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.Dated: December 15, 1986.
John A. Moore, -
Assistant Administrator for Pesticides and
Toxic Substances. )
{FR Doc. 86-28494 Filed 12-18-86; 8:45 am]
BILLING CODE 6560-50-M -

40 CFR Part 799
[OPTS-42087A; FRL-3094~1]

2-Ethylhexanol; Proposed Test Rule

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing that
manufacturers and processors of 2-
ethylhexanol (EH; CAS No. 104-76-7) be
required, under section 4 of the Toxic
Substances Control Act (TSCA), to
conduct 2-year oral oncogenicity
bioassays in rats and mice.

DATES: Submit written comments on or
before February 17, 1987. If persons
request an opportunity to submit oral
comment by February 2, 1987, EPA will
hold a public meeting on this rule in
Washington, DC. For further information
on arranging to speak at the meeting see
Unit VHI of this preamble. '
ADDRESS: Submit written comments,
identified by the document control
number (OPTS-42087A). in triplicate to:
TSCA Public Information Office (TS-
793), Office of Pesticides and Toxic
Substances, Environmental Protection
Agency, Rm. NE-G004, 401 M St., SW.,,
Washington, DC. 20460.

A public version of the administrative
record supporting this action (with any
confidential business information
deleted) is available for inspection at
the above address from 8 am. to 4 p.m.,
Monday through Priday, except legal
holidays. )
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 20460, (202-554~
1404). ,
SUPPLEMENTARY INFORMATION: EPA is
proposing oncogenicity testing of EH for
the reasons described below.

L. Introduction

A. Chemical Recommendution

.Oncogenicity testing for 2-
ethylhexanol (EH) was pia:ined by the
National Toxicology Pro: -xm (NTP);
however, NTP has indic:. ..i that it no
longer plans to conduc: : - : bioassay for
EH. The Agency also - - established

v

interest in obtaining # - this
chemic- *. EPA busliev~ ‘the2-
ethythe - iuoiziy, v surs in EH

and in other chemical substances, may
be an active oncogenic agent to which
people may be exposed. In addition, the
Agency’s general interest in alkyl
phthalates which are subject to testing

under a negotiated testing agreement (47
. FR 53775; October 30, 1881 and 47 FR

335; January 5, 1982), and its final test
rule on 2-ethylhexanoic acid (EHA),
which proposged to utilize the NTP
testing of EH to assess the oncogenic
potential of EHA {51 FR 40318;
November 8, 1986), support the need for
this testing. The Agency proposes to use
the testing authority of section 4 of
TSCA to obtain data needed to better
assess the oncogenic potential of EH.
Additional testing of EH beyond the
oncogenicity testing proposed here may
be warranted. However, in the interest
of obtaining the oncogenicity test results
as soon as possible, the Agency has.
limited this proposed test rule to
oncogenicity testing only. Once’
oncogenicity testing is under way the
Agency can evaluate the need for
additional testing and, if necessary,

‘initiate a separate rulemaking to require -

such testing of EH. :
B. Test Rule Development Under TSCA

Under section 4(a) of TSCA, EPA shall
by rule require testing of a chemical
substance or mixture to develop
appropriate test data if the Agency finds
that: .

(A) (i) the manufacture, distribution in
commerce, processing, use, or disposal of a
chemical substance 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, distribution in commerce,

processing, use, or disposal of such substance
or mixture or of any combination of such
activities on health or the environment can
reasonably be determined or predicted. and

- (iii) testing of such substance or mixture
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 subatantial quantities.
ang (1) it enters or may reasonably be
anticipated to enter the environment in
substantial quantities or (I1) 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
activities on health or the environment can
reasonably be détermined or predicted, and

" (iii) testing of such substance or mixture
with respect to such rAfects is necessary to .
develop such data. :

EPA uses & ~vcis bt-oi-2vidonne

approachinrn.. - >~

4(a)(1)(A)(i) 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 if
there is or may be substantial
production and significant or substantial
human exposure or release to the
environment. For the findings under
sections 4(a){1) {A)(ii) and (B)(ii), EPA
examines toxicity and fate studies to
determine if 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 considets
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 approach to determining when
these findings apply is described in :
detail in its first and second proposed
test ruleg, published in the Federal
Register of July 18, 1980 (45 FR 48524)
and June 5, 1981 (46 FF 30300). The
section 4(a){1)(A) findings are discussed
at 46 FR 48524 and 46 FR 30300, and the
section 4{a)(1}(B) findings are discussed
at 46 FR 30300.

