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FNW%C%ME‘WAL PROTECTION
AGENCY -~ . '

40 CFR Part 7598
[OPTS-42059; FRL-2626-71

identification of Specific Chemical
Substance and Kixiure Testing
Hequiremenis; 1,1,1-Trichioroethane
AGENCY: Environmental Protection
Agency (EPA].

CT10M: Final rule.

susmuany: In June 1981, the E

proposed the testing of 1.1, 1-
trichloroethane {TCEA) under sectxon
4{a} cf the Toxic Substances Control Act
~ {TSCA) for teratogenicity and for a -

- number of environmental effects {46 FR

© - 36300}, Public comments on the proposal -

have been received and reviewed. The

- EPA has decided to promulgate a final
test rule requiring that manufacturers -

- and processors of 1,1,1-trichloroethane

_test this chemical for teratogenic effects
or, more appropriately, developmentally
“toxic effects. EPA has decided not to
require any environumental effects
testing at this time due to its.
reevaluation of the available data. This
rule requires that testing of this chemical
be performed according to protocols
submitted to and anproved by the
Agency.

DATES: These Leoulanons shall be
promulgated for purposes of judicial
review at 1:00 p.m. eastern standard
{ime o Getober 24, 1984, These
regulations shall become elfective on
November 23, 1984. )
FOR FURTHER INFORMATION CONTACT:

- Edward A. Klein, Director, TSCA
Assistance Office (T5-739), Office of
Toxic Substances, Rm. E~543; 401 M St.,
SW., Washington, DC 20460. Toll free.
{800—424-9065). In Washington, D.C.»
{554-1404). Outside the USA. {Dperatox\-
202-554~1404).

SUPPLEMENTARY INFORMATION: In the
Faderal Register of June §, 1981 (46 FR
30300), EPA issued a proposed rule -
under section 4{a) of TSCA to require
testing of TCEA for teratogenic effects
and a number of environmental effects.
The Agency is now promulgating a final
rale requiring testing of TCEA for
teratlogenic effects or, more
appropriately, develop mentally toxic
effects, but not for enviroamental effects
due to resvaluation of available data.
The rule was originally proposed
under 40 CFR Part 773—Identification of
hemical Substances and Mixtures to
be Tested. Part 773 has since been
recodified to Part 768—Identification of
Specific Chemical Substance Testing
Requirements. This test rule for 1,1,1-

trichloroethane is now being
" promulgated under 40 CFR 789.4400.

1. Introduction
This notice is part of the overall

implementation of section 2 of the Toxic -

-Substances Control Act (TSCA, Pub. L.
94-489, 90 Stat. 2003 ef seq., 15 U.S.C.
2601 et seq.} which countains authority
for EPA to require development of data
relevant to assessing the risks-to health
and the environment posed by exposure
to particular chemical substances or:
mixtures. . -

Uunder section 4{a}{1} of TSCA, EPA o
must require testing of a chemicalf
substance to deveiop health or-os-

environmental data if the Aammxstratop

finds that:- -~ . - N -
(A} (i} the manufac‘ure dlsmbl_tlon in

comumerce, processing, use, or disposal of a. .-

chemical subsiance or mixtere, or thatany -+
combination of such activities; may present

an unreasonable risk or mJurv to health or the :

environment,

(ii) there are msufﬁmer\t 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
activitizs on health or the environment can-
reasonably be determined or predicted, and

(iii) testing of such substance or mixture
with.respact to such effects is necessary .0
develop such dataror

(B} (i} a chemical substance or J.,ix‘ﬂ
will be produced in substantial gnantitie
and (1) it enters or may reasonabl v be
anticipated to enter the environment in
substantial quantities or (II} 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
achivities 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.

is or

For a more complete understanding of
the statutory section 4 findings, the
reader is directed to the Agency’s first
proposed test rule package
{chloromethane and chlorinated
benzenes, published [uly 18, 1980; 45 FR
48510} and {o the second package
{dichloromethane, nitrobenzene, and
1,1,1-trichloroethace, published June 5,

1981; 45 FR 30300] for in-depth
discussions of the ganeml issues

applicable to this actic
i1 Background -
A. Profile

1.1, 3-Trichloroethane (ClaCetls, methyl
chloroform, TCEA, CAS No. 71-55-8) is
a colorless, non-flammable, volatila
liquid at standard temperature and

pressure. Approximately 586 million
pounds of TCEA were praduced in the
United States in 1983, of which about 57
million pounds were exported. Imports
of the chemical were essentially
negligible (Rel. 8.

The major use of TCEA is in the metal -
cleaning industry, primarily in cold
cleaning and vapor degreasing
processes. It is also used as a solvent in
commercial and consumer products such
as aergsols, adhesives, textiles, paints,

- inks, drain cleaners, film cleaners, spot

removers, pharmaceuticals, and leather
tanners {Ref. ).

