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revision is obtained. Train v, Natural
ces Defonse Councid, 421 1.8, 80,

92 {1975% Duguesne Light Co, v. USEPA,
598 .24 458, 471 {D.C. Cir, 1983}
Naiional Resvurces Defense Council v,
USEPA, 507 ¥.2d 805, 915 {9th Cir. 1974).

The other fact Navistar refers to
which pwrportedly supports its argument
that there has been an improper mixiure
of rdemaking and enforcercent is that
USEPA allegedly has madse a Federal
court pleading part of the administrative
record, Navistar cities “Record Item
261-5," which it alleges corresponds to
the pleading styled, "Defendant’s First
Set of Requests for Admissions dated
December 17, 1987." After a careful
review of the index o the administrative
record and the administrative record
itself, USEPA can locatle no such
docament,

In summary, the administrative record
contains the very items Navistar
suggests it should: “the identities of ail
persons invelved in the Agency’s review
of the SIPrevisionand * * °
memoranda, records of conversations,
or other doguments reflecting that
review” {Navistar comment, page 23}
USEPA’s rulemaking on Navistar's site-
specific RACT 8IP ravision has been
completely fndependent of its
enforcement action as mandated by the
law. See Bethlehem Stoel] v. USEPA, 638
¥.2d 934 {7th Cir. 1880).

Conclusion

USEPA is disapproving this revision
becanse the State has not demonstrated
that Navistar's compliance schedule is
expeditious, thal meeting the existing
SIP limit is techaically or economically
infeasible, and that the revision will not
jecpardize attainment or mainienance.

Under section 307{b){1) of the Act,
patitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circait by November 13, 1989, This
action may not be challenged later in
proceedings to enforee its requirements.
{Bee 307[b){2).)

This action has been classified as a
Table 2 action by the Regional
Administrator under the procedures
published in the Federal Register on
January 19, 1989 (54 FR 2214-2225). On
fanuary 8 1989, the Office of
Management and Budget waived Table 2
and 3 SIP revisions (54 FR 2222) from the

List of Subjecis in 49 CFR Part 52
Environmental protaction, Alr

pollution contvol, Ozons, Carboa

monoxide, Hydrocarbon,

Intergovernmental offices,
Authorily: 42 U.S.C, 7401-7842.
Dated: August 31, 1889,

Frank M. Covinglon,

Agting Regional Administraior.

PARY 52—APPROYVAL AND

PROMULGATION OF
IMPLEMENTATION PLAMS

 Bubpart KK—Chio

Title 40 of the Code of the Federal
Regulations, chapter 1, part 52, i3
amended as follows:

1. The authority citation for part 52
gontinues to read as follows:

Authority: 42 U.S.C, 7401-7642.

2. Section 52.1885 is amended by
adding paragraph (p] to read as follows:

§ 52,1885 Control strategy: Ozone,
* 3 & #* *

(p} Disapproval—0On March 10, 1988,
the Chioc Eavironmental Protection
Agency {OEPA) submitted a site-specific
revision to the Ohio ozone SIP for
volatile organic compound emissions
from Navistar's (Formerly called
International Harvester) one surface
coating line at its Body plant and nine
lines at its Assembly plant. Both plants
are located in Springfield, Clark County,
Ohin, Clark County is designated
nonattainment for the pollutant ozons
under section 107 of the Clean Air Act
{40 CFR 81.338).

[FR Doc. 8921459 Filed 9-12-39; £:35 awm]
BHAING CODE 6550-50-M

40 CFR Part 783
{OPTE-42099A,; FRL~3645-8]
Aathyi Ethyl Xetoxims; Final Test Ruils

AGENCY: Environmental Protection
Agency (EPA).
acnion: Final rule.

suMMARY: EPA is Issulng this final test
rule under section 4 of the Toxic
Substances Control Act [TSCA),
requiring manufacturers and processors
of methyl ethyl ketoxime MEKG, CAS
Mo, 98-28-7) to perform testing for
henith effecis. The testing requirements
include oncogenicity, mutagenicity,
developmental toxicity, reproductive
toxicity, neurotoxicity, and
pharmacokinetics. For the

pharmacokinetics test only, EPA will
finalize the test standard and reporting
regquirement in a separate final rule,

: In accordance with 40 OF
be promulgated for

] {ndicial review ai 1 pan.
easia; ight or standard as
appropriate) time oo September 27, 1949,
This rule should become effective on
October 27, 1983,

FOR FURTHER INFORMATION CONTADT:
Michael M., Btahl, Direcior,
Environmental Assistance Division {TS-
788}, Office of Toxic Subsiances, Rm,
EB-44, 401 M 8t,, SW., Washington, DC
20460, {202) 554-1404, TDD: {202) 554-
0551,

SUPPLEMENTARY IMFORMATION: FPA is
issuing s final test rule under section
4{a) of TSCA {0 require health effects
testing for MEKO,

I Inredustion

A, Test Bule Development Under T8CA

This final rule is part of the overall
implementation of section 4 of TSCA
{Pub, L. 94-458, 90 Stat. 2003 ¢ seq., 15
U1.8.C. 2601 et seq.}, which contains
auvthority for EPA to require the
development of data relevant to
assessing the risk to health and
environment posed by exposure 1o
particuiar chemical substances or
mixtures {chemicals).

Under section 4{a) of TSCA, EPA wmust
require testing of a chemical to develop
data if the Administrator makes certain
findings as described in TSCA under
section 4{a}{1] {A) or (B). Detailed
discussions of the statuiory section 4
findings are provided in the EPA’s first
and second proposed test rules which
were published in the Federsl Register
of July 18, 1950 {45 FR 48519) and June 5,
1 {46 FR 30300).

B. Regulatory History

The Interagency Testing Commiltee
{ITC] designated MEKO for priority
testing consideration in its 15th Report,
published in the Federal Register of
November 14, 1886 {51 ¥R 41417}, The
ITC recommended that MEXO be
considerad for health effects testing,
EPA responded io the ITC's
resommendations for MEKO by
publishing a notice of proposed
rulemaking in the Federal Register of
September 15, 1588 {53 FR 35838), which
proposed that MEXO be tested for
encogenicity, mutagenicity, reproductive
toxicity, developmental toxicity,
neurotoxicity, and pharmacokinetics,
The proposed rule contained a chemical
profile of MEKQ, a discussion of EPA’s
TSCA section 4{a} findings, and the
proposed test stenderds and reporting
requirements,
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I1. Response to Public Comments

EPA received written comments on
the MEKO proposed test rule from
Allied-Signal, Inc. (Allied), Huls
America Inc. (Huls), Cosan Chemical
Corp. {Cosan), and ICI Americas Inc.
(iClI}). A public meeting was also
requested by Allied and was held on
December 15, 1988 (Ref. 18). Allied
submitted additional comments on
human exposure to MEKO (Ref. 21} and
on the economic impact of the rule {Ref.
23). The comments submitted by these
companies and the EPA’s response are
coniained in the public record for this
rule {Ref. 24)

A. Route of Administration

Huls believes that all major toxicity
tests should be conducted by the
inhalation route and that inhalation is
the major route of human exposure to
MEKO. Allied believes ths oncogenicity
test should be conducted by inhalation.

EPA believes that, in addition to
inhalation exposure, dermal contact
may alsc be an important route of
exposure to MEKO (Refs. 3 and 11}. EPA
has no information at this time to reject
the inhalation route for the oncogenicity,
in vivo mammalian cytogenetics, an
neurotoxicity studies, and the final rule
has been meodified to aliow either
inhalation or oral routes for these tests.
EPA believes there will be severe
meathodelogical problems associated
with performing the developmental and
reproductive toxicity tests by the
inhalation route. The most serious
problem is that dosing the dams by
inhalation requires prolonged separation
from their offspring (Ref. 40). Because
the reproductive land developmental
studies are complimentary, EPS has
concluded that they should be
conducted by the same route.

B. Oncogenicity

Hulg believes acetoxime is not a guod

analogue b e MEKGC is
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mutaganicity study are not an adequate
basis for reguiring a bicassay.

EPA has concluded that the Mirvish
study of acetoxime, while not sufficient
for use in quantitative risk assessment,
is sufficient to raise concern for the
possible oncogenicity of MEKQ, EPA’s
use of structurs-activity relationships
(8AR) in supporting the section
4{a}{1}{A) TSCA finding was upheld by
the D.C. Circuit Court of Appeals in
a case reviewing the {inal rule for 2-
Ethylhexanoic Acid (EHA, Ref. 39). The
court stated, “But Congress explicitly
contemplated that EPA would base test
rules on comparisons among structurally
similar chemicals” (Ref, 41). In addition,
the Third Circuit has suggested that
“structure-activity relationships” be
used even when there is uncertainty and
that such uncertainty may “highlight the
need for testing” (Ref. 42).

EPA believes the positive results from
the mouse lymphoma study of MEKO
provide further evidence that MEKQO
may be oncogenic.

Allied indicates that neither of the
hypothesized metabolites of MEKQ,
methyl ethyi ketone (MEK], or
hydroxylamine, have been implicated in
a positive carcinogenic response.

EPA believes MEKO itself may be
oncogenic. This alone is sufficient for
EPA’s findings under TSCA section
4(a){1}(A}. Furthermore, even if the
metabolites are not carcinogenic, there
is no assurance that the parent
compound {MEKO)] is not.

Allied believes that, because tumors
were cbserved in male rates in the study

- of acetoxime, the male rat would be an

adequate subject for testing MEKQ, and
testing females is not necessary.

EPA disagrees. Testing experience
and standard scientific references
indicate there may be substantial sex-

rent compounds, EPA is requiring

that females ss well as males be testad,
Adlied expressed general concern for

the unnecessary sacrifice of animals.
EPA shares this concern, and has

made gvery effort to design studies

which economize on the number of

animals while providing adequaie

bers {or acceptable statis

ysis. Indusiry may further reduc

the number of sni
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re presently no

fmal testing for
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ve there i3 no
j wo spacies in any
encogenicity study of BMEKO. They
binlieve testing should be limited to the
rat because the mouse is a poor test
spevies for a substance where they

believe the liver is the sole target organ.
Huls is concerned about using the
BSC3F1 mouse.