In evaluating the need for oncogenic
testing of EH, EPA considered all readily
available relevant information., including
published and unpublished data
available to the Agency. From its-
evaluation, EPA is proposing
oncogenicity testing requirements for EH
under TSCA sections 4(a)(1) (A) and (B).

IL Review of Relevant Data

A. Human Exposure and Environmental
Release

1. Use Profile and Production

EH is a colorless liquid with a musty
odor. It has molecular weight of 130. a
vapor pressure of 0.5 torr at 20 °C, boils
at 181-183 °C at 743 mm Hg and is 0.1
percent soluble in water. Approximately
80 percent of the production is used as
an intermediate for the production of the
ester derivatives of various acids, such
as, phthalic, adipic. and phosphoric acid
which are used as plasticizers.
Approximately 10 percent is used as an

“intermediate to make ethylhexyl
acrylate. The remaining 10 percent is
used for miscellaneous purposes
including use as a wetting agent in the
mercerization of cotton, as a defoamer
in textile printing, as a solvent for gums
and resins, as a solvent extractant, and

S
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as a miscelianeous chemica) ‘ 3. Exposure Associated With Consumer Inaluded aimong these chemicals are
intermediate. Goods DEHP, DEHA, TEHP, anqd EHS. The
There are 10 domestic manafacturers In additien to its use ag an =~ . chemical structures for these and for EH

and 8 importers of EM (Ref. 1). Domestic intermediate for commercial Purposes, appear below:
manufacturers include Eastman Kodak EH is believed to beusedina variety of

Co., Term-USS Chemicat Co., Dow roducts, such & aints, lacquers, inks, 1. Di {2ethyibexyt) phthaiate u:-.
Badische Co., Shelt Off Co., Oxochem gnd lubt:i’cants. V:h’;ch some gonaumers h— = .
Enterprige, Union Carbide Corp,, may use [Ref. 2). Thege uses may result o CaHg

. 1
'COCHz CHCe Hg

Two other manufacturers have claimed €Xxposure to consumers (Pef. 5), -
COCHy CHCq Hy
" 1

Alcolac Inc., and Cochran Chemical Co. Potential dermal end/qr inhalation
their identities as Confidenti al Business 4. Environmental and G al @
Population BExposure,

Information {CBI), Importers include .

BASF Wyandotte Corp,, Mitsubighj The lteranns - o CaHs ,
ternationa Ciba-Gei e litera ests that FH may

ﬁ"enﬂl m?;lgﬂﬁbo,mﬁi?hc‘_ 7 be widespread in the environment. It ig 2. Sodium 2-Ethyihexy! Suifate (EHS)

Miljac Inc., Sandoz Colors and discharged in plant effluents, In samples

Chemicals, and Celex Services, Inc. The tak_en in mfmm.!he'Deiaware River, a CeHgCH N, 0 $O;N,* .

annual U.5. supply (domestic production . Major source of drinking water for many 1 _

plus imports) of EH s currently over 835  SWrTounding cities EH was detected in _ [ CaHg - .

milliou pounds (Ref. 2}. The anaua] the concentration range of 3 to 5 prb. 3. Di (2-etiyMexyt) adipece

Browth rate is estimated qt 4.2 percent (Ref. 7). . | e YY) S00te (OEHA)

through 1988 (Pef. g), : EH has been detected in ground water 0  CaMg

] . samples near disposal siteg in the " '
2. Exposure During Manufacturing and United States and Japan (Refs. 8, 7, and "3“2 COCH CRCy Mg

Processing 8), indicating the potential for ground . CHa)p -
. . . ter and drinking water contamination ° -