" ~In the National Occupational Hazard
- Burvey, approximately 2.6 million A
_worKers were estimated to be exposed.
.to TCEA (Ref. 3), largely through

inhalation during industrial uses of the
chemical. Consumers are exposed {o
unknown levels of TCEA through use of

the man_/ consumer proaucta comamlno
it

TCEA is released to the envzronment

".“from evaporative losses during

manufacture, processing, use and

disposal. It has been found at leveis of
1-10 ppb in air, soil, fresh and marine

water, groundwater and rainwater {Ref.

8}

- BLITC Recommendations

The Interagency Toqtho Committee
{ "Cj desigrated 1,1,1-t1 bh‘oreemane

r priority testing consideraition in its
Second Report, published in the Federal
Register on April 18, 1978 {43 FR 18684).
The ITC recommended that the Agency
consider requiring industry to test TCEA
for the following health effects:
carcinogenicity, mutagenicity,
teratogenicity, other chronic effects
{with specific attention to the
neurological, cardiovascuiar and renal
systems) and that an epidemiclogic
study be performed. The ITC did not
recommend that environmentai effects
testing for TCEA be considered.

The ITC's recommendations were
based on U.3. production in 1976 of
approximately 630 million pounds, an
estimated 330 million pounds which
could be released to the atmosphere,
estimation on the part of the ITC 0f 3
million persons exposed to TCEA in the
workplace, and its view that there was a
lack of data from which o reasonably
datermine or predict the varicus effects
for which it recommended testing.

an

C. Proposed Rule

EPA issued a proposed rule published
in the Federal Register of June 5 5,3981 (46

FR 30200} which would require that
testing of TCEA be perfermead for
teratogenicity and for the effects listed
below:



é e"fﬁ,

) Peuerai

Lgl‘?(ef ;" ch 49, No IQ/ / V\Jednesdoy Qciobp 10, 1984

d Regulations

1 Auuaim v em’hrefes-acu‘«:e toxicity
and chronic toxicity

2. Aquatie inv Pf(c Srates-chronic
foxicity.

3. Terreetrial planis-root el O"chixo‘)/
seed germination and eariy seedling
growth,

4. Bioconceniration-plant uptake/
translocation.

In the propusal, the EPA based its
fesling requirements on the authority of
section 4{2}{1)}(B]) of TSCA. It found thai:
- 1,11-trichloroethane was produced in
substantizl quantities; substantial
numbers of persons were exposed to
1,1,1-trichloroethane both in
occupstional settings involving the
manufacture, processing and use of the
chemical, and as consumers of products
containing the chemical; there was
substantizl release to the environment;
and, with respect to the ghove listed”
areas, there were insufficient data and
experience {o reasonably defermine or
predict the effects on healih and the
environment of the manufacture,
processing, distribution in commerce,
use or disposal of 1,1,1-trichloroethane .
and that testing wes necessary to
develop such dat? : :

EPA also presented ils reasons for not.
proposing tesiing for several other .
effects of concern. Testing was not
proposed for acute health effects, .
reproductive effects, chemical fate or for
certain environmental effects {acute
toxicily to aquatic invertebrates, .
toxicity fo mammals, acute bird toxicity,

" toxicily to algae, and aquatic vertebrate -

. and invertebrate bioconcentration) -
because EPA had concluded that
existing information was sufficient to

reasonzably predict vr determine these ...

-effects. EPA planned to perform testing -
- for some environmental effects for.
which no test standards were ava;.able
’ at the time. i
" Oncogenicity tPstmg of 1 1, i— ‘

- trichloroethane wads being penormed by .
the Naticnal Toxidology Program (NTP),-.
~"“different from that in the proposed rule;
- the Agency in'its proposed rule clearly !

and EPA believed that the NTP studies
-would be sufficient to reasonably =
-predict or determine the oncogpmmtv of
TCEA, therefore, no oncogenicity testmg
was proposed. Similarly, no chronie o
effects testing was proposed because

EPA was awaiting the results of the NTP.

study which it expected to provide
sufficient data on chronic effects.

- EPA believed that mutagencity testing™

- according 10 a testing sequence would

- be appropriate, and planned to perform

the initial tes tmg itself because no

« criteria specifying the progression from

- initial tests to higher level tests were

available at the time the proposed rule '~
~was issued. EPA planned to proposea -

test rule requiringmanufacturers ang
processors of TCEA. to perform higher-

~ functional deficits (Ref. 14}, the Agency
_-believes that the term “developmental‘

- toxicity™ is more appropriate in " .
" summarizing its concern for agents that .

adversely affect development. Although L
. detrimental to the offspring and. that the .

