirement of a Regulatory Impact™ -
Analysis. EPA has determinad that this

‘test rule is not major because-it does not voal , )
. ‘continues to read as follows:

meet any of the criteria sef forth in-
section 1(b) of the Order, L.e., it will not
have any annual effect on the economy
of ar least $100 million, will not caunse a
major increase in prices, and will not
have a significant adverse effect on
competition or the ability of us.
enterprise to compete:with foreigrs -
enterprises. o

This proposed regulation was -

submitted to the Office of Management

" J.A. Moore,” °

and Budget (OMB)-forreviewas: - . , <
uired by Exeeutive Order 12291 Ay -
written comments from OMS to EPA; -
and any EPA response to those
comments, are included in the -
rulemaking record. o

B. Regﬁla_tory i-flexibility Act

 Under the Regulatory Flexibility Act
{18 U.S.C. 601 et seq.. Pub. L. 06-354,
September 19, 1980), EPA is certifying .

_ that this test rule, if promulgated, will

not have a significant impact on a
substantial number of small businesses °
because: (1) They are not likely to
perform testing themselves or to
participate in the organization of the '
testing effort, (2) they will experience
only very minor cost in securing
exemption from testing requirements,
‘and (3) they are unlikely 1o be affected
by reimbursement requirements. - -
C. Paperwork Reduction Act

The information collection . v_ :
requirements contained in this rule have

- been approved by the Office of

Management and Budget (OMB) undor :
the provisions of the Paperwork. .. -

Reduction Act of 1960, 44 U.S.C. 3501 6.

seq.. and have baen assignedOMB " - -
number. 2070-0033. Comments on thesg -

requirements should be subniitted to the o

Office of Information and Regulatory .
Affairs; OMB; 726 Jackson Place, Nw.,.
Washington, DC 20503 marked - :

. “Attention: Desk Officer for EPA." The

final rule will respond to anyOMBor .
public comments on the information. -
collection requirements. - . .~ .-

List of Subjects in 40 CFR Part 789 **
Testing, Environmental protection, .

Hazardous substances, Chemicals, = -

Environmental effects, Recordkeepix_!s .

" and reporting requirements.. . -

Dated: June 17; 1867~ .
Assistant Administrator for Pesticides and
Toxic Substances. - -~ . - ..

PART 799—{AMENDED} -, .: .. .
Therefore, it is proposed that 40.CFR =

* Chapter I be amended as follows:. =~ .

a. The authority citation of Part 799 - -

Authority: 15 US.C. 2003, 2611, 2625. .

" b. By adding § 799.1605 toread as

follows:

© $790.1608 2,6-Dbertbutyiphenol.

(a) Identification of test substance. (1)
2,6-Di-tert-butylphenal (DTBP, CAS No. :
128-39-2).shall be tested in accordance -
with this section.. - el :

(3%
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exemption applications, submit study -
plans, conduct tests, and submit data as
specified in this section, Subpart A of
this Part, and Parts 790 and 792 of this
chapter for si phase rulemaking, . -
(¢) Chemical fate—(1) Water
solubility (Generator Column Method)—
(i) Required testing. Water solubility -
testing shall be conducted with DTBP in
accordance with § 796.1860 of this
O Rportng requirements. (A) The
ii) Reporting requirements.
water solubility test shall be completed
and the final report submitted to EPA
within 12 montll:: of the effective date of
) & pomess reportshallbe
progress report s e
submitted to EPA 6 mouths after the
effective date of the final rule. =~
(2) Aerobic aquatic. - .
biodegradability—{i} Required testing,.
Aerobic aquatic biodegradation testing
shall be conducted with DTBP in -
.accordance with § 796.3100 of this
chapter. :
(ii) Reporting requirements. (A) The
aerobic aquatic biodegradation test.

-shall be completed and the final report

submitted to EPA within 12 months of

- the-effective date of the final rule.

B) A progress report shall be
sn%m’xitted to EPA opn‘::nﬂm after the
effective date of the final rule, - .

(3) Anaerobic biodegradability—{i)
Required testing. An anaerobic - :
biodegradability test shall be conducted
with DTBP in accordance with .

§ 796.3140 of this chapter.
(i) Reporting requirements. (A) The
anaerobic biodegradability test shall be
completed and the final report submitted
to EPA within 12 months of the effective
da(t;)ol{ the final rule. be
progress report shall :
submitted to EPA 6 months after the

~ effective date of the final rule.