The National Occupational Hazard wat '
Survey- (Nﬁgﬂs’ done by the National :(l;locf uT:y lead to general Population CHp E ocry f’ﬂu Hg
Institute 1 tional Sefety and . :
Health (NIOSH) estimatad that ¢5,00p AR ‘;giﬁ';m“,, e, o ane o faMs
workers in 82 occupations are a8 a lubeicant may also contribute to ~ 4. Tris (2ethylhexyl) Phosphate (TEHP)
Potentially exposed to 2-ethylhexanol or envirenmantal ang general populaticn (CqHgCHCHy013-P = 0
products containing BH {Ref. 3). The exposure (Ref. 1). The is ¢
piore recent National Occupational uncertain 2s to the extent to which CaHg
Exposure Survey (NOES), a survey that environmental and general population e
more closely represents actual . Sxposure results from the hydrolysis of 5 2 Ethyihexenol en
observations, estimates that . di(2-cthylhexyl) phthalate [DFHP) to EH T4 Mg CHCH, OH :
approximately 11,530 workers may be or fram the use of EH as an inert !
exposed to EH {Ref. 4, ingredient in pesticide prodacts. EHis a- - C2Hg -

EPA believes that exposure will regght hydrolysis product of the ,
from the widespread and variable found plasticizer DEHP, and DEHP ] . .
conditions under which the targe volume enters the environment in a myriad o these chemi ]
of EH is manufactured, processed and  ways—as manufacturing waste, from - Dg;‘h.i:ea:f; '133];3 f::,':f;‘,?fﬂpm by
used (e, transferring, dnmming, food packaging materials, and other NTP bioassays to canss ineroases
undrumming, maintenance, deaning, Phthalate-based plasticizers (Ref. 1). occurrence of hepatocellular tumors,
sampling reactar loading. nnloading, and 5. Sutomary ' ' principally carcinomas, in female mice
possible spray ‘application) {Ref. 5). The The Agency believes that dermal - (Refs. 9 through 13). DEHP and DEHA
Varlous conditions under which the large oral, and inkelat tocellular tumorg in

volume of EH is encountered ke roneeboure to EH may 8180 caused hepa DEHP caused

e . . f signi It of male mice. In addition,
varlations in industrial hygiene tﬁ:hmﬁcam cn;"r:;::k:“" t ‘hepatocellular tumors in both male and
fl”a;t;";: :‘;d.ew caatrols at distribution in commerce, vse, and female rats. Preliminary datg on the

Froct expunr 5 These variations may disposal of M, fourth chemical (EHS) suggests that it .
;;f:‘:l:;g“comm ﬁx:lommm?fm B. Health & nogenic ~ ™Ay be encogenic al the female mouse ‘
do not force workers to avaid iw Potsntial liver as well.

A T Additional supporti evidence ma
contact. The major Potential exposure is Ffom aa initial review of available come from the }'fg, (Tss EH caugesm v

expected to eccur ly. rer, concluded h : s ;
because EH is moderately volatile (Ret :i;?:mm;omu P.l't::tn;-iy{ D usomal proliferation. n’"z la

5) there may be some i - the Agency is unawareof eny Dot e suggesting linduos and
£xposure. Inhalation exposure is more epidemiological dats or _ het“"e" peroxisomal induction dmi
likely to be significant during bioaugyj on this chemical. However, epa mm);{m rats lnth mice
manufacturing and during use asa - chemicals containing the s-ethylhexyi ~ (Refs. 1¢ through o information t° ©
solvent, particularly during packaging moiety kave been shown to have : clndlzl;ly Mci‘h' en a:;n'm 0
and in spray applications, The Agency  oncogenic potential, These chemicals - “}’m and the nature importance
has mdux;g a detafled expuu;: : ;rz expected to metabolize to EH which ~ © Th: ‘w‘:::‘m ducted a detailed
analysis which farther sspports : thesized to be oncogenic. Agency A .
section 4 findings [Ref, §). myfo The. oncegenicity hazard analysis which.
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further supports its 4(a)(1)(A}) findings |
(Ref. 14).
111. Findings

EPA is basing its proposed .
oncogenicity testing requirements for EH
on the authority of sections 4(a){1) (A)
and (B) of TSCA.

1. Under section 4(a){1)(A)(i), EPA
finds that the manufacture, processing,
distribution in commerce, use, and
disposal of EH may present an
unreasonable risk of injury tv human
health because of potential oncogenic
effects for the reasons presented in Unit

- ILB. above..

. 'The finding for oncogenicity is hased

on studies conducted on other chemical

substances containing the 2-ethylhexyl
moiety which suggest that EH may
possess some carcinogenic hazard.