< should be evaluated not only for” :
-structural malfonnanons, butalso for S H
- FR 30300, June 5, 1981), EPA concluded

- developmental effects: Schwetz et al.

al (Ref 1) The Schwetzand York' ~ 2777

tier tests if needed, based on analysis of
lower tier resulis.

The EPA also decided not to propose
an epidemiologic study at the time
beceuse & suitable study population md

not been identified. The scientific

support used by EPA at that time for the
propesed section 4 findings and the
proposed rule was set forth in the 1,3,1-
Trichloroethane Support Document (Ref.
), which is gvailable from the Office of-
Toxic Substances’ TSCA Assistance
Office and in the public record for this
rulemaking.

I, Public Comment -

The comments received by the
Agency in response to the preposed rile
for TCEA were from the affected
industry and several trade associations.
The Agency did not receive any
comments which in the Agency's
judgment rebutied the substantial’
production and substantial human
exposure findings for TCEA. Major~
issues identified during the comment

‘pericd are discussed belaw.

A. Health Effects I eetmg
1. Deve}opmental Toxxcﬁv

‘a. Terminology. Comments an EPA’ s
proposed test rule for the testing of

" TCEA for teratogenicity in June 1981,

have shown that use of the term
“teratogenicity” may be interpreted
differently by different scientists and in.
its strictest definition could be limited to -
just the production of structural .
malformations. Recognizing that .. .
abnormal development may be’ '

manifested not only as the production ef
structural malformations, but also as in

utero death, growth retardation, or

- the terminology in this final rule may be’

- expressed the concern that TCEA

fetal resorptions, decreased fetal body *v‘

~weight, and other adverse’

developmental effects which are”
encompassed by the term™ "~ - 7
“developmental toxicity." See 46 FR .
30300, 30303 and 30311 (June's, 1981) and
44 FR 44054, 44088 (July 29, 1979).

b. Review of existing terato[agv

-studies. The Agency has identified three
. studies that address the potential of

1,1,1-trichloroethane. to cause adverse -

{Ref. 5), York et al..{Ref. 7}, and Lane et

e

-the Yo :
~+during gestation, the failure of both
-studies to employ a maternally toxic
:"dose level fails to provide adequate -~

studies were evaluated by the Agency in
preparing the proposed rule (46 Fr

30308; june §, 1981) and were discussed
in its accompanying support document
{Ref. 8} ’

In the Schweiz et al. study pregnant
female rata and mice were exposed by
the inhalation route of exposure ta 8'/'
ppm of TCEA for7
6-15 of gestation. Schwetz et al
concluded that TCEA did not cause
significant maternal, embryonal or fetz}
toxicity and was not teratogenic in

- either mice or rats at 875 ppm.

In the York et 2l. study, female rats
were exposed by inhalation to TCEA. at
a concentration of 2,300 ppm. Study
animals were divided into the following
three groups depending upon the timing
of exposure to TCEA: (A) those expused
for two weeks prior to mating and
during pregnancy, (B] those exposed
prior to mating only, and (C) those rats
exposed during pregnancy only. The
control group was exposed to filtered air
before mating and during pregnaney.
The York study reported decreased {eli}
weights and some developmenial
anomalies {predominantly skeletal end
kidney development}in offspring of

-exposed dams. However, the

developmental anomalies occurred only
in the offspring of those rais exposed (o

'2,100 ppm two weeks prior to mating

and then during gestation. Although
there were statistically significant .
decreases in fetal bodyweight in
exposure groups A and C, soft-tissue

. and skeletal anomalies were not

significant in the offspring of rzts
exposed 1o 2,100 ppm TCEA during

‘gestation only, possibly due to the

shorter dosing period. York et ak

"questioned the biological significance of .
. the skeletal anomalies and fetal weight
‘reductions, noting that the skeletal -

“+ ‘malformations were relatively rare

structural changes not obvious oo o

depression in body weights was not
present postnatally. The York et al.

~ study reported no evidence of maternal
toxtclty in any of three exposure groups.