EPA disagrees, It has not been
established that the liver is the only
target for possible MEXO oncogenicity.
EPA requires data from two species
under it cancer risk assessment
guidelines. Thus, a negative single
species test would be insufficient
evidence to exonerate MEKQ. This
requirement is consistent with those of
the EPA Office of Pesticide Programs
and the Organization for Economic
Cooperation and Development (OECD).

EPA has not specified the strain of
mouse for testing MEKO, however, the
National Toxicology Program (NTP)
concluded that even with the variable
rate of background liver tumors in
males, the B6C3F1 mouse is an
acceptable speacies for oncogenicity
studies [Ref. 19). EPA would consider
the variable rate of background tumors
with other evidence in estimating
poiential human risk from MEKO.

Huls believes that the reporting
requirements should be extended to 65
months if conducted in only the rat and
79 months if both rat and mouse are
used.

EPA does not believe that MEKO
presents special testing problems
requiring an extension of the reporting
requirements,

C. Mutagenicity

Allied believes that because the
mouse lymphoma assay conducted on
MEKO was negative with activation,
MEKO would be deactivated by
enzymes in vivo.

EPA believes the positive results from
this mouse lymphoma study, without
activation, indicate that MEKC can

ctentially cause mutagenic effects. The
negative result obtained by using
enzymes in vitro does not necessarily
predict how MEKO would react in vivo,
nor how it would be processed by
human enzyme systerns. This
information must be obtained through
further testing. In additicn, EPA found
that hydroxylamine, a possible
53 lita of MEXKQ, and
hydroxylamine hydrochloride, a
structurally related chemical, are
mutegenic in a variety of test systems
Yefs. 6 and 7). Therefore, MEKO may
1 y
y
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also be mutagenic, Allied noted tha
hydroxylaming is active in vitro but not
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EPA believes in vitro studies indicate
that hydroxylamine is intrinsically

®
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mutagenic, and are sufficient to raise
concem for MEKO. Further study is
needed to determine the mutagenic risk
of MEKO itself. ’

Allied requests that in vitro
cytogenetics, sister chromatid exchange,
and Ames Sa/monelia studies of MEKO
being conducted by NTP be evalualed
before conducting mutagenicity studies
of MEKO.

EPA’s tiered testing system for both
gene mutations and chromosomal
aberrations is explained in detail in the
final test rules for C9 aromatic
hydrocarbon fraction (40 CFR 799.2175;
50 FR 20662; May 17, 1985}, and
diethylenetriamine {40 CFR 739.1575; 50
FR 21398; May 23, 1965). ,

NTP has indicated that the in vitro
cytogenetics and the in vitro sister
chromatid exchange studies conducted
by N'TP are negative {Ref, 31). EPA has
not reviewed the studies but will do so
when they are available. However,
regardless of the results of NTP's testing,
both the sex-relinked recessive lethal
assay in Drosophiia and an in vivo
mammalian bone marrow cytogenetics
test are required to confirm the negative.

D. Developmental and Reproductive
Toxicity

Allied proposed that a protocol
combining developmental toxicity,
neurotoxicity, and reproductive toxicity
be devised.

EPA believes that a combined
protocol testing for neurotoxicity,
developmental toxicity, and
reproductive toxicity will compromise
the results of these studies.
Developmental and reproductive tests
require different exposure pericds and
different dose levels. Neurotoxicity tesis
also require longer exposure times than
the developmental test {Ref. 24, 25, and
40}. Theoretically, the neurstoxicity and
reproductive studies could be combined.
However, at this time, the commenter
failed to establish that it can be dons
successfully.

Alliad disagrees with EPA’s
interpretation of data used to support
the need for reproductive toxicity testing
of MEKO. )

Although EPA believes data from the
13-week subchronic toxicity study {Ref.
30) are inadequate to prove that MEKO
causes hypospermatogenesis, these data
sirongly suggest that MEKO may cause
adverse effects on male reproductive
organs {Ref, 25).

Allied questions EPA’s use of
Ramaija's study with hydroxylamine
{Ref. 31} to support the need for
reproductive toxicity testing, and
especially the use of spermatogenesis
staging studies.

Although the Ramaija data do not
prove conclusively that hydroxylamine
is a reproductive toxicant, EPA believes
the data suggest that hydroxylamine has
adverse effects on spermatogenesis and
embryonic viability. These study results
support concern for the potential
reproductive toxicity of hydroxylamine,
and hence of MEKO. We also believe
that if reproductive toxicity testing is to
be conducted, it would be prudent to
include the “histopathology of the tests
with staging of the sperm” as outlined in
the proposed rule. We do not concur
with Allied that staging of sperm is only
appropriate for compounds that are
metabolized slowly. The purpose of the
staging study is to determine if a
particular stage of sperm development is
uniquely sensitive to the toxic effects of
& compound. For this purpose
quantitation is not necessary. Since
spermatogenesis is a continual process,
and not a cyclic process, all stages of
sperm development will be present and
exposed to a compound even if the
compound is metabolized and
eliminated rapidly, Although the data
from the study by Ramaija are of limited
value because of the high doses used,
they do not provide suggestive evidence
that specific stages of sperm
development may be more sensitive to
the effects of hydroxylamine than other
stages.

Allied questions EPA’s use of the
available information on hydroxylamine
as support for developmenial toxicity
testing of MEKO.

EPA considers none of the studies
available on the developmental toxicity
of hydroxylamine to be adequate for
risk assessment. However, these data
are considered sufficient to raise
concern for the developmental toxicity
potential of hydroxylamine. Since
hydroxylamine is a possible metabolite
of MEKO, EPA believes MEKO may also
be developmentally toxic.

Allied considered the resulis of two
developmental toxicity tests {Ref. 16} to
be contradictory and thus insufficient to
support developmental toxicity testing,

EPA disagrees {Ref. 25). Both studies
demonstrated increased freguencies of
skeletal anomalies and grossly
malformed fetuses. Because MEKO is
structurally related to the chemicals
from these studias, MEXO may cause
similar effects.

E. Neurctoxicity

Allied and Huls believe that existing
data for MEKO indicate it iz unlikely
that MEKQ will cause neurotoxic
effects.

As a matier of testing policy, the
substantial production, the substantial
potential exposure to MEKO, and the

lack of adequate neurotoxicity data
justify definitive testing under TSCA,
The available data are limited {Refs. 1,
16 and 24). There is no evidence that
other than gross cage side cbservations
were conducted in any of the existing
studies, and EPA believes data from
these studies is inadequate for
evaluating the potential for neurctoxic
affects from MEKQO,

If neurctoxicity testing is to be
conducted, Huls recommends that
satellite groups be added to the
subchronic probe study for the
oncogenicity test to conserve animals.

As prescribed in 40 CFR 798.6400, the
neurstoxicity tests may be combined
with any other toxicity test as long as
ong of the requirements of either are
violated by the combination.

Huls commented that, only if
pathologic evidence from examination
of a variety of neurologic tisses provides
reason for concern, should the
additional proposed neurotoxicity
testing be required,

No data were provided by the
commenters to support their contention
that a persistent nervous system effsct
must have a basis in observable
pathology. EPA does not agree that only
those chemicals that test positive for
neuropathological effects warrant
testing for functicnal or behavioral type
effects, The National Academy of
Sciences also supports the consideration
of both behavior and pathology in
evaluation of neurotoxic effects {Refs.
43, 44, 45).

Allied believes that EPA has not
considered the availability of coniract
laboratories te conduct the
neurctoxicity studies.

EPA has determined that laboratories
are available to complete the
neurotoxicity testing requirements for
the MEKO final rule (Ref. 38},

F. Pharmacokinetics

Allied believes that the
pharmacokinetics test guideline has not
undergone full scientific and technical
evaluation and comment.

Because numerous comments were
received on the generic
pharmacokinetics guideline published in
the MEKO propesed rule {53 FR 35838;
September 15, 1988), EPA has decided to
reevaluate the pharmacokinetics test
standard and reporting requirements for
MEKO. EPA plans o promulgate the
pharmacekinetics test standard and
related reporting requirements for
MEKO in a separate rula.

G, Exposurs

Allied contends that MEKO has
insufficient expesure potential to pose
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unreasonable risk of injury since
workplace exposure is controlled during
manufacture, and consumer and
cocupational exposure to MEKO from
paint is low. In support of this claim,
Allied submitted the regults of an
exposure study {(Ref. 21}

EPA has reviewed this study (Ref, 20}
and has found that the methodology
usad by Allied in developing exposure
gstimates was similar to the
methodolegy used by EPA. Furthermore,
the MEKO exposure iavels and number
of people exposed agree with or exceed
those previously estimated by EPA. EPA
has found that individual exposure
estimales can vary a great deal with
small changes in the assumptions used
for the calculations. Exposure to MEXO
is a range of values depending upon
factors like ventilation, application
method, duration, amount of paint used,
and othera. Moreover, as risk is a
function of loxicity and exposure, levels
of exposure have no meaning for
determining risk until testing is
cenducted to determine the toxicity of a
chemical. EPA believes the potential
exposure to MEKO both with regard to
the large numbers of individuals
exposed and the duration and levels to
which they are exposed are sufficient to
support the TSCA section 4 {a){1) (A}
and {B) findings.

H. Economic Impact

Allied believes that the cost of testing
will force Allied to abandon ifs
production of MEKO., They state that
price competition for Meko is keen, and
foreign suppliers respond aggressively o
opportunities to gain market share.

EPA believes that even though the
annualized costs of testing may aprear
high relative to the product price, other
factors indicate that the potentisl for
economic impact is moderate. Because
there are no cost-effective substitutas
for MEKO, the price of MEKO can be
incraased to covar the cost of testing. In
addition, because small quantities are
used in paints, the increased cost of
MEKO would have little effect on retail
paint prices. EPA believes the markat
for atkyd resin paints is velatively
stable, and alkyd resin paint
manufacturers will continue to use
MEKD in their formulations, {
FPA believes the market strusture of
MEX( may change, but the mar
support testing for MEKO, and MEE
will continue to be available to de
users,

EPA cost reimburzement proceduras

gubject all manufaciurers and importe
undsr the rule, to the s guiremant
for cost reimbursement. EPA has nat

received adeguate information for
ainating the cost structur :

suppliers or of Allied. Foreign suppliers
could use subsidies, ag Allied has
claimed, to increase market share, But,
EPA believes subsidies could be used
independent of a test rule for MEKO,

Allied believes the anti-skinning agent
market will be eliminated in 5 years and
that a 5-year amortization period will
more than double EPA’s estimated
annual burden,

EPA notes there is some indication of
a possible decline in the demand for
alkyd resin paints, but does not believe
that the anti-skinning market will be
eliminated in 5 ysars, Nonethsless, EPA
used Allied’s estimate of a 5-year
amortization period as a worst case
scenario, The increase does not -
apprepach the price of the substitutes
for MEKO. No data have been provided
to EPA to justify use of a 5-year
amortization period.