Data available to EPA indicate that
more than 635 million pounds of EH are
produced annually for intermediate uses
and for merchant sale. An estimated
11,550 workers are expased to FH in its
manufacture, processing, distribution,
and use. Potential for consumer and
general population exposure also exists
through use and disposal.

2. Under section 4(a)(1)(B)(i), EPA
finds that EH is produced in substantial
quantities and that there may be
substantial human exposure from its
manufacture. processing. and use. As
stated above, approximately 635 million
pounds of EH are produced annually
{Ref. 1). In addition, according to the

National Occupational Exposure Survey .

of 1985 (NOES), 11,550 workers are
estimated to have actual exposure to
EH. EH is used as an intermediate for
the manufacture of acrylates,
phthalates. and the octy! ester of 2.4-
dichlorophenoxyacetic acid. It is also

used as a defoaming agent, a cellophane

lubricant, a solvent in coatings, inks,
and dyes; a wetting agent in ceramics
and paper coatings; and a mercerizing
agent in textiles.

3. Under sections 4(a)(1) (A)(ii) and
(B)(ii), EPA finds that there are
insufficient data and experience from
which the potential oncogenic effects of
the manufacture, processing,
distribution, use, and disposal of EH can
reasonably be determined or predicted.

4. Under sections 4(a)(1) (A)(iii) and

" (B)iii), EPA finds that testing EH for

oncogenicity is necessary to develop

such data. .

IV. Proposed Rule

A. Proposed Testing and Test Standards
EPA is proposing that oncogenicity

testing be conducted on EH in

accordance with the TSCA test
guidelines for oncogenicity specified in

45489

40 CFR 788.3300, published in the
Federal Register of September 27, 1985
(50 FR 39252) and modified as proposed

" in the Federal Register of January 14,

1886 (51 FR 1522). This testing shall be
performed with the Fisher 344 rat and
B6C3F1 mouse, because of their
demonstrated sensitivity to other
ethylhexyl compounds; the route of

- exposure shall be oral. Furthermore,

based upon experience at NTP, the EH
shall be microencapsulated in the diet
(Ref. 18). A subchronic study should be-
conducted to sufficiently determine dose
levels and characterize subchronic
effects for the bioassay.

B. Test Substance

The proposed test substance is 2-
ethylhexanol (EH; CAS No. 104-76-7) of
at least 99.0-percent purity, which is a
commercially available grade.

C. Persons Required To Test

Section 4(b)(3)(B) of TSCA specifies
that the activities for which the Agency
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
(“process” is defined in section 3(10) of
TSCA ‘as the preparation of a chemical
substance or mixture, after its
manufacture, for distribution in
commerce). Both manufacturers and
processors are required to test if the
exposures giving rise to the potential
risk occur during use, distribution, or
disposal.

. Because EPA has found that existing
data and experience are insufficient to
reasonably determine or predict the
potential oncogenic effocts of the
manufacture, processing, distribution in
commerce, use, or disposal of EH, the
Agency is proposing that persons who
manufacture and/or process, or who
intend to manufacture and/or process,
EH e/“ any time from the effective date of
the'final test rule to the end of the
reimbursement period be subject to the
testing requirements 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 t=st rule equal
to that which was required to develop
data, if more than 5 years.

Because TSCA containe 7 ~~igions to-
avoid duplicative teztiaz
person subject to th™ .7 - e:
individually condy . Wi

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
tests and submit data on their behalf.
Section 4{c) provides that any person
required to test may apply to EPA for an

- exemption from the requirement. EPA

promulgated procedures for applying for

~ TSCA section 4(c) exemptions in 40 CFR

Part 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 for submitting such
letters and applications are described in
40 CFR Part 790. ’

Processors subject to this rule, unless

they are also manufacturers, will not be

- required to submit letters of intent or

exemption applicationg, 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 automatically. If -
manufacturers fail to submit notices of
intent to test or 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
790.

EPA is not proposing to require the
submission of equivalence data as a
condition for exemption from the

roposed testing for EH. As noted in

Bnit IV. B. above, EPA is interested in
evaluating the effects attributable to EH
itself and has specified a nearly 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 TSCA Good
Laboratory Practice (GLP) standards
which appear in 40 CFR Part 792.