“In its proposed-test rule for TCEA {48

that the Schwetz et al. and York et &l.
studies were insufficient to reasonably
determine whether exposure to TCEA

" - would pose a risk of developmental -

effects in humans. The Agency reached
this conclusion in large part because
although developmental effects had not .
been ohserved in the Schwetz et al.
study orin the offspring of animals in

rk et.gl. study exposed only
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assurance that developmentally oxic
effects will not cccur at exposure levels
designed to protect adult humam from
adverse health effects,

In a study obtained after publication

- uf the proposal, Lane et al. (Ref, 1}

examined the effects of TCEA in
drinking water on reproduction and
development in mice. Concentration
levels of 0, 0.58, 1.75, and 5.83 mg/ml
were administered; these concentrations
were designed by the investigators'to

yield doses of 0, 100, 300 or 1,000 mg/kg/ '

day. Nine to fifteen litters were
examined per dose group. The authors
reported no evidence of reproductive or
teratologic effects in this study and no.
evidence of maternal toxicity: -
¢. EPA response to industry -

comments, Industry commentors [Dow

and Vulcan) took the position that the”
three studies taken together clearly =
demonstrate that TCEA does not =~
represent a teratogenic risk to humans.
With regard to the lack of maternal -~
toxicity, they pointed out that TCEA is~
of very-low toxicity in adult-animals and.
that the primary adverse effect of TCuA
is central nervous systern {CNS) * -
depression. In their view, conventional

measurements of maternal toxicity, such”
as weight loss, would not be observed at’

test concentrations below those which
produce CNS depression. The
commentors further stated that the
studies have been conducted at
sufficiently high levels and that, in the
light of the avallab e data, EPA cannot
justify a finding of insufficient data to
determine or reasonably predict the
teratogenic effects of TCEA.

EPA had seriously considered these

_ points. The results of these studies
Refs. 1, 5 and 7) do not preclude the
possibility that the conceptus may be
uniguely susceptibie to adverse effects

. of TCEA. None of these studies reported
evidence of biologically significant
teratogenic effects; howsver, maternal
toxicity at the highest dose level, a
requirement of an adequate
teratogenicity of developmental toxicity
test according to the TSCA Guidelines
{Ref. 17), was not demonst;ated in any
of the studies.

VWith regard to their comments on
CNS depression, the Agency believes
that Dow and Vulcan have failed to
demonstrate that signs of CNS
aeprossxon will indeed occur prior to

other indications of maternal toxicity,

such as weight loss. In.none of the three
available developmental toxicity studies
which the Agency has reviewsad was
there any evidence that adverse CNS
effects would occur prior to other signs
of maternal toxicity. In fact, there were
no indications of CNS depression or

maternal i:chcxty in any of me Ih;ee

studies.

The Agency also disagrees with the
commentors’ position that the studies
have been conducted at sufficiently high
dose levels: In genersl, the Agency
believes that the hzo,.es? dose level
delivered to an animalina
developmental toxicity study should
produce maternal toxicity; this is to
ensure that a chemical has been tested
at & high enough exposure level. If the
highest dose delivered to an animal .
produces neither maternal toxicity nor
development toxicity, one would not be
able to determine if the chemical would
be.a hazard to the developing embryo or
fetus at some higher exposure level in.
the absence.of maternal effects. Most
teratology/developmental toxicity
guidelines {i.e. TSCA, OECD, FDA’s
Segment II) recommend testing of 2.+ .
substance at at least three dose or
exposure levels with the highest .

roducing some degree of maternal
toxicity and the lowest producing no
effect on either the embryo/fetus or the
danr. This view is in agreement with
recognized developmental toxicologists
who have conducted state-of-the-art-.
studies {Refs. 13 and 14). This apnroach
allows for assessment of the »
relationship between the concentration.
needed to adversely affect the dam and
that needed to adversely aifect the

developing organism and, as such, B

enables the identification of those
agents to which the embryo/fetus is
more susceptible than the dam. This
dose regimen not only establishes
potential developmental effects which
may cccur independent of adult toxicity,
but also establishes a no effect level for
developmental effects.

There may be some instances where
the Agency will not need to require
testing at a dose level that produces
maternal toxicity. If developmental
effects have been identified at doses
below the maternally toxic dose of the
chemical, then higher dose levels that
would exhibit some form of maternal
toxicity are not essential because
exposure reduction would be based on
developmental toxicity rather than on
maternal tow,m, Iﬁpre is uncertainty
that the effects observed in the York at
al. study indicate biclogically significant

“developmental toxicity. The Agency

dees ant believe the York et al. study or
the other studies discussed above are
sufficient to reasonably determine or
predict the deveiopmental toxicity of
TCEA. Apother instance where the
Agency may not need to require
maternal toxicity is when the no
cheerved effect levels are well above
those levels identified for human

exposure. However, in this oarticu ar

case, the Agency believes that the
difference between the levels of TCEA
workplace exposures {Refs. 16 and 13)
and the highest dose levels of TCEA
utilized in the existing feratogenicity
studies {Refs. 1, 5, and 7} do not enabie
EPA to reasonably predict that offspring
of fernale workers exposad to TCEA
would be adequately protected from
adverse developmental effects.
Therefore, EPA finds that further testing
of TCEA for developmental toxmty is
necessary. »

2. Chronic effects and oncegenicity.

The Agency zdentlfled two chronic
studies when preparing the proposed

‘rule: NCI {Ref. 2) and Quast et-al. {Ref.