Allied claims key economic
determinants of competition
profitability, and historical prics
competition were neglected in EPA's
economic analysis,

EPA requested information on cost
structure, profitability, and historical
price competition (Ref. 28). Additional
information provided to EPA was
inzdequate to change EPA’s analysis of
economic impact. However, EPA
acknowledges that Allied may leave the
MEXO market.

Allied believes the total cost of testing
will be $2.3 miilion.

EPA estimates that testing will cost
between $1.4 end $1.9 million. Allied has
not substantiated its claim for higher
costs; and, without further information,
EPA cannct justify using higher cost
estimates. Nonetheless, using Alliad’s
cost figures does not significantly
charnge the economic viability of MEKO
and does not change the conclusion of
the economic analysis.

11, Fioal Test Rule for MEKD
A, Findings

Although findings under either section
4{a)(1]} [A] or (B) may independently
support testing, EPA is basing its
oncogenicity, mulagenicity,
devalopmental toxicity, reproductive
toxicily, neurotoxicity, and
pharmacokinetics testing for MEXO on
the authority of section 4(a)(1) (A} and
(B) of TSCA.

Under section 4{a){1){8)}{i} of TSCA,
EPA finds that MEKO is produced in
substantial quaniities and there may be
substaniial human exposure to MEKO
during its manufacturs, processing, and
ude,

Although the total annual production
of MEKG is confidential business

infoermation {CBY, public information

indicates the total imports and domestic
annual production are in excess of 5
million pounds per year (Ref. 2). Over
two million consumers may be exposed
to MEKO through use of cil-based
paints. In addition, consumers may be
exposed to MEKO through use of
household cleaning products and
adhesives, caulking, and repair products
(Refs, 3, 4, and 8). An estimated 900,000
professicnal painters may be routinely
exposed to MEKO through use of cil-
based paints {Ref, 14}, and an estimated
12,000 workers in 1,500 plants may be
exposed through manufaciure and
processing of MEKC (Refs. 10 and 11).
EPA finds that this production volume
and potential exposure to large numbers
of consumers and workers constitutes
sufficient basis for making a finding
under section 4{a}{1}(B){i) of TSCA.

Under section 4{a}{1){A)(i}, EPA finds
that the manufacture, processing, and
use of MEKO may present an
unreasonable risk of injury to human
health due to its potential to cause
oncogenic, mutagenic, reproductive,
developmental, and subchronic effects.
The finding for potential oncogenic risk
is based upon data which indicate that
acetoxime, a structural analogus of
MEKO, caused benign and carcinogenic
hepatocellular tumors in mice {Refs. 5
and 8). In addition, MEKO is positive in
the mouse lymphoma gene mutation test
{Ref, 28) which also raises concern that
MEKO may be oncogenie.

The finding for potential mutagenic
risk iz based on data indicating that
MEKO caused gene mutations in a
mouse lymphoma test (Ref. 28). In
addition, data on hydroxylamine, a
possible metabolite of MEXKO, indicates

" hydroxylamine is mutagenic in various

systems (Refs, 8 and 7). Because there is
concern for potential mutagenicity from
hydroxylamine, there is concern for
potential mutagenci risk from MEKO.
The finding for potential raproductive
rigk is based on adverse effects on the
tests of rats from a 90-day exposure to
MEXD {Ref. 8). In addition,
hydroxylamine, a possible metabolite of
MEKO, appears to adversely affest
spermatogenesis, mammary gland
development, prolactin levels, sstrous
cycle, and development of Graafian
follicles (Refs. 5, 8, 35, 31, and 37). These
resulis suggest potential reproductive
risk from MEXO,
I'se finding for potential
developmental risk is bassd on data
from tests on MEK, a possible
metabolite of MEKO, which indizate
that MEK causes skeleta] and soft tissue
abnormalities in rats at 1,000 ppm and
goft issue abnormalities in rats at 3,900
ppm {Ref, 13}, In addition, data on
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hydroxylamine {Refs, 5, 8, 30, 82, 37, and
39}, another possible metabolite of
MEKO, suggest that hydroxylamine is
developmentally toxic. These studies on
the metabolites of MEKO suggest that
AEKD may also potentially cause
developmental efects.

The finding for potential blood effects
risk is based on data from a 80-day oral
toxicity study of MEKO {Ref, 30} which
suggest that MEKO induces hemolytic
anemis in the rat with compsensalsry
erythropoiesis as described in unit ILE.3.
of the proposed rule {53 FR 35838;
September 15, 1888}, and supporis
concern for the risk of blood effecis from
MEKO,

Although the available data on blood
gffects are adequate for risk assessment,
it may be in the interest of those subject
to this rule to further assess blood
effects. The 80-day subchronic study
{Ref. 30} does not provide & no-
observed-adverss-effect level (NOAEL)
for blood effects for MEKO. Uncertainty
factors would be added to the lowest-
observed-adverse-effect level (LOAEL)
to establish acceptable levels of
exposure. Testing to determine the
NOAEL for blood effects associated
with subchronic and chronic exposure
would reduce the uncertainty in
evaluating these effects.

The NOAEL for blood effects could be
established in the subchronic range-
finding studies for the MEKO
oncogenicity test. These data shouid be
developed according to the test
guidelines at 40 CFR 798.2650, modified
to direct specific atiention towards the
hematology profile. Hematology
determinations (hematocrit, hemoglobin
concentrations, erythrocyte count, total
and differential leckocyte count, and a

measure of clotling potential such as
clotting time, prothrombin time,
thromboplastin time, or platelet count,
and certain clinical bischemistry
determinations on blood] could be made
on all groups, including controls, at day
30 and at day 90 of the test period for
the rat. A chronic NOAEL for blood
effects could be obtained by modifying
the oncogenicity study to include
hematelogy and blood biochemistry.
This could be accomplished by
modifying the oncogenicity test
guideline at 40 CFR 788.3300 1o include
hematology determinations and certain
clinical biochemistry determinations on
blood for rats, in accordance with 40
CFR 788.3329, the combined chronic
toxicity/oncogenicity test guideline.
Satellite groups of rats may be
necessary to avoid stress to the test
animals from blood sampling and to
provide sufficient animals for adequate
bloed coliections.

The findings for the potential health
effects as listed above along with the
exposure cited above {Refs. 2, 3, 4, 9, 10,
11, and 14) are sufficient to support
EPA’s finding that the manufacturing,
processing, and use of MEKO may
present an unreasonable rigk of injury to
human heaith.

Under section 4{a}(1) {A)(ii) and
{B){ii), EPA finds that there are
insufficient data and experience from
which the potential oncogenicity,
mutagenicity, reproductive toxicity,
developmental toxicity, and
neurotoxicity from manufacturing,
processing, and use of MEKO can
reasonably be determined or predicted.

Under section 4(a)(1) {A)(iii) and
{B){iii), EPA finds that testing of MEKO
is necessary to develop such data for

oncogenicity, mutagenicity, reproductive
toxicity, developmental toxicity, and
neurctoxicity, EPA believes the data
resulting from this testing will be
relevant to a determination as to -
whether manufacturing, processing, and
use of MEKO does or does not present
an unreasonable risk of injury to human
health.

Because of the concerns for
oncogenicity, mutagenicity, blood
effects, reproductive toxicity, and
developmental toxicity for the described
exposures to MEKOC, EPA finds that
pharmacokinetics testing is necessary,
Pharmacokinetics data will be used for
making extrapolations of toxicologic
data from species o species, from route
to route of administration, and from high
to low doses, Pharmacokinetics data
will be used to detect differences
beiween sexes relative to the metabolic
processes of absorption, tissue
distribution, biotransformation and
excretion. In addition, these data will
show if metabolic processes are
modified by different routes of
administration or by repeated dosing.

B. Required Testing and Test Standards

On the basis of the findings presented
in Unit IILA. of this preamable, EPA is
requiring that health effects testing be
conducted for MEKOQ. The tests shall be
conducted in accordance with EPA’s
TECA Good Laboratory Practice
Standards in 40 CFR part 792 and in
accordance with specific test standards
basged on the guidelines set forth in 40
CFR part 788, or other published test
methods as specified in this test rule
and enumerated in the following Table.

REQUIRED TESTING, TEST STANDARDS AND REPORTING REQUIREMENTS FOR MEKQO

Test Reportin, Nutmber(gf
( interim
Test ?ignggrg r;(eagline f%r month)
citation) final report * reports
required
Health Effects:
Oncogenicity, oral/inhalation 8 798.3300 53 3
Davelopmental toxicity, oral §798.4900 15 2
Reproductive toxicity, oral § 798.4700 29 4
Sex-linked recessive lethal assay in Orosophila...... §798.5275 18 2
in vivo mammalian bone marrow cytogenetics tesis:
Chromosomal analysis, oral/inhalation $798.5385 14/17 2
of
Micronucieus assay, oral/inhalation . §798.53585 18/17 2
Functional observational battery: Acute and subchronic, oral/inhalation § 798.6050 18/21 2
Motor activity test: Acute and subchronic, oral/inhalation §798.6200 18/21 2
Neuropatioclogy: Subchronic oral/inhalation § 798.6400 18/21 2
Pharmacokinetics 2 %) ()

* Nurmber of months, bsginning with the effective date of this rule. These reporting requirements have been adjusted from those specifisd in the proposed ruis o

e consistent with other test ruies under 3ection 4 and to aflow additional time if inhalation-testing is conducisd:

= Pharmacokinetics test standard and reporting requiremants wiil be promulgated at a-later-date.