In accordance with 40 CFR Part 790
under single-phase rulemaking
prowzedures, test sponsors are required to
> qit individual study plans no later
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than 4§ days before the start 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 that the enicity :
testing shall be completed and the fina]

" report submitted to EPA within 53
months of the effective date of thig test
rule. Progress reports for. the Proposed -
test are required at 8-month intervals

starting 8 months from the effective date .

of the final test rule. .

TSCA section 14{b) s
disclosure of all test dgg.ve mbm?g:gq
pursuant to section 4 of TSCA. Upon
receipt of data required by this rule, the
Agency will publish a notice of receipt
inthel-‘edeullcgiuqrurequiredby :
section 4(d). : :

Persons who export a chemical :
substance or mixture which is subject to
a section 4 test rule are subject to the
export reporting requirements of section
12(b) of TSCA. Final regulations
interpreting the requirements of section

- 12(b) appear in 40 CFR Part 707. In brief,
as of the effective date of this test rule,
an exporter of EH must report to EPA
the first annual export or intended
export of EH to any one country. EPA

will notify the foreign country about the

test.rule for the chemical.
E. Eaforcement Provisions .

The Agency considers failure to
comply with any aspect of a section 4
rule to be a violation of sectian 15 of
TSCA. Section 15{1} of TSCA makes it
unlawful for any persen 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 {8} permit access to
or copying of records required by the
Act or any regulation or rule fssued
.under TSCA._ . oo

Additionally, TSCA section 15(¢)
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 “estabishment, facitity, . -
or other premises in which chemical
substances or mixtures are
manufactured, processed, stored, or held
before or after their distribution in
commerce * * *"The Agency
considers a testing facility to be a place:
wl:ielt'ﬁ thefdtemical is held or sto;
and therefore, subject to i etion. -
Laboratory impecgs amh audits
will be conducted periodically in
accordance with the autharity and \
procedures outlined in TSCA section 11
by duly designated EPA rep tatives
to determine compliance with any final

rule for EH. These inspections may be
conducted for purposes which include
verification that testing bas begun, that
schedules are being met, and that
rfeparts accurately reflect the underlying

-~ raw data andmterpretah.om and

evaluations to determine compliance
with TSCA GLP standards and the test
stgpdards established in the rule. -
'A’s authority to i ‘a testing
facility also derives mm 4(b)(2)
of TSCA, which directs @ﬂt to
profulgate standards for
development of test data. These
standards are defined in section 3(12)B)
of TSCA to include those requirements
hecessary to assure that data developed
under testing rules are reliable and .

-adequate, and such other requirements
> @8 are necessary to 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 conrection with the

requirement of any provision of this rule »

C any
violates section 15 could be subject to a
civil penalty of up to $25,600 for each
violation with each day of operation in
violation constituting a separate
violaﬁo‘l:l. 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 deadlines for
such submissions. This provision would
also apply to 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,

)).
- Intentional violations conld lead to the

imposition of criminal penelties of up to

425,000 for each day of violation and

i;npﬁlonmen&foruptolmr.g EPA
etermining the amount of \
-wﬂlhkohloaccouniﬁxevgﬂmm'xyxmof
the violation and the degree of

callpability of the violator as well as all
- the other 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.
Sections 15 and 16 of TSCA apply to
“any person” who violates various
provisions of TSCA. EPA may, at its
as well as companies themselves. In

- particular, this inclndes 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

1. Should EPA require that two
species be tested in the oncogenicity

. study in conformance with the Agency's

‘normal test guidelines or are adequate
data now available to indicate that the
mouse is the most sensitive species and
that testing should be limited to that
species? In addition, are the Fisher 344
‘rat and B63CF1 mouse the most
appropriate strains in which to perform
the bioassay? o

2. The Agency solicits comments on -
alternative dosing strategies. _

3. The Agency solicits comments on
its using 7.3 percent as the real cost of
borrowed capital in the economic
analysis for this testing (see unit vI.

VL Economic Analysis of Proposad Rule

To assess the potential economic_
impact of this rule, EPA has prepared an
economic analysis (Ref. 2] that

evaluates the potential for significant
economic impacts on the industry as a

. result of the required testing. The

economic analysis estimates the costs of
conducting the required testing and
evaluates the potential for significant
adverse economic impact as afmsult of
these test costs by examining four
miarket characteristics of EH: price
sensitivity of demand, industry cost

market expectations. If there is no
indication of adverse effect, no further
economic analysis will be performed;
however, if the first level of analysis
indicates a potential for significant
economic impact, 8 more comprehensive
and detailed analysis is conducted
which more precisely predicts the

-magnitude and distribution of the

expected impact.