4). EPA concluded that neither study”
was adequate to characterize the -
chronic effects of TCEA. However, hPA -
did not propose chronic effects or
oncogenicity testing for TCEA because a
National Toxicology Program (NTP/
INCI) oncogenicity study underway at™." ..
the time was expected to be sufficient to
reasonably determine or predict the
chronic effects and oncogenicity of
TCEA. The NTP study has since been
completed. The results are siill being
evaluated and the final report has not
yet been released by NTP, -

Dow commented that tne NTP study
could suffer from- shor‘tcemmgs such as

grossly high exposure levels which
weild make it inaporopriate for
assessing chronic effects. Dow noted
that it is currently conducting a “state of
the art” study which sheuld more
adequately characterize the chronic
effects of 1,1,1-trichloroethane.
According to Dow, they are in the final
stages of a 2-year chronic toxicity/
oncogenicity study of TCEA inrats and
mice. Both species were exposed using
the inhalation route to 150, 500, or 1,500
ppm of TCEA for 6 hours/day, 5 days/
week for 24 months. Dow Chemical
Company has submitted to the Agency a
final report on the chronic inkalation
toxicity and oncogenicity of a
commercial preparation containing
greater than S0% TCEA {Raf 23). The
Agency is currently evaluating the study
and the evaluation will be placed into
the puolw docket when completed. The
Agency is awaiting the fmai report from
the NTP study. Should the Agency
decide that a data insuilicieacy exists
after Agency review of the final NTP
report then EPA reserves the rignt to
require an additional encogenicity
sfumy

3. Mutagenicity. Industry comm
stated that the preponderance of
available data support the position that
1,1,1-trichloroethane lacks any
significant genetic activity and.

entors
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therefore, mulagenicity testing is
unnecessary. The Agency did not
believe existing date were sufficient to
predict the mutagenicity of TCEA and
hias gane forward with its own testing as
outlined in the notice of propoused
ruternaking (46 FR 30300).

EPA has examined 1,1,1-
trichlorcethane (Aldrich Chemical Co.,
87 percent pure) in a number of In vitre
assayvs for genoloxicity. Specifically,
TCEA was found to be non-m utagenic
under the conditions of the test for
Salinonella tester sirains TA1535,
TA1537, and TAI00 in the Ames testin
the preserce and absence of $-9
aclivation systems. When examined in
the hppatouyie yr...,aq culture/ONA
repair test, TCEA elicited a positive
response at 1079 to 107°M [noncytotoxic
doses} using hepatoytes from male
B6C3F1mice, but did not affect DNA
repair when hepatocytes from Oshorne
Mendel rais were used. TCEA was also
able to transform BALB/C~-3T3 cells, in
vitra. at noncytotoxic doses of 20 pg/mi
ta 2542 pg/ml. In addition, TCEA
significantly enhanced transformation of
Syrian hameter embryo cells by SA7
adenovirus {Refs. 19, 20, 21, and 22).

Experimente to test TCEA in the
Drosphila sex-linked recessive lethal -

. assay are currenily underway and
results from this assay are expected'to
be available {o the Agency in October,
1984. The Agency reserves the right to -
initiate rulemaking to require higher-
{iered mutagenicity studies after it has’
completed a review of all the ongoing
lower-tiered study results (see Umt 1
Dy. :

B. En vzronmentai Lffects Tes *mg

A number of mdustry commentors - -
addressed issues involving- 2.
environmental testing of 1,1,1- - -
trichloroethane. Although the . .-~
comunentors agreed that TCEA is
produced in subsiantial quantities, they
believed that the volatility {vapor-

- pressure equals 99.75 mm Hg at 20 °C] of
TCEA would not allow TCEA tobe

" found in the environmentin- . b
concentrations sufficient to produce .

. adverse environmental effects. The -

commentors further maintained that the -

environmental information submitted ta
the Agency is sufficient to reasonably
determine or predict the risk that TCEA
may present to the environment. In
support of their contention, the
commentors supplied the Agency with
information on the environmental
concentrations of TCEA, the chemical
fate of TCEA, and the aquatic and avian
toxicity of TCEA.

Subsequent to the proposed rule, the
Agency bas performed a materialg
balance analysis for TCEA, has

reevaluated the chemical and physicel
properties of TCEA, and has reexamined
the toxicily data in relation to both the
monitoring end environmental fate data.
In addition, the Agency has reviewed
and evaluated the comments and data
submitted by incustry. Based on |
review of industiry comments and ihe
evaluation of the available data, the
Agency now believes that sufficient
data are available to reasonably predict
the environmental effects of TCEA.