% [Resarved].
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The heaith effects tests to be
conducted for MEKQ are: (1) An oral or
inhalation 2-year encogenicity study,
using the guideline at 48 CFR 783.3300;
(2} an oral 2-species developmental
tendeity study using the guideline at 40
CFR 798.4900; (3 } an oral 2-generation
repreductive toxicity study using the
guideline at 40 CFR 798.4700 and
m.,,mdmg histopathology of the ovaries,
and vaginai cytology for the last 8
weeks prior fo mating to monitor the
estrus cycle; {4) sax-linked recaszsive

athal gene mutation assay in

Drosophila using the guideline at 40 CFR
798.5275, {5} oral cr inhelation in vivo

mammalian bone marrow cytogenetics-
te:;i uaing the guideline for eithar the
chromosomal analysis 2t 40 CFR
798.5385 or the micronucleus assay at 40
CFR 798.5385; and 8) acute and
subchkronic (80-day) oral or inhalation
neurotoxicity tests, including: a
functional ebservstional battery using
the guideline at 40 CFR 798.6050, and &
motor activity test uging the guideline at
40 CFR 798.6260, and subchronic
neurspathology using the guideline at 40
CFR 798.6400.

The test guideline for the two-
generation reproductive toxicity test (40
CFR 798.4700) in the test standard for
MEKO is modified as foillows: The
integrity of the various cell stagas of
spermatogenesis shail be determined,
with particular attention directed
toward echieving optimal guality in the
fixation and embedding. Preparations of
testicular and associated reproduciive
organ samples for histology “should
follow the recommendations of Lamb
and Chapin {Ref. 48), or an egquivalent
nrocedure. Histopathology o of the teates
shall be conducted on all P and F; adalt
males at the time of sacrifice, and
histological analyses shall include
evaluations of the spermatogenic cycle,
i.e., the presence and integrity of the 14
cell stages, These evaluations should
follow the guidance providad by
Clermont and Percy {Ref, 47}
Information shall also be providad
regarding the nature and Ee‘ el of lesions
observed in conirol animals for
cegnparative purposes,

Dzta on female cyclicity shall be
gbiained by perfarmz‘ g vaginal sm
and cytology in parental (F} and §
generation {F:] females over ﬂ:e zﬁ'? 3

weeks prior to mating. The cell staging
tachnioue of Sadleir (Refl 33}, and the
3 3 d in Hafez (Ref, 24)
vaginal smear metho in Hafez (Ref, 34),
or equivalent methods should be used.
hether the

Duta ghail be p“{:wz;mi on whe

3&1 is cycling and the cycle length.
and F; females shall continue to be
nesei to MEKG for at least an

additional 2 weekas following weaning of

it

offspring to permit them to begin cycling
once again. They shall then be sacrificed
and their ovaries shall be serially
sectioned with a sufficient number of
sections examined to aaequage y detail
oocyie and follicular morphology. The
methods of Mattison and Ths"glerswj
{Ref. 35} and Pederson and Peters {Ref.,
38] may pmmue guidance. The sfrategy
for sectioning and evaluation is left to
the discretion of the in‘ae%'gator, but
shall be described in detail in the
protacel and final report. The nature
and background level of lesious in the
control tissue shali also be noted. Gross
and Lis»oyaﬁ*e‘aéic evaluations shall be
conducted on the mammary glands in Fy
femeles and second generation {F:} pups
sacrificed ai weaning and in adult {F:)
females at the termination of the study.
Any abnormalities shall be described in
the final report.

An in viiro mammalian cytogenetics
asssy, and a sister chremanu exchange
test on MEKQO were conducted by NTP,
which indicates that both of these tesis
were negative (Ref 31). NTP is also
conducting a gene mutation assay in
Salmoneilo. EPA will evaluate this
information along with lower-tier

“fagemmty data developed through
this test rule to determine if the mouse
visible specific locus assay, the rodent
domin ant lethal assay, the redent
heritable transiocation assay, or other
mutagenic testing is necessary for
MEKQ. These upper-lier mutagenic tesis
are not being required at this time. EPA
is requiring that the TSCA Health
Effects Testing Guidelines referenced in
the table, including all modifications
made herein, be the test standards for
the required tests for MEKO. The TSCA
testing guidelines for health effects
testing spacily gensrally accepted
minimum conditions for determining the
heealth effects for substances such as
MEKQ to which humans arz exposed.

¢, Test Substance

EPA iz requiring that Z&:’IEZ"O of at
percent purity be used as the

lEé 81 99

tas* bs'{ anca. MEKO of this purity is
ommerciaily available. EPA has

spacified a relatively pure substance for

teting because EPA {5 interested in
evaluaiz’:?g the effects attributable te
K ftsell

3} of TSCA spacifies
4 for which EPA makes
fion ) findings (manufacture,
dxstmuuuon in commerce,
se, an d!f‘;f' disposal) determine who
sars the responsibility for testing a
chemical. Manufacturers and parsons
vwho intend to manufacture the chemical
are reguired to test if the findings are

rE:

based on manufacturing {f ma“ufa cture”
is defined in section 3{7) of TSTA to
include “Import”). Processer and
persons who intend to proces& the
chemical are required to test if the
fmdmﬂs are based on prosessing.

arzmactarers fmd pm-‘*"ss T8 a’t&

f 3

proreSe, V‘la dﬂem;cal are requin
if exposure giving rize to the
risk ocours during distribution =°
commerce, use, or disposal o of the
chemical.

Besause EPA has found that there are
insufficient data and experience to
reasonabiy determine oz predict th
effects of the manufacture, pmcesemb,
and use of MEKO on human health, EPA
is requiring persons who manufacture
and/er process, or who intend to
manufacture and,i’ or process MEKQ,
including persons who manufacturs or
process or intend to manufacture or
process MEKO as a byproduct, or who
import or intend to import products

which contain MEKO, at any time from

th effective date of the final test rule to

the end of the reimbursement period be
subject to the testing F"QL irements
contained in this final rule, Persons whe
manufacture, import, or process MEKO
cnly as an impurity are not subject to
these requirements, The end of the
reimbursement pariod shall be at least 5
years after the last final report is
submitied, but if it takes longer than 5
years to develop the data, the
reimbursement pericd shall be extended
an amount of time equal to that which
was required to develop the data,

Because TSCA contains provisions io
avoid duphcatlve aeahng, not every
perason subject to this rule must
individually conduct tes*mg Section
£b}3)(A) of TBCA provides that EPA
may permit two or more manufacturarg
or processcrs who are subject to the rule
to dﬂsigﬂate one such person or a
qualifizd third person to conduat the
tests and submit data on their behalf
Section 4(c) provides that any person
raquired to test may apply to EPA for 2n
exemption from the requirement. EPA
promulgated prosedures for applying for
TECA section 4{c) exemptions in 40 CFR
part 780

Rﬁdni\zinture rs {including importers)
subject to this rule are required to

submit either a letier of intent to
'oek%l,.ux tzating or an exe mpiz 323
Appl cation within 30 day
effective date of the £ :
required procedures for &1 zbmz"s?isz’
ietiers aad appications a
40 C art 780,

Pmﬂedsms subjsci to this

ed to test

) '«4

rule, unless
they are also ma uai’au’f rers, are not
required to submit letters of intent av
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exemption applications, or to conduct
testing, unless manufacturers fail to
submit notices of intent to test or later
fail to sponsor the reguired tests, EPA
expects that the manufacturers will pass
an appropriate portion of the costs of
testing on to processors through the
pricing of their products or other
reimbursement mechanisms. If
manufacturers perform all the required
tests, processors will be granted
exemptions automatically. If
manufacturers fail o submit notices of
intent to test or fail to sponsor all the
required tests, EPA will publish a
separate notice in the Fedsral Register
to notify processors to respond; this
procedure is described in 40 CFR part
780,

EPA is not requiring the submission of
equivalence data as a condition for
exemption from the required testing for
MEKOQ. As noted in Unit IV.B,, EPA is
interested in evaluating the effects
attributable to MEKO itself and has
specified a relatively pure substance for
testing.

Manufacturers and processors subject
to this test rule shall comply with the
test rule development and exemption
procedures in 40 CFR part 790 for single-
phase rulemaking.

E. Reporting Reguirements

All data developed under this rule
shall be reported in accordance with
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
subrnit individual study plans at least 45
days prior to the initiation of each test.

EPA is required by TSCA section
4{b)(13{C) to specily the time period
during which persons subject to a fest
rule must submit test data, EPA’s
reporting requirements for each of the
test standards are specified in the table
in Unit HLB. Note that longer reporting
periods are provided for inhalation tests
to calibrate and set up inhalation
chambers. Progress reports for all tests
are required at 8-month intervals
starting 6 months from the effective date
of the final test rule,

TSCA saction 14{b) governs EPA
disclosure of test data submitied
pursuant to section 4 of TSCA. Upon
recelpt of test da iired by this rule,

ill publist ice of receipt in
as requivad by

o

tion xiE
Porsons who export a chamical which
is pubject o a section 4 {est rule are
bisct to the export reporting

irements of section 12{b] of TSCA.

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
MEXO must report to EPA the first
annual export or intended export of
MEKO to each country. EPA will notify
the foreign country concerning the test
rule for the chemical.

F. Enforcement Provisions

EPA considers failure to comply with
any aspect of a section 4 ruletobe 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}
Bstablish or maintain records, {2} submit
reports, iotices, or other information, or
{3) permit access to or copying of
records required by TSCA or any rule
issued under TSCA. Section 15{4) makes
it uniawful for any person to fail or
refuse to permit entry or inspection as
required by TSCA section 11. Section 11
applies to any "* * * establishment,
facility, or other premises in which
chemical substances or mixtures are
manufactured, processed, stored, or held
before or after their distribution in
commerce * * *" EPA considers a
testing facility to be a place where the
chemical is held or stored and,
therefore, subject to inspection.
Laboratory inspections and data audits
will be conducted periodically in
accordance with the authority and
procedures outlined in TSCA section 11
by duly designated representatives of
the EPA for the purpose of determining
compliance with the final rule for
MEKO. These inspections may be
conducted for purposes which include
verification that testing has begun,
schedules are being met, and reports
accurately reflect the underlying raw
data, interpretations, and evaluations,
and to determine compliance with TSCA
GLP Standards and the test standards
established in the rule,

EPA’s authority to inspect a testing
facility also derives from section 4(b}{1)
of TBCA, which directs EPA to
promulgate standards for the
development of test data. These
standards are defined in section 3(12){B)
of TSCA to include those requirements
necessary to assure that data developed
under iest rules are reliable and
requirements 88 are necsssar
provids such asssurang
that laboratory i
Ty 1o prov
ators of TSCA are subject
criminal and civil liability, Persons who
submit materially misleading or false
information in connection with the

s
24

requirement of any provision of this rule
may be subject to penalties which may
be calculated as if they never submitted
their data. Under the penalty provisions
of section 18 of TSCA, any person who
viclates section 15 of TSCA could be
subject to a civil penalty of up to $25,000
for each viclation with each day of
operation in violation constituting a
separate violation. This provision
applies primarily to manufacturers who
tail to submit a letter of intent or an
exemption request and continue
manufacturing after the deadlines for
such submissions. This provision also
applies to processors who fail to submit
a letter of intent or an exemption
applicaticn and continue processing
after EPA has notified them of their
obligation to submit such documents
{see 40 CFR 750.48(b)). Knowing or
willful violations could lead to the
imposition of criminal penalties of up to
$25,000 for each day of violation,
imprisonment for up to 1 year, or both,
In determining the amount of penalty,
EPA will take into account the
seriousness of the violation and the
degree of culpability of the violator, as
well as all the other factors listed in
TBCA section 18, Other remedies are
available to EPA under section 17 of
TSCA, such as seeking an injunction to
restrain viclations of TSCA section 4.