Total testing costs for the final rule
are estimated to range from $783,000 to
$1,073,000. In order to predict the .
financial decision-making practices of
manufacturing firms, these costs have

annualized. Annualized costs are
compared with annual revenue as an
indication of potential impact. The
annualized costs represent equivalent-
constant costs which would have to be
recouped each year of the payback
period n order to finance the testing
expenditure in the first year.

The annualized costs range from
$88,080 to $120,000. In calculating these
annnalized costs, EPA has utilized a 7.3 _ .
percent real (i.e., net of inflation) cost of
capits! and a 15-year cost recovery

characteristics, industry structure, and =~ - -
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period. In previous section 4 testing
rules, the direct %&? of subject
chemicals were annualized using a 2§
percent real cost of capital, in

*.aocordance with comments submitted

by E1. DuPont de Nemours In response
to the first proposed test rule {35 FR
Subseguent comments from the
haveledtva )
xamination of the cost of capital to -
the chemical industry
An anelysis of pubhclymﬂablo -
financial data on the chemical industry
bas led EPA to the tentative
determination that 7.3 percent
represents a more appropriate measure
of the reni, after-tax cost of capital for
this industry. EPA intends to utifize this

'duemml

~ figere in foture test nile economic

analyses where more specific data are
not available.
Based on the 1934 production velame

" for EH of 635 miltion pounds, the wnit

test costs will be about 0.02 cent per
pound. In reiation to the selting price of
32 cents per pound of 81, these costs
are equivalent 1o 0.08 percent of price.

Based on these costs, the economic
analysis indicates that the puiendul for
significant ad ct as
a result of this test rule is eadzuneb bow.

Refer to the economic analysis fora
complete discussion of test cest
estimation and the potential for
economic impact resuiting Iram these
costs.

V1L Availability of Test Facilities emsl
Personmel

Section 4{b)1) of TSCA requires EPA
to consider “the reasonably foresezable
availability of the facilitiss and
persomnel needed to perform the testing
required under the nde.” Therefore, BPA

. conducted a study to assess the

availability of test facilities and
persormel 1o handle the additional
demand Yor testing services created by
section 4 test rules. Copies of the gtady,
*“Chemical Testing Indusuy Profile of
Toxicologicel Testing,” can be obtained
through the NTIS (PB 82-146773). 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.

VIIL Public Meetings

lfpersons 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 the
close of the public comment period in
Washington, DC. Persons whe wish to
attend or to presen: gomments at the
meeting should c=%:":2 TSCA -
Asgistance Officx<: . |

140¢8) by February 2, 1967. A meeting
will not be held i mensbers of the patdic
do net indicate that they wish to make
oral preseatations. While the meeting

- will be opea 30 the public, active

participation will be limited to those
persaus mcunged toptm
commenis and 10
participants. Attendees a.hould call the
TAO before making traved plans to
veniiy whether & meeting wili be held.
Should a meeting be beld, the Agency
will ranscribe the meeting and inciode
the written tranecript in the public :

record. Participants are iavited, but not

required, o submit copies of their

" statements prior ¢0 or on the day of the

meelisig. All such written materials will
become part of EPA's record for this
rulemaking. o
IX. Rulemaking Record |

EPA has established a record for this

rulemaking {docket aumber OPTS-
42087A). This record contains the basic
considered by the Agency in
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Order, i.e., it will not
ave an annual effect op the economy of
- at least $100 million, wi not cause g
major increase in prices and will not- .
have a significant adverse effect op ;
competition or the ability of U.S,
enterprises to compete with foreign
- enterpriges, o
is proposed regulation wag :
submitted to the Office of Management
and Budget (OMB) for review ag
required by Executive Order 12291, Any
‘written commentg from OMB 1o EPA,
and any EPA response to thoge
Comments, are included jn the
rulemaking record. :
8. Regulatory Flexibility Act
Under the R atory Flexibility Act
(15 U.S.C. 601 :tg:leq Pub. L. 98-354,
September 19, 1980), EPA is certifying
at this test rule, if pPromulgated, ‘wiil
not have a significant impact on a
substantia}