EPA agrees with the commients noted
above whjch stale that TCEA’s volatility
make itunlikely that substantial
concentrations of the chemical will be
found in the aquatic or terrestrial
envircnments. Available monitoring

" data confirm that environmental

concentrations are guiie low. Most of
these reported levels are in the low ppb
range {water==8-17 ppb, soil/

" sediments =3-6 ppb, air=10-15 pph)

(Ref. 6.

Moreover, ihese measured
concentration ievels of TCEA are far
below thase concentrations which cause
acute toxicity in mammalian, aquatic,
avian and terrestrial species. For

xample, the acuie oral toxicitv {LD:.'s)
for TCEA in the mouse and rat are

" between 11 to 12 g/kg. Acute toxicity

tests performed on aquatic vertebrates
and invertebrates yielded LCso values of
9.7 to 52.8 mg/} (8.7 to 52.8 ppm} in flow-
through experiments or in experiments
where procedures io limit losses due to
volatilty were followed {Ref. 6]. Studies

<one on species of algae gave ECs's

greater than 669 mg/l {684 ppm). Acute
toxicity in avian species produced an
oral LDs, greater than 2,510 mg/kg. As
shown above, levels of TCEA in water,.

- air and soil are in the low ppb range.

Because TCEA produces toxicity in a
large variety of sensitive species only at
doses whichare far above (by a factor
of 500 or greater} the levels found in the
environment, the Agency has concluded
that it can reasonably predict that the
chemical {at present levels of =

environmental exposure} does noi pose-
. an unreasonable risk to mammalian,~

aquatic, avian, or terrestrial species. "’

Finally, the materials balance analysis :
-and environmentsl fate data {Ref. 12}

algo allow the Agency to predict TCEA’s

fate and distribution in the environment. -
These data provide additional support -

for the belief that the concentrations of -
TCEA found in the environment are low.

Therefore, taking all of these data into
consideration, EPA believes that
sufficient data are now available to
reasanably determine or predict the
environmental effects of TCEA. Thus, .
EPA is withdrawing its proposal to -
require environmental effects testmg of
TCEA. :

C. Test Subsiance

Bendix Environmental Research
stated that a test subsiance stabilized
with 0.5 percent buetylene oxide is not
appropriate because if positive resulis
gre seen in any fest it wx‘l nave to be
repeated to {ind out whether TCEA or
butylene oxide is responsible for the
eifect observed. The Agency agrees that
thig is a problem encountered when
testing mixiures. However, the Agency
has chosen TCEA stabilized with
butvlene oxide because of the difficulty
in obtammg and working with the pure
chemical. Based an the NTP {esting
experience, the Agency has decided to
require that testing be conducted
uiilizing a TCEA of purity greater tha
99.7 percent and stabilized with less
than 6.1 perceni butylene oxide. NTP
obtained this formulation from the Dow!
Chemical Company.

D. EPA Testing

Both Proclor and Gamble and Atiantic
Richfield noted that EPA intended to
perform certain tesis {i.e.. mutagenicity}
for which test standards had not yet
been adopted by EPA. They questioned
how the Agency will be & ule to redorm
the tests itself if it is unable to provide
suitable guidance to others.

Subsequent to the proposal, the
Agency developed gujdelines for
conducting mufagenicity testing,
including triggers {o go from lower to
higher tier testing. However, in the ca€9
of TCEA & separate proposal would be
required if the Agency wanted to have
industry conduct the muiagenicity

{esting. Because it wanted af least
- preliminary mutagenicity resulis sconer
-than would be possible through
‘rulemaking, the Agency decided 1o
. proceed with EPA-sponsored testing.
" .wAfier the Agency has evaluated the
~results of the lower-tiered mutagenicity

tests, EPA may propose a fest rule to

--require higher txered mutagemmty lests

if needed.

"1V, Final Test Rule for 124

Trichloroethane

A Findihgs

“The EPA is basing the final testing
-requirements for TCEA on the authority
of section 4(2)(1)(B). of TSCA. EPA finds
that TCEA is produced in substantial
guantities and that there is substantial

. occupational and consumer exposure to

TCEA resulting from its manufacture,

_precessing, and use. The bases for these

findings, which are summarized below,
are set forth in the Agency’s TCEA
support document {(Ref. ), which ig -

‘hereby incorporated by reference.
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Approximately 586 million pounds ¢f-
TCEA were produced in the United .
States in 1883 (Ref, 8]. TCEA is used in
the metal cleaning industry which -
provides the potential for a large -
number of people to be exposed to
TCEA. In the National Occupational
Hazard Survey (NOHS) approximately
2.8 million workers were estimated to be
exposed to TCEA {Ref. 3). TCEA has -
been identified in a substantial number
of consumer products with the potential
for many millions of people exposed to-
TCEA asa consequence of consumer -

- use {Ref. 8}. o

In-addition, the Aaency beheves that
available data are insufficient to: . ..
reasonably predict or determine the
developmentai toxicity of TCEA and
that testing is necessary to develop such
data. (See UnitIILA.2). - o . o

B. Required Testing =~ "

- Thne Aoency believes that adequate
developmental toxicity tests for TCEA
should be done in twe mammalian.