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

IV, Economis Analysis

To assess the potential sconomic
impact of this rule, EPA has preparad an
economic analysis {Ref, 2) that
evaluates the potential for significant
sconomic impact on the industry as a
result of the required testing. The
economic analysis estimates the cosis of
conducting the required testing and
shuates the potential for significant
adverse economic tmpact as a result of
these tests costs by examining four
market charact ics of MEKO: Price
g sty of demand, industry cost
istics, indusiry structure, and
ectations. Since, in the case
O, preliminsry analysis

some potential for significant

economic impact, 8 more comprehensive

and detalled analysis was conducted to
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maore precisely predict the magnitude
and distribution of the expected impact.

Total testing costs for MEKO are
estimated to range from $1.4 to 81.9
million. To pradict the financial de
making practices of manufacturing
firms, ihese costs have been annualized.
Annnalized costs are compared with
enmual revenue as an indication of

stential impact. The annualized costs
represent equivalent constant costs
which would have to be resouped each
year of the payback period to finance
the testing expenditure in the first year.
EPA recognizes that inhalation exposure
during toxicity testing is more expensive
than cral dosing. However, since
exercizing this option is voluntary, its
cost has not been included in the
economic analysis.

The annualized test costs, calculated
using & cost of capital of 7 percent over
a period of 15 years, range from $150,000
to $205,000. Though the annualized unit
costs of the tests relative to the product
price of MEKO appear to be high, EPA
beolieves that the potential for adverse
economic impact iz moderate, This
conclusion is based on the following
observations: Demand for MEKO
appears o be inelastic with respect to
price in its largest end use as an
antiskinning agent in alkyd paints
because of the higher price of
substitutes, and the market for MEKO
appears to be stable.

Refer to the economic analysis which
is contained in the public record for this
rulemaking for a complete discussion of
test cost estimation and potential for
economic impact resulting from these
costs (Ref. 2). Some of the information
reviewed in the economic analysis is
confidential business information and
not available for public review.
However, consideration of this
information does not change the
conclusicns of the economic analysis.

Y, Availability of Test Facilities and
Personnel
Section 4{b¥{1) of TSCA requires EPA

to consider the reasonably foreseeable
availability of the facilities and
personnal needed to perforin the testing
required under the rule. Therefore, EPA

cnducted a study to assess the
availability of test facilities and
personnel to handle the additional
demand for testing services created by
section 4 test rules, Coples of the study,
Chsmical Testing Industry: Profile of
Toxicological Testing {PB 82-140773),
can be obtained through the Naticnal
Technical Information Service (NTIS),
5285 Port Royal Road, Springfield, VA
22161 or the docket for this rule. On the
basis of this study, EPA believes that
there will be available test facilities and

personnel to perform the testing
spacified in this rule.

EPA has recently reviewed the
availability of contract laboratory
facilities to conduct the neurctoxicity
testing requirements {Ref. 38} and
belisves that facilities will be availabls
for conducting these tests. The
laboratory review indicates that fsw
laboratories are currently conducting
these tests according to TSCA test
guidelines and TBCA GLP Siendards.
However, the barriers faced by testing
laboratories to gear up for these tesis
are not formidable. Laboratories will
need to invest in testing equipment and
peraonne!l training, but EPA believes
that these investments will be recovered
as the neurotoxicity testing program
under TSCA section 4 continues. EPA’s
expectations of laboratory availability
were borne out under the testing
reguirements of the G aromatic
hydrocarbon fraction test rule at 40 CFR
799.2175. Pursuant to that rule, the
manufacturers were able to contract
with a laboratory to conduct the testing
according to TSCA test guidelines and
TSCA GLP Standards.

V1. Rulemaking Record

EPA has established a record for this
rulemaking proceeding (docket number
OPTS5-42088A). This includes:

A. Supporting Documentation

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

{a) Notice containing the ITC's
recommendation of MEKO to the Pricrity List
(50 FR 41417; Nov. 14, 1988) and commentis on
BMEKQO in response to that notice.

{b} Methy! Ethy! Ketoxime; Proposed Test
Rule and Proposed Pharmacckinetics Test
Guideline (53 FR 35838; September 15, 1988).

{c) Rule requiring TSCA section 8{a) and
8{d) reporting on MEKO {51 FR 41328; Nov.
14, 1888).

(d} TSCA test guidelines cited as test
standards for this rule, 40 CFR part 768,

(&] Final rule on Ethyltcluenes,
Trimethylbenzenes, and the O Aromatic
Hydrocarbon Fraction {50 FR 20652; May 17,
1885},

{f) Final rule on Disthylenetriamine (58 FR
21398, May 23, 1985}.

(2} Communications before final
rulemaking, consisting of:

{a) Written public comments and letters.

(b} Meeting suminaries.

{c} Telephone contact reports,

(3} Reports-—publiched and unpublished
factual materiais including: Chemical Testing
Industry: Profile of Toxicological Testing
(Cetober, 1981},
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{33) Sadleir, R. M. F, 8. “Cycles and
Seasons.” In: "Reproduction in mammals; L.
Cerm cells and fertilization.” Austin, C. R.
and Short, R, V,, eds. New York, NY:
Cambridge Press Chapter 4. (1978).

{34} Hafez, E. 8, (Ed), “Repredaction and
breeding techniques for laboratory animals”
Chagpter 10. Lea and Febiger (Pub).
Philadelphia, PA, (2970},

(38) Mattison, D. R. and Thorgiersson, 8. 8.
“Ovarian aryi hydrocarben hydroxylase
activity and primordial ogevie toxicity of
polycyclic eromatic hydrocarbons in mice.”
Cancer Ressarch, 39:3471-3475. {1978,

(36) Pederson, T. and Peters, H. “Proposzal
for classification of oocytes and follicles in
the mouse ovary.” “Journal of Reproduction
and Fertility”, 17:555-557. {1988).

(37} USEPA. Review of Strategy on
Propesed Testing of MEKO. Intra-agancy

orandum from E. i :

thand E
Office of T
Saptember 18, 1687},
LISEPA. Bvsluation

3 F.2d4 877, ¢

3rd Civ. 1988}
Nationai Acad

Evaluating Chemicals in the Environment.”
National Academy of Sciences, pp. 196-218,
Washington, DC {1875).

{#4] National Academy of Sciences/
National Research Council. “Principles and
Procedures for Evaluating the Toxicity of
Household Substances.” National Acedemy
of Sciensces, pp. 111-118. Washington, DC
(1977}

{45} National Academy of Sciences/
National Research Council. “Toxicity Testing:
Strategies to Determine Needs and
Privrities.” National Academy of Sciences,
Pp. 62-84 and 168-174, Washington, DC
{1204),

{48) Clerment, Y. and Percey, B,
“(uantitative study of the cell population of
the seminiferous tubules in immature rats,”
“American Journal of Anatomy.” 100:241-267,
{1857).

{47} Lamb, ]. and Chapin, R. E.
“Experimental models of male reproductive
toxicology.” In: “Endocrine Toxicity.”
Thomas, §. A., Korach, K. 8., and McLachlan,
J. A. eds. New York, NY: Raven Press, pp.
85-115. {1925).

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
inspection in the TSCA Public Docket
Office, R, G-004, NE Mall, 401 M Street
SW., Washington, DC, from 8 a.m. t0 4
p.m., Monday through Friday, except
legal holidays.

Vii, Other Regulniory Beguirsmenis
A. Execuiive Grder 12291
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prganization of the testing effort; {2) they
will experience only very minor costs, if
any, in securing exemption from testing
requirements; and {3} they ave unlikely
o be afiected by reimbursement
requirements.

C. Paperwork Reduction Act

OMB has approved the information
collection requirements contained in this
final rule under the provisions of the
Paperwork Reduction Act of 1980 (44
U.8.C. 3501 of seq., Pub. L. 96-511,
December 11, 1980), and has assigned
OMB control number 2070-0033.

Public reporting burden for this
cellection of information is estimated to
total 12,534 hours and to average 1,253
hours per test, including time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing end reviewing the collection
of information. SBend comments or
information, including suggestions for
reducing this burden, to Chief,
Information Policy Branch, PM-223, U.S.
Environmental Protection Agency, 401 M
Street SW., Washington, DC 20480; and
to the Office of Information and
Regulatory Affairs, Office of
Management and Budget, Washington,
DC 20503,

List of Subjecis in 49 CFR Part 789

Testing, Environmental protection,
Hazardous substances, Chemicals,
Reacordkeeping and reporting
requirements.

Dated: August 28, 1988.

Victor J. Kimm,
Acting Assistant Administrator for Pesticides
and Toxic Substances.

Therefore, 40 CFR part 792 is amended
as follows:

PART 799 AMENDED]

1. The authority citation for part 789
continues to read as follows:
Authority: 15 U.S.C, 2603, 2611, and 2625.

2. By adding new § 789.2709, to read
as follows:

§ 799.2700 (RMethy! ethy! ketoxime,

(a) Identification of test substance. (1)
Methyl ethyl ketoxime (MEKQO, CAS No.
96-22-7) shall be tested in accordance
with this section.