(4) Photolysis—{i) Required testing. A
photolysis test shall be conducted with
DTBP in accordance with § 796.3785 of
this chapter.

(ii) Reporting requirements. (A) The
‘photolysis test shall be completed and
the final report submitted to EPA within
12 months of the effective date of the
fim;l rxle. o hall b

(B) A progress report s e
submitted to EPA 8 months after the
effective date of the final rule. -

(5) Sediment adsorption isotherm—
(i)(A) Required testing. A sediment

s

“value for each test sediment using the

equation K,.=K/(percent of organic
carbon in test sediment), »

(ii) Reporting requirements. (A) The
sediment adsorption isotherm test shall -

‘be completed and the final report

submitted to EPA within 12 months of
the effective date of the final rule.

(B) A progress report shall be
submitted to EPA 6 months after the
effective date of the final rule.

(d) Ecological effects—{1) Algal acute
toxicity— (i) Required testing. (A) Algal

acute toxicity testing shail be conducted

with DTBP using Selenastium
capricornutum in accordance with
§ 797.1050 of this chapter and the
modification specified in paragraph
(d)(1)(i)(B) of this section. - -

(B) Modification. The requirements
under § 797.1050 (c){1)(ii) and {c)(e)(ixB)
of this chapter are modified to require
that the algal cells at the end of 24, 48,
and 72 hours also be enumerated and
that the final separation of the algal
cells from the test solution be done
using an ultrafiltration (e.g. 0.45

- micrometer pare size) technique,

(ii) Reporting requirements. (A) The
algal acute toxicity test shall be. ,
completed and the final report submitted

. to EPA within 12 months of the effective

date of the final rule. .

(B) A progress report shall be
submitted to EPA 6 months after the
effective date of the final rule.

(2) Fish acute toxicity—{i) Required
testing. (A) Fish acute toxicity testing
shall be conducted with DTBP using
Salmo gairdneri (rainbow trout) and
Pimephales promelas (fathead minnow)
in accordance with § 797,1400 of this
chapter and the modification specified -
in paragraph (d)(2)(i)(B) of this section.

(B) Modification. The requirements
under § 797.1400 (c)(4)(iv) and
(c)(8)(iii)(A) of this chapter are modified
to require that the test continue for 14
days and that mortality and
concentrations of DTBP be measured at
the end of 0, 4, 8, 12 and 14 days.

- (ii)-Reporting requirements. (A) The
fish acute toxicity tests shall be
completed and the final report submitted
to EPA within 12 months of the effective
date of the final rule. - .

(B) A progress report shail be
submitted to EPA 6 months after the
effective date of the final rule.

23072 :
e em———— )
- (2) DTBP of ot lsast 98 percent purity adsorption isetherm test shall be- (3) Daphnid aewte toxicity—gy - - -
. shall e used ag the test subetance. . -  conducted with DTBP in accordance Regquired testtng. Daphnid acute toxicity
{b) Pe i7pd fo submit study: - with the guideline specified in §.796.2750  testing shall be conducted with DTEP
Plans, conduet teste; end submit data. of this chapter and the modification using Daphnia magna or D. pulex in -
All persons wive imsimifaciure (import) specified in paragraph (c)(4)i)(B) of this - accordance with § 797.1300 of this
or process DTER othee than as an- section. . : chapter. _ :
impurity, after the effective date of the (B) Modification. The requirements (i) (A) The daphnid acute toxicity test
fix!al rule to the end of the- n under § 796.2750(c) of this chapter are shall be completed and the final report
reimbursement period shall submit modified to require calculationof aK,.  submitted to EPA within 12 months of .

the effective date of the final rule.