‘species {a rat and a non-rodent species).

It is well documented that various

animai species have differing

ensitivities to chemicals being tested

For developmental toxicity {Refs: 8, 10,

and 11). Thus, a negative

developmentally toxic response ina:
single mammalian spemes daes not
neces%drlly mean that the chemical
being tested isnot a developmemal
hazard. The Agency believes that
muitispecies testing is a more sensitive
means of detecting developmental -
hazards than single species testing

{Refs. 9. 10 and 11). Testing TCEA in the

rat and a non-rodant mammalian
“species will provide the Agency with the

data needed to reasonably determine or
predict whether TCEA poses a risk of
_developmental toxicity to humans.

Therefore, the Agency believes that
developmental toxicity testing should be
performead via inhalation in the rat and a
non-rodent mammalian species and that
some sign of maternal toxicity should be
demonstrated at the highest dose in
each species.

The EPA is requiring that a
gvelopmental toxicity study or studies
n TCEA be conducted by the inhalation
route, Although the Agency is currently
reparing a gudehne for inhalation
velopmental toxicity, which is
ected to be available tuy Fall, 1884, at
presant time there is no TSCA

ideline for this test and EPA suggests

using a modified version of the protocol
submi tted by the Chemical
Mearnufacturers Association {CMA) §
inkalation teratogenicity oflwmﬂo"ona
in the rat and mouse. A copy of this
protocol is in the public recerd for this
rulemaking, docket number {OPTE-

O

s e%} Q-’O
[ (b
NAU o]

42028]. The Aoeﬂcy‘beiiavéc that two

-modifications should be made o a.hiﬂ :

protocol:

1. Rats and & non- ro\ient mammalian
species should be utilized instead of rais
and mice. EPA recommends, but does
not require, rabbitsas the non«rodent
soec‘es. )

2. EPA does nat speczfy the strains or
precise ages of the animals to be used; it
recommends only that young adult rats -

and rabbits be used. The CMA protocol

can be easily revised to reflect -

developmental toxicity protoeols for .

TCEA and test sponsors will need to-

. specify species, age, strain and number

of animals used, dose delivery system .~
for inhalation exposure, and chamber
monitoring procedures. All data must be
developed and reported in accordance.
with the TSCA Good Laboratory
Practice Standards in 40 CFR Part 782,

- Should the TSCA Guideline for

" inhalation developmental toxicity

become available at & time consistent
with the time requirements for
submission of study plans, then the
Guideline should also be consulted for
appropriate study design.

C. Test Substance I
EPA is requiring & 1,11~

_ trichlorvethane test substance

containing less than 0.1 percpnt butylene
oxide otabl lizer for use in the test
required in this rule. This pmduct 18 89.7
percent pure and contains the least
amount of stabilizer of any product
available. It is similar to the formulation

-used in NTP's oncogenicity bicassay on

1.1,1-trichloroethane and can be
ubtained from the Dow Chemical
Company:

D. Persons Bequired To Test

Several industry commentors stated
that only manufacturers and not
processcrs should be reguired to
conduct the tests. One commentor

recommended that the Agency
categorically ex }uria “downstream or
indirect processors.”

Section 4(b}{3){B) of TSCA specilies
that the activities for which the
Administrator makes section 4{a)
findings {manulfacture, 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 (“ﬁamhctv“é*”
defined in section 3{7} of TSCA 1o
incluce "import”). Processors are
required to {est if the findings are based

- on processing. Both manufacturers and

processors are required {o test if the
exposures giving rise to the potential
risk occur during use, distribution, or
disposal, Because EPA has found that

the manufacturing, processing, and use-
of 1,1,3-Irichloroethane give rise to
substantial human exposure to TCEA,
EPA is requiring that persons who
manufacture or process, or who intend
{0 manufacture or process this chemical,
at any time from the effective dats of
this test rule to the end of the )
reimbursement period, be subject to the
rule. The end of the reimbursement
period will be 5 years after the final -
TCEA developmental toxicity report is

. submitted. As discussed in the Agency's

test rule and exemption procedures {40 -

- CFR Part 760}, EPA expects that

manuafacturers will conduct testing and
that processors will ordinarily be
exempted from testing.