(2] MEKO of at least 99 percent purity
shall be used as the test substance,

{b) Persons required to submit study
plans, conduct tests, and submit data.
All persons who manufacture (including
import) or process or intend to
manufacture or process MEKO,
including persons who manufacture or
process or intend to manufacture or

process MEKOQ as a byproduct, or who
import or intend to import products
which contain MEKQ, after the date
apecified in paragraph {e) of this section
to the end of the reimbursement pericd,
shall submit letters of intent to conduct
testing, submit study plans, conduct
tests and submit data, or submit

-exemption applications, as specified in

this section, subpart A of this part, and
parts 790 and 792 of this chapter for
single-phase rulemaking. Persons who
manufacture, import, or process MEKO
only as an impurity are not subject to
these reguirements.

(c} Heaith effects testing—(1)
Pharmacokinetics testing—{i) Required
testing, Pharmacokinetics testing shall
be conducted with MEKO in accordance
with paragraph {(c}{1)(ii) of this section.

(ii) {Reserved.]

(2) Oncogenicity—{i) Required testing.
Oncogenicity testing shall be conducted
in accordance with § 798.3300 of this
chapter,

(ii) Route of administration, MEKO
shall be administered either orally or by
irzhalation,

(iii} Reporting requirements. {A)
Oncogenicity testing shall be completed
and a final report submitted to EPA
within 53 months of the date specified in
paragraph {e) of this section.

(B) Interim progress reports shall be
submitted to EPA at 6-month intervals,
beginning 8 months after the date
specified in paragraph (e} of this section,
until submission of the final report to
EPA,

(3) Developmental toxicity——{i}
Regquired testing. Developmental
toxicity testing shall be conducted in a
rodent and a nonrodent mammalian
species in accordance with § 788.45090 of
this chapter.

(ii} Boute of adminisiration. MEKO
shall be administered orally.

(iif} Reporting requirements, {A)
Developmental toxicity testing shall be
completed and a final report submitted
{o EPA within 15 months of the date
specified in paragraph {e)} of this section.

(B) Interim prograss reports shall be
submitted to EPA at 6-month intervals,
beginaing & months after the date
specified in paragraph {e) of this section.

(4) Reproductive toxicity—{i)
Required iesting. {A) Reproductive
toxicity testing shall be conducted orally
in accordance with § 798.4700 of this
chapter except for the provisions in
paragraphs (c} (8}{iii) and {9){i} of
§ 798.4700.

(B) For the purpose of this section, the
following provisions also apply:

(1) The following organs and tissues,

or representative samples thereof, ghall |

be preserved in a suitable medium for
possible future histopathological

sxamination: Vagina, uterus, oviducts,
ovaries, {estes, epididymides, vas
delerens, seminal vesicles, prostate,
pituitary gland, and, target organ(s) of
all F and Fy animals selected for mating,

{21} Full histepathology shall be
conducted on the organs and tissues
listed in paragraph {c){4){i)}(B)(7} of this
section for all high dose and control P
and F, animals selected for mating,

(i1} The integrity of the various cell
stages of spermatogenesis shall be
determined, with particular attention
directad toward achieving optimal
guality in the fixation and embedding.
Preparations of testicular and
associated reproductive organ samples
for histology should follow the
recommendations of Lamb and Chapin
{1985) under paragraph {d){1) of this
section, or an equivalent procedure,
Histopathology of the testes shall be
conductad on all P and Fy adult males at
the time of sacrifice, and histological
analyses shall include evaluations of the
spermatogenic cycle, i.e., the presence
and integrity of the 14 cell stages. These
evaluations should follow the guidance
provided by Clermont and Percy (1957)
under paragraph {d){2) of this section,
Information shall also be provided
regarding the nature and level of lesions
obaerved in control animals for
comparative purposes. .

{#i7) Data on female cyclicity shall be
obtained by conducting vaginal cytology
in P and F, females over the last 3
weeks prior to mating; the cell staging
technique of Sadleir {1878) and the
vaginal smear method in Hafez {1978)
under paragraphs {d)(3) and (d}{7) of this
section, respectively, or equivalent
methods should be used. Data shall be
provided on whether the animal is
cycling and the cycle length.

{iv} P and F females shall continue to
be expesed to MEKO for at least an
additional 2 weeks following weaning of
offspring to permit them to begin cycling
once again. They shall then be sacrificed
and their ovaries shall be serially
sectioned with a sufficient number of
sections examined to adequately detail
cocyte and follicular morphology. The
methods of Mattison and Thorgiersson
(1979) and Pederson and Peters [1388)
under paragraphs {d) (4) and (5) of this
section, respectively, may provide
guidance. The strategy for sectioning
and evaluation is left to the discretion of
the investigators, but shall be described
in detail in the study plan and final
report. The nature and background level
of lesions in control tissue shall also be
noted.

{v) Gross and histopathologic
evaluations shall be cenducted on the
mammary glands in ¥ females and F,
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pups sacrificed at weaning and in adult
F; females at the termination of the
study. Any sbnormalities shall be
described in the final report,

(ii} Reporting requirements. (A}
Reproductive toxicity testing shall be
completed and a final report submitted
to EPA within 29 months of the date
specifizd in paragraph [e] of this section.

(B} Interim progress reports shall be
subiiited o EPA at §-month iniervals,
beginning six months afier the date
specified in paragraph {¢} of this section
until submission of the fingl report to
EPA.

(5) Mutagenic effects—gene
mutations—{3i} Reguired testing. The
sex-Uinked recessive lethal assay in
Drosophila shall be conducted with
MEKO in accordance with § 798.5275 of
this chapter.

(i1} Reporting requiremenis. (A} The

sex-linked recessive lethal agsay in

&
final report submitted to EPA within 18
months of the date specified in
paragraph (e} of this section.

(B} Interim progress reports shs
submitted to EPA at 6-month intervals
beginning 8 months after the date
apecified in paragraph {e) of this section,

(8) Muiagenic effecis—chromosomai
aharrations—{i) Required ieating. (A}
Axn in vive mammalian bone marrow
cytogenetics test shall be conducted

Ath MEKQ in accordance with either
& 745385 {chromosomal analysis) of
thig chapter, or § 788.5395 (micronucleus
asaay) of this chapter except for the
provisions in paragraphs (d)(5) (1), (i},
and {iv} of §§ 798.5385 and 7%8.5385.

{B] For the pwoose of this section, the
following provisions also apply i
§ 798.5385 of this chapter is used in
conducting the test:

{1} Dose levels and durction of
exposure. At least three dose levels
shall be tested. The highest dose tested
shall be the maximum tolerated doss or
that dose producing 3oime signs of
cytotoxinity {e.g. partial inhibiticn of
mitosig) or shall be the highest dose
atiainable. Under oral administration,
animals shall bs exposed cnce per day
for 5 comsecutive days. Under
administration by inhalation, animals
shall be exposed § hours per day for §
censecutive daya.

{2} Boute of administration. Animals
shall be exposed to MEKQ either arally
or by inhalation.

{C] For the purpose of this section, the
following provisions also apply if
§ 798.5395 of this chapter is ussd in
conducting the test:

(13} Dose levels and duration of
exposure. At least three-dose levels
shall be tested. The highest dose tested

shall be the maximum folerated dose or
that dose producing sume signs of
cytotoxicity [e.g., a change in the ratio of
polychromatic to normeochromatic
erythrocytes) or shall be the highest
doae attainable. Undsr eral
administration animals shail be exposed
once per day for 5 consecutive days.
Under adminisiration by inhalation,
animals shall be exposed 8 hours per
day for 5 consecutive days.

(2} Route of administration. Animals
shall be exposed to MEKO either arally
or by inhalation.

{if} Heporiing reguirements. (A} The
oral in vivo mammalian cytogenetics
test shall

if be completed and 2 final
vhmitied to EPA within 14

report 8
months of the date spesified in
sraph {2} of this ssction, The

5

cytogenast
a final repert submitted to EPA within

2 vivo mammalian
s test shall be completed and

]
€4 pma

17 months of the dale specified in
paragraph (e} of this section.

{Bj} Interim progress reports shall be
submitted to EPA at 8-month intervals,
ning 6 months after the date
ied in paragraph {e) of this section.
{7} Neuretoxicity—I{ij Required
tesiing—{A) Functional observaiional
Boitery. (1) A functional cbservational
battery shall be conducied with MEKO
in ecgordance with § 788.6050 of this
chapter except for the provisions in
paragraphs {(d} (8){ii}, (5). aud {8} of
§ 798.6050.

{2} For the purpose of this section, the
following provisions also apply:

{7} Route of exposurs. Animals shall
be exposed either oraliy or by
inhalation,

{if) Lower doses. The data from the
lewer doses shall show either graded
dose-dependent effects in at least two of

il the doses tested, including the
highest dose, or no neurotoxic
(behavioralj effects at any dose tested.

{{i7} Duration and frequency of
exposure. For the oral acute testing,
animals shall be exposed once. For the
oral subchronic testing, animals shall be
exposed once per day 5 days per week
for a 90-day pericd. For the inhalation
acutz testing, animals shall be exposed
for 6 hours for 1 day. For the inhalation
subchronic 1esting, animals shall be
exposed & hours per day 5 days per
week for a 90-day pericd.

{B} Motor aciivity. {1} A motor
activity test shall be conducted with
MEKQG in acecordance with § 798.6200 of
this chapter except for provisions in
paragraphs {d) (4){ii}, {5), and (6) of
§ 792.68200.

{2} For the purpose of this section, the
following provisions also apply:

{1} Route of exposure. Animals shall

w4 &

be exposed either orally or by
inhalation.

(7} Lower doses. The data from the
lower doses shall show either graded
doss-dependent effects in at least two of
ail the doses tested including the highest
dose, or no neurctoxic (behavioral)
effects at any dose tested.

- {1} Puration and freguency of
exposura, For the acute oral testing,

animals shall be exposed once. For th

o
i
I
e
©w
i
=5
&
e
b
@]
i}
N
9]
rts
(]
=
£
3]
e
=
g
2]
|59
@
wn
el
»
b
o &

e

Q
hrhas.
]
¥
Q
@
Ty
©
o
Sl
%)
o
en
s £
0
et
2
]
@
e
=
]
0
i
3

s shall be exposed
a

<
P4
o)
o
L
5
23
3
2]
=3

1y & days per week for a 90-day period.
(Cl Neuropathology. (2} A
neuropathology test shall be conducted

with MEKO in accordance with

§ 788.6400 of this chapter except for the
provisions in paragraphs (d) (4){i), {
(8), and {8)(iv}{C]) of § 788.8400.