{B) A progress report shall be
submitted to EPA 8 months after the
effective date of the final rule,

(4) Cammarus acute toxicity—{i)
Required testing. Gammarus acute v
toxicity testing shall be conducted with
DTBP using G lacustris, G. fasciatus, or
G. pseudolimnaeus in accordance with
§ 797.1310 of this chapter. ,

(ii) Reporting requirements. (A) The
Gammarus acut?tqwdcity test shall be
completed and the final report submitted
to EPA within 12 months of the effective
date of the final rule.. hall be o

(B) A progress report shallbe ~ *
submitted to EPA 6 months after the

“effective date of the final rule,

. (5) Daphnid chronic toxicity—{i) . -~
Required testing. Daphnid chroni ) PRI
toxicity testing shall be conducg;ld with
DTEP uaing Daphnia magna oe LX, -
in accordance with § 797.1330 of this. .-
chapter, if the algal EC50, the 14-day - -
LC50 for either fish species, or the
gammarid or daphnid 48-hour LC30

- - determined in accordance with :
~ paragraph (d) (1), (2), (3), and (4) of this — . - -

section.is equal to or less than 1 mg/l, ar.
if the algal EC50 value or one or more of
the fish or aquatic invertebrate LC50
values determined in accordance with -

paragraph (d) (1), (2), (3), and (4) of this
_ gsection is less ]

or equal ta 100 times
the predicted environmental -
concentration (PEC). EPA will calculate
the PEC from data:submitted to EPA
pursuant to paragraph (c) of this section
and will notify the test sponsor if the
PEC criterion is met. ™

(ii) Reporting requirements. (A) The -
daphnid chronic toxicity test, if required
shall be completed and the final report
submitted to EPA within 12 months of
the date of notification by EPA that the
test is required. - shall be

(B) A progress report
submitted to EPA 6 months after the
date of notification by EPA that the test
is required. ’

(8) Fish early-life stage toxicity—(i) -
Required testing. A fish early-life stage
toxicity test shall be conducted with
DTBP in accordance with § 797.1600 of
this chapter, using the fish with the
lower LC50 value [either the rainbow .
trout (Salmo gairdneri) or the fathead
minnow (Pimephales promelas)), if the
algal EC50, the 14-day LC50 for either

?°
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. values determined in accordance with - .

Pal'lsrlph (dJ (1) (2} (3).-and (4) of this -
section is less than or equal te-- o

100X PEC. EPA will calculate the PEC -

and will natify the sponmif-th._,q :

. PEC criterion is met.- gt

- (ii) Reporting, mqmmenb..(A The:

i fish un:ld‘y life stage toxicity test, i)f : "

shaltbe completed and ﬁc

A port submitted to EPA within1z .
monthloﬂhoﬁahofnoﬁﬂcnﬂonby
= El’(glhanhtutb‘

invertibrate.
shall be conducted with the m(dga
(Chironomus tenkm) if chionic toxicity - .

- (d)(?}'ﬁ’thh section mdlfth.mf

determined oﬁ‘-.
: ﬁsmugumm « (5} .
3.5andhnthanoreqmlloo.s.m

spiked clean freshwater sediments. -
containing low, medium and high. -

" orgatic carbon content shall bemed
- according to the test guideline specxﬁed

in the American Society for Testing and
Materials Special Technical Publication
854 (ASTM STP 854] entitled; “Aquatic

Safety Assessment of Chemicals Sorbed
to Sediments,” by W.J. Adams RA.

Kimerle, and R.G. Masher and pnhu.m ‘

in Aquatic Toxicology and Hazard -

. Assessment: Seven Symposium, - -
© ASTM STP 854, pp. 420-453, RD. - -

Caldwell, R. Purdy and R.C, Bahner, -

. Eds., 1985, whichulnnorpontedby

réference. The ASTM STP 854 is
available for inspection at the Office of
the Federal Registor, Rdomum nool.
St.. NW.; Washington; DC.

incorporation by refmncc wu :
approved by the Director of the Federal
Regiater. This matertat is incorporated
as it exists on the date of approval and a
notice of any change in this material will
be published in the Federal

Copies of the incorporated material may
be obtained from the Document Control
Officer (TS-793), Office of Toxic

 Substances, EPA, NE-G004, 401 M St.,
" SW., Washington, DC 20480, and from -

the American Society for Testing and -
Materials (ASTM), 1916 Race Street,

- Philadelphia, PA 19103.

(ii) Reporting mquzmmenfs (A) The
benthic sediment invertebrate bxoassay.

mmm

-ltnqﬁnd.lhl btaumphhd and the> -

submitted to EPA within £2 .-

e ot of notification by
required. : B

EPA that the test is- e e
) A progress report s s
sn(:;nittepd to EPA @ months after the

datc ofnotiﬂcatibu by EPA’ that the tesi ’
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. 'publicstion of the final rule in the
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