number of sma}] lnu:iuesses~

Testing, Environmenta]
ous substances,
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7; oxcology gg‘j ;;PR/'éd Pharmacology, because: (1) They are not expected to (2) 2-Ethylhexanol of at least99.0.
45:497-507. (19738). . , h y
I g A Sm P e Bemwlven oo the  mubotane. 2ol be eed asthe o
szﬂyﬁg Reacx:;iving Diets Containing testing effort; (2) they will experience (b) Persons required ¢, submit study
Plasticizers and Analogues of the Ester 2- only very minor costs in se Plans, conduct tests, ang submit datq,
Ethylhexanol.” Toxicology Letters 10:379-333.  exemption from testing requirements; persons who manufacture or
(1982). : : B and (3) they are unlikely to be affecteq Process, or intend to manufacture or
R gg’ "}’_;"egh t’h’:] l;:‘;‘:m" N-D,;eggq Y reimbursement requirements, Process 2-ethylhexanol, other than ag an
s . a ] ) . N . .
TS BT C e e e e e ot
" 0 Nt lves 535 40 ronmenial . OMB has approved th meormation ~  of the fingl rule o e Eublica Register
Health Sciences (NIEHS), - : collection requirements contained in this g e grg of the reimbursement period
Microencapsulation Report: 2 Ethyl-1- Proposed rule under the Provisionsg of shall submit letters of intent 1o conduct
hexano ormance . .the Paperwork ReduCﬁoﬂ Actof 1980, 44 tesﬁn& submit gtudy ) , conduct
Microencapsulated Chemical to Us.c. et seq., and hag assigned tests, and submit datg as specified in
Specifications, Midwest Research Institute, OMB contro} number 2070-0033, Sybmit is secticn, Subpart A of thig part, and
Uu‘y 3, 1986). - comm’enfta on these lteqliirements to the 790 and 792 of dll.l chapter or
X. Other Regulato; Requirements Office of Information ang Regulatory exemption applications i accordance
. id Affairs: OMB; 728 ]acksqn Place, Nw., with Part 792 of this chapter for single
A Exe_cutzve Order 12291 Washington, DC 20503, marked phase rulemali .
Under Executive Order 12291, Epa “Attention: Degk Officer for EPA." The (c) Health effects (1) Oncogenic
Must judge whether g regulation ig - final rule will respond to-any OMB or . effects— (i) Required testing, .
" “major”. and therefore subject to the public comments op the information Oncogenicity tests shall be conducted in
Tequirement of g Regulatory Impact " collection requirements, Fisher 344 rats ang BEC3F1 mice by the
alysis. EPA has deteﬂmneq that this List of Subjects in 40 cFR Part 799 oral route with 2-ethylhexanol, in

protection,
Chemicals,

| added o

Assistant Admim‘:tm!arfaertr’cid&and
Toxic Substances, .

_ Part 799 be

PART 799—{AMENDED)]

1. The

would contin;

auth

L Therefore, it is Droposed that 40 CFR
amended as follows:

ority citation for Part 799
ue to read ag follgwa:

. ' Autborlty: 15 U.S.C. 2603, 2611, 2825,
) dding § 799.1845 to read ag

2. Bya

follows;

-§799.1645 2.

(8) Identification of
Z-Ethylhe:

" section.

xan |
in aceordance with

~

tost substance, (1)
ol (CAS No, 104-‘;?’.7;-;5;;11

. Initiation of testing,

accordance with § 788.3300.of this
cha,

pter,
(if) Modljﬁcatlfon._ 2-Eth¥lhexanol-ﬂshau
be microencapsulateg before being
the diet." .

(i) Reporting Tequirements. (A) The
study plan for the oncogenicity test shaj)
submitted 4t least 45 days before the

{B) The oncogenicity testing shall be
completed and i
the Agency within
effective date of the final rule,

-{C) Progress reports shal] be.
.submitted at 6-month intervals
inning 6 months after the effective
date of the final ruje, _
(2) [Reserved) .
(Reporting and recordkeeping requirements
contained in paragraph (c) were approved by

- the Office of Management and Budget under
0-0033.)

control number 207
[FR Doc. 86-28242 Filed 12-1-3; g:45 am}.
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