{Z} For the purpose of this section, the
following provisions aiso apply:

(i} Route of exposurs. Animals shall
be exposed either srally or by
inhalation.

{{f) Lower doses. The data from the
lower doses shall show either graded
dose-dependent effects in at least two of
all the doses tested including the highest
doss, or no neurctoxic {behavicral)
effects at any dose tested.

{117} Durction and frequency of
exposure. AAnimals shall be exposed
crally once per day § days per week for
a 90-day period; or if exposed by
inhalation, for 8 hours per day 5 days
per weelk for a 90-day period.

)

{v) Clearing and embedding. Afier
dehydration, tissue specimens shall be
cleared with xylene and embedded i
paraffin or paraplast except for the sural
nerve which shounld be embedded in
plastic. Multiple tissue specimens {e.z.,
brain, cord, ganglia) may be embedded
together in one single block for
sectioning. All tissue blocks shall be
labeled o provide unequivocal
identification. A suggested method for
plastic embedding is described by
Spencer et &l. in paragraph (4)(8) of this
section.

(i} Reporiing requirements. (A} The
neurgtoxicity tssis raquired under this
paragraph (c}{7) and administered crally
shall be completed and the final results
submitted to EPA within 18 months of
the date specified in paragraph {e) of
this section. The reurotoxicity tests
required onder this paragraph (2){7) and
administered by inhalation shall be
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completed and the final results
submitted to EPA within 21 months of
the date specified in paragraph {e] of
this section.

{B} Interim progress reports shall be
submitted to EPA at 8-month intervals
beginning 8 months after the date
specified in paragraph {e] of this section
until submission of the final report to
EPA.

(4} References. For additional
" background information, the following
references should be consulted.

{1} Lamb, ]. and Chapin, R.E.
“Experimental models of male
reproduciive toxicology.” In: “Endocrine
Toxicity.” Thomas, J.A,, Korach, K.8,,
and McLachlan, J.A., eds, New York,
NY: Raven Press. pp. 85-115. (1885),

(2} Clermont, Y. and Percey, B.
“Quantitative study of the cell
population of the seminiferous tubules in
immature rats.” “American Journal of
Anatomy.” 100:241-267. {1957).

(3} Sadleir, RM.F.S. “Cycles and
seasons.” In: “Reproduction in
Mammals: I. Germ Cells and
Fertilization.”” Austin, R. and Short R.V,,
eds. New York, NY: Cambridge Press.
Chapter 4. (1978).

(4) Mattison, D.R. and Thorgiersson,
S.8. “Ovarian aryl hydrocarbon
hydroxylase activity and primordial
oocyte toxicity of pelycyclic aromatic
hydrocarbons in mice.” “Cancer
Research.” 39:3471-3475. (1979).

{5} Pederson, T. and Peters, H.
“Proposal for classification of oocytes
and follicles in the mouse ovary.”
“Journal of Reproduction and Fertility.”
17:555-557. {1968).

{6) Spencer, P.S., Bischoff, M., and
Schaumburg, H.H. *Neuropathological
methods for the detection of neurotoxic
disease.” In: “Experimental and Clinical
Neurotoxicology.” Spencer, P.S, and
Schaumburg, HH., eds. Baltimore, MD:
Williams and Wilkins, pp. 743-757

1880},

{7) Hafez, E.S., ed., “Reproduction and
Breeding Techniques for Laboratory
Animals.”” Chapter 10, Philadelphia: Lea
and Febiger. {1970).

{2} Effective dates. {1) The effsctive
date of this final rule is October 27, 1983,

{2) The guidelines and other test
methods cited in this section are
referenced here as they exist on
Ogctober 27, 1988,

{Information collection regquirements have
been approved by the Office of Management
and Budget under Control Number 2076-6633).
{¥R Doc. 83-21497 Filed 9-12-89; 8:45 am]
BILLING CODE B560-50-M

GENERAL SERVICES
ADMINISTRATION

41 CFR Part 301-4
[FTR Amendment 1]
Federal Travel Reguiation

AcENCY: Federal Supply Service, GSA.
ACTION: Final rule.

sumMmARY: This final rule amends the
Federal Travel Regulation to increase
the mileage reimbursement rate from
22.5 cents to 24 cents per mile for use of
privately owned automobiles when
authorized as advantageous to the
Government, This FTR amendment
reflects the results of the General
Services Adminisiration’s (GSA's}
report to Congress on the investigation
of the cost of operating privately owned
automobiles.

EFFECTIVE DATE: This final rule is
effective for travel performed on or after
September 17, 1589.

FOR FURTHER INFORMATION CONTACT:
Raymond F. Price, Jr., Travel
Management Division (FBT),
Washington, DC 20406, telephone FT'S
557-1253 or commercial {(703) 557-1253,
SUPPLEMENTARY INFORMATION: The
Travel Expense Amendments Act of
1975 (Pub. L. 94-22, May 19, 1975)
authorizes the Administrator of General
Services to issue regulations prescribing,
within statutory limits, mileage
allowance rates. GSA is required by law
to periodicslly investigate the cost of
operating privately owned vehicles
(automobiles, airplanes, and
motorcycles) to employees while on
official travel and report the results of
these investigations to the Congress.
GSA reported the results of the
December 1988 investigation of the cost
of operating privately owned
antomobiles to the Congress indicating
that the governing regulation would be
revised to reflect an increase in the
mileage allowance for use of privately
owned automobiles. Necessary
adjustments are reflected in this
armendment to the FIR.

GSA has dstermined that this rule is
not a major rule for the purposes of
Executive Order 12291 of February 17,
1981, because it is not likely to result in
an annual effect on the economy of $109
million or more, a major increase in
costs to consumers or others, or
significant adverse effects. GSA has
based all administrative decisions
underlying this rule on adequate

information concerning the need for, and

consequences of, this rule; has
determined that the potential benefits to
society from this rule outweigh the

potentia! costs and has maximized the
net benefits; and has chosen the
alternative approach involving the least
net cost to society.

List of Subjects in 41 CFR Part 3014

Government employees, Travel,
Travel allowances, Travel and
transportation expenses.

For the reasons set out in the
preamble, 41 CFR part 301-4 is amended
as follows:

PART 301-4—REIMBURSEMENT FOR
USE OF PRIVATELY OWNED
CONYEYANCES

1. The authority citation for part 301-4
continues to read as follows:

AUTHORITY: 5 U.S.C. 5701-5709; E.O. 11608,
July 22, 1871 (36 FR 13747),

2. Sectien 301-4.2 is amended by
revising paragraphs {a){2), (d}(1), and
{d){2) to read as follows:

§301-4.2 When use of a privately owned
conveyance Is advantageous to the
Government.

(8) * %

(2} For use of a privately owned
automobile: 24 cents per mile.

* * * * *

(d} * kW '

(1) Round irip instead of taxicab to
carrier terminals. Instead of using a
taxicab under § 301-2.3{c), payment on a
mileage basis at the rate of 24 cents per
mile and other allowable costs as set
forth in § 301-4.1{c) shall be allowed for
the round-trip mileage of a privately
owned automobile used by an employee
going from either the employee’s home
or place of business to a terminal or
from a terminal to either the employee’s
home or place of business. However, the
amount of reimbursement for the round
trip shall not in either instance exceed
the taxicab fare, including tip, allowable
under § 301-2.3(c) for a one-way trip
between the applicable points.

(2} Round trip instead of taxicab
between residence and office on day of
travel Insisad of using a taxicab under
§ 301-2.3{d) (in connection with official
travel requiring at least one night’s
lodging), payment on a mileage basis at
the rate of 24 cents per mile and other
allowable costs as set forth in § 301~
4.1{c} shall be allowed for round-trip
mileage of a privately owned
automobile used by an employse going
from the employee’s residence to the
employee’s place of business or
returning from plecs of business to
residence on a day travel is performed,
However, the amount of reimbursement
for the round trip shall not exceed the
taxicab fare, including iip, allowable
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under § 301--2.3(d) for a ocne-way trip
betwsaen the points involved.
* * * * *

Dated: August 24, 1989.
Rickard G. Austin,
Acting Administrator of General Services.
[¥R Doc. 89-21478 Filed 9-12--89; 8:45 am]
BILLING CODE 6820-24-3

41 CFR Parts 302-6 and 3¢2-12
[FTR Amendment 2]
Federal Travel Regulation

aseRCY: Federal Supply Service, GSA.
action: Final rule.

sumMmARY: Because of a change in the
law, this final rule amends the Federal
Travel Regulation to authorize, under
certain conditions, reimbursement of
allowable residence transaction
expenses for employees transferred
from an official station in a foreign area
to a different nonforeign arsa official
station than the one from which the
employee was transferred when
assigned to the foreign post of duty.
EFFECTIVE DATE: This final rule is
effactive for employees whose effactive
date of transfer {date the employee
reports for duty at the new nonforeign
area official stationj is on or after
February 19, 1988.
FOR FURTHER INFORMATION CONTACT:
Doris L. Jones, Regulations Branch
(FBTR), Washington, DT 20408,
talephone FT3 557~1253 or commercial
{703) 557-1253.
SUPPLEMENTARY iNForMATION: The
Continuing Resolution for fiscal year
1888, Public Law 100-202 (101 Stat. 1329~
1439, 431) December 22, 1887, authorized
new relocation benefits for certain
transferrad employees. Section 828 of
that law amended 5 U.8.C. 5724a to
specifically authorize, under certain
specified conditicns, reimbursement of
allowable residence transaction
expenses for employses transferred
]

from ar cial station in a foreign area
toad nonforeign area official
stat g one the employee left

when fransforred to the foreign post of
aty.

The General Services Administration
has determined that thisruleisnota
major rule for the purposzes of Executive
Order 12291 of February 17, 1981,
because it iz not likely to result in an
annual effect on the economy of $160
millicn or more; & major increase in

o5is 1o consumers or others; or

ficant adverse effects. The General
Services Adminiziration has based all
administrative decisions underlying this
rule on adequate information concerning

the need for, and consequences of, this
rule; has determined that the potential
benefits to society from this rule
outweigh the potential costs; has
maximized the net benefits; and has
chosen the alternative approach
involving the least net cost to society.

List of Subjects in 41 CFR Parts 362-6
and 302-12

Government employass, Transfers,
Relocation allowances and entitlements.

For the reazons set out in the
preamble, 41 CFR parts 302-6 and 302-
12 are amended as follcws:

PART 302-6—ALLOWANCE FOR
EXPENSES INCURRED 4
CONNECTION WITH RESIDENCE
TRANSACTIONS

1. The authority citation for part 302-6
continues to read as follows:

Aauthority: 5 U.8.C. 5721-5734; 20 U.S.C.
§05{a); E.O. 11609, July 22, 1871 {36 FR 13747).

2. Section 302-6.1 is amended by
revising the introductory text,
paragraphs (aj, (b}, (c), (d), and (e}{1),
and by adding paragraph (g) to read as
follows:

§ 302-6.1 Conditions and requiremenis
under which aliowances are payable.

To the extent allowable under this
part 362-8, the Government shall
reimburse an employee for expenses
required to be paid by him/her in
connection with the szle of one
residence at his/her old official station,
for purchase (including construction] of
one dwelling at his/her new official
station, or for the ssttlement of an
unexpired lease invelving his/her
residence or a lot on which a mobile
home vsed as his/her residence was
Iocated at the old official station
provided the conditions set forth in this
section are met

{(a} Transfers covered——agreement
required. A permanent change of station
is authorized or approved and, sxcept as
provided in paragraph (g) of this saction,
the old and new cfficial stations are
located within the 50 States, the District
of Columbia, the territories and
possessions of the United States, the
Commonwealth of Puerto Rico, or the
former Canal Zone area (i.e, areas and
installations in the Republic of Panama
made available to the United States
under the Panama Canal Treaty of 1377
and related agreements {as described in
gection 3{a} of the Panama Canal Act of
1878)), and the cmployee has signed an
zent ag re 2d in § 352-1.5. (See
sions in § 302-6.4.)
3y Location ond type of residence.
The residenca or dweliing is the
residence &3 described in § 302-1.4(3),

which may be a mobile home and/or the
lot on which such mobile home is
located or will be located. These criteria
also apply to the former nonforeign area
efficial station residence of employees
who are eligible for residence
fransaction expenses under paragraph
{g} of this section (sce definition in
paragraph (g){1}{i} of this section).

(¢) Title requirements. The title to the
residence or dwelling at the old or new
official station, or the interest in a
cooperatively owned dwelling or in an
unexpired lease, is in the name of the
employee alone, or in the joint names of
the employee and one or more members
of his/her immediate family, or solely in
the name of one or more members of
his/her immediate family. For an
employee to be eligible for
reimbursement of the costs of seiling a
dwelling or terminating a lease at the
oid official station, the employes's
interest in the property must have bsen
acquired prior to the date the employee
was first officially notified of his/her
transfer to the new official station. In
the case of employees covered by
paragraph (g) of this section, the
employee’'s interest must have been
acquired prior to the date the employee
was first officially notified of his/her
transfer to the foreign area.

(d) Geeupancy requirements, The
dwelling for which reimbursement of
selling expenses is claimed was, except
as provided in paragraph (g} of this
section, the employee’s residence at the
time he/she was first officially notified
by competent authority of his/her
transfer to the new official station.

(2} Time limitation—{1) Initic] period,
The settlemeant dates for the sale and
purchase or lease termination
transactions for which reimbursement is
raquested are not later than 2 years after
the date that the employee reportad for
duty af the new official staticn. For
empioyees eligible under paragraph (g}
of this section, new official station
means the official station to which the
employes reports for duty when
cassigned or transferred from 2 forele:

g

]

*

* * * «

(8] Transfer from ¢ foreign area to a
nonforeign area—{1} Definitions. For
purpeses of this paragraph (g}, the
following definitions apply:

{i) Former nonfereign area of
station. This term means the official
station from which the employes was
transfer

ates, it rito
ns, the Commenwealih of
Puerto Rico, or the former Canal Zone
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area {i.e., areas and installations in the
Republic of Panama made available to
the United Statee pursuant to the  ~
ama Canal Treaty of 1977 and

ted agr“%mems {as described in

don .aah“j of the Panuma Canal Act of

aign areq. Forelgn arsa refers
not defined as a nonforsign

; hility. The provisicns o
z«z ;: applicable, ag
pa:aﬁz‘a;h {gﬁ ha

7 TGI‘%ME‘AQP area of mﬂi atmn.
ale reas&igm?d or transferred in the
a5t of the Government o a different
oreign area official station than the
ial station from which the employee
:ms*er'rwi when sssigned to the

m post of duty, Tﬁe distance
wen the former and new official
s must meet the mileage criteria
necified In § 302-1.7 for *z%mri distance
EE

; <am,zw? reimbursenent.
:nerally, an employes is *aqulz‘en to
serve ai lzast one lour of duty in a
‘fdms“"‘ area &ﬂd reiam & ?88’(18{33& ina

& tour uf auty ina forezgﬁ area and is

Bu baegueﬂﬂy transferred to a different
official station or post of éu?v ina

fstalet erezgn area than the one from which

she transferred when assigned io the
veign post of duty. When this type of
i!"arasfer ig authorized or a ;}pr@ved
reimbursement is allowable for real
estate r»xpénses Aeqw*ed o be p{ud
ﬁae employee in connection with
i '1‘1‘% sale of the re mca {or the
slement of an unexpired lease) at the
ii:ial station from which the employes
;zunuferreﬁ when he/she was
igned to a posi of duty located in g
n area; and
e purchase of a residensce at the
icial siation whep the employee
naferred in the intsrest of the
ament from & pust of duty loca
a foreign area to a nenforelg A‘i area
ial station {other th 3
siation from which he/she was
transferred when ass
i of duty).
Y RBeimbursement limilations.
Rein! ﬁ,!?"SEXYi ont undert this paregraph (g}
ihited [or any sale [or settiemnent
*:zexmred leasel o parr‘saw
action that oocurs Amm* to the
syee's first being officlally notified
erally in the form of a change of
cial station travsl ﬁliihoriﬁd\,ﬁﬂ} that
msteg..d of returning to the former

},.

{

nonforeign area official station, he/shs
will be reassigned or transferred to a
different nonforeign area official station
than the one from which he/she was
transferred when assigned to the foreign
post of duty.

(5} Service agreement required. A
signed serviee agreement shall be
required as prescribed in § 302.1.5 for
any emplovee who s eligible for

reimbursement of residence Jangau;oa
expenses authorized under this
paragraph {g).

PARY 302-12—USE OF RELOCATION
SERYVICE COMPAKIES

3. The avtherity citation for Part 502
12 continues to read as follows:

Authority: 5 US.C. 5721-5734; 260 U.S.C,

B03(); RO, 11609, July 22, 1671 (36 FR 15747,
E O, 12468, February 27, “1984 {49 FR 7349}
5.0, 12522, fune 23, 1985 (50 FR 26337}

4, Section 302-12.4 is &me’nded by
revising paragraph (b){3) to read as
follows:

§ 302-12.4 General condilions and
Emitations for & sg,b‘ ity
£3 & W k3
{}§3 LI
{3} Employees a%zgned or traasiern
to or from a postof duty in a faresgn
area except employees eligible for
reimbursement of residence transaction
expsnses as provided in § 302.8.1(g).
Dated: August 24, 1989,
Richazd G, Austia,
Actiog Administrator of Generad Services.
IFR Dos. 8621479 Filed 9-12-8% 8:45 aw}
BILLING CODE 6520-24-8

DEPARTHMENT OF THE INTERIOR

Burezu of Land Management
43 CFR Public Land Ovder §747

[iD-943-08-4214-10; iD1~27035)

7=

Partial Revocation of Sesretasial Order
Dated Ocinbar 8, 1521 idabo

AGENCY: Buresu of Land Management.
Interior.

ASTION: Public Land Order.

BUMMARY: 33%3 mder revake

e of ‘\Jcﬁtua al Forest ‘%yswm dﬁd
surface entry for use by the

Sexw :e for Stock Drive

he Sawiooth Natlunsl Forest. The
is not needed for the purpose for
jch it was withdrawn, This action

il vpen the land to surface entry and
isw for 2 proposed '°xc"1angea The land
vill remain closed to mining and

el

mineral leasing due to an overlapping
withdrawal.

EFFECTIVE DATE: October 13, 1989,

FOR FURTHER INFORMATION CSONTACT:
Larry Lievsay, BLM Idaho State Office.
3380 Americana Terrace, Boise, Idaho
83708, 208-334-1735.

By virtue of the anthority vested in the
Becretary of the Interior by section 204
of the Federal Land Policy and
Management Act of 1978, 90 Stat. 2751;

11.5.C. 1714, it is ordered as follows:

1. The Secretarial order dated October
8, 1921, is hereby revoked insofar ag it
affects the following described land:

Boise Meridian
T.7N.R. 14E,
Sec. 24, WY%SEY..

The area described con
Blaine County.

2. At 8:06 a.m. on October 13, 1889, the
land described shall be cpened to such
forms of disposition as may by law be
made of National Forest System land,
sub;s 1 1o valid existing rights, the
provisions of existing withdrawals,
other segregations of record, and the
requirements of applicable law. The
land will remain closed to mining end
wmineral leasing

Dated: September 1, 1889,

Frank A. Bracken,

Under Secretary of the fnterion

{FR Do, 86-21506 Filed 8-12-88; 8:45 am}
BILLING CODE 4390-GG-M

ns 80 acres

DEPARTMENT OF COMMERCE

Mationa! Qcesnic end Almospheric
Administration

&G CFR 217 and 227

Bea Turtle Conservation; Shrimp
Trawling Reguirements

AGENSY: National Marine Fisherles
Service, NOAA, C@mmerce

AoTi0M: Relnstatement of regula z on8.

summany: NOAA
final rule on Aagum 3, 18 asa
tempors ry substitute for the r
requires shrimp fishermen in th
Mexicn {Gulf) 4 rxc. the Atlant

off the cosst of the southeas
States to use w:“le clude
"IEU%} to reduce incidental ¢
endangered and threatened species of
sea birtles during shrimp fishing
operations. The intevim final rule
Howed sheimp Sshermen in offshore
swaters to choose between coniinuing o
use TEDs or to restrict rawling times 1o
specific 105-minute periods. That rule
wxpired on September 8, 1089, at 122

aptures of