. EPA is, however, exempting those
manufacturers and processors which
produce and process TCEA only as an
impurity from these testing .
requirements. “Impurity" is defined in 40
CFR 790.3 to mean "a chemical -
substance which is unintentionally
present with another chemical ]
substance.” The Agency is exempting
those manufacturers and processors
because the EPA’s findings under
section 4[a}{(1)(B) are based on
exposures to TCEA which are a result of
intentional manufacture, processing.-and
use. In addition, it will be difficult for

oth EPA and manufacturers and
processors e identify with complete
assurance all chamical substances
which conlain TCEA as an impurity.
Finally, the Agency would find it
difficult to apply both the exemption
and reinbursement processes 1o those

who manufacture and/or process TCEA
as an impurity. In fact, the Agency's
reimbursement regulations issued
pursuant {o section 4{c) siate that those
who manufacture or process chemical
substances as impurities will not be
subject {o test requirements unless the
rule specificaily states otharwise {40
CFR 791.48b).

Because TSCA contains provisions 1o
avold duplicative tesiing, not every
person subject to this rule must
individnally conduct testing. Section
h{b 13)(A) of TSCA provides that EPA

may permil two or more manufacturers
or processors who ace subject to a test
rule 1o designate one such person or a
nualified third person to conduct the
iests and submit data on their behalf
Saction 4{c) provides that any person
required 1o test may appiy to EPA for an
exemptxon from that reguirement. The
A ncy anticipates that the current
facturers of 1,1,1-irichloroethane

e

Til
1' form the reirmbursement pool and
sponsar the testing recuired,
Manutacturers and processors who are

subject to the testiav requirements of
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thi

his rule must comply with the test rules
and exemption procedures in 40 CFR
Yari 700,

EFA is not requiring the submission of
eouivalence data as a condition for
exemplion from the required {esting. As
noted dinUnit IV. C, EPA is interested in
evaivating the effecis attributable to
TCEA itself and has specified a

relatively pure substance for testing.

E. Test Rule Development .

Under the regulations in 40 CFR Part
780, test rule developmeri for TCEA will
be a two-phase process In the two-
phase process, Phase I test rules will be
promulgated for individual chemicals
specifying the health and environmental
eifects and other characteristics for
which test data are to be developed. In
Phase 11, following promulgation of the
Phase I {est rule, those persons subject
to the rule will be required to develop
study plans for the development of data
pertaining to the effects and
characteristics specified in the Phase 1
rule. Within 30 days from the effective
date of the final Phase I test rule,
manufacturers must submit to EPA a
letter stating their intention to sponsor
testing or an application for exemption.
Test sponsors must submit their study
plans to EPA within 90 days from the
effective date of the Phase I test rule.
Afier an opportunity for public
comment, EPA will promulgate arule

adopting the study plans, as proposed or -

madified, as the chemical-specific test’
standards and schedules for the tests
required by the Phase I rule. Testing .

would also be subject to EPA’s generic

TSCA GLP standards. Persons.who
submit the study plans will be obligated
to perform the tests in accordance with
the test standards and schedules”
deveioped Modification to the adopted-

- study plans can be made only vuth EPA

approval » e

Processors of TCEA w111 not be ’
required to submit letters of intent, .
exemption applications.and study plans
end to conduct testing unless =&+ -
manufacturers fail to sponsor the .-
required tests. The basis for this™
decision is thet manufacturers are
expected to indirectly pass-the costs of .
testing on to processors through any
price increase of TCEAL

F. Repomno Requxrements

EPA is requiring that all data -

" developed under this rule be reported in

accordance with the TSCA Good
Laboratory Practice (GLP) standards
which were published in 40 CFR Part 792
{See 48 FR 53922, November 28, 1983).

These final GLP siandardc apply to thls -

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. These
deadlines will be established in the
second phase of this rulemaking in
which study plans are approved. The
procedures for the second phase
rulemaking are described in 40 CFR Part
720. ]
TSCA section 14{b} geverns Agency

disclosure of all test data submitted
_ pursuant to section 4 of TSCA. Upon

receipt of data required by this rule, the

Agency will publish a notice of receipt

in the Federal Regisier as required by

section 4(d). -

~ G. Enforcement Provisions

The Agency considers failure to
comply with any aspect of e section 4
rule to be & violation of section 15 of
TECA. Section 15(1) of TSCA makes it
unlawful for any person to fail or refusé
to comply with any rule or order issued
under section 4. Section 15(3} of TSCA
makes it unJawful for any person to fail
or refuse to: {1} Establish or maintain
records, {2) submit reports, notices, or

other information, or {3) permit access to
or copying of records required by the

"Act or any recrulanon issued under
TSCA.

Additionally, TSCA section 15(4)
makes it unlawful for any person to fail
or refuse to permit entry or inspection as
required by section 11. 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

. COTILMerce .
a testing famhty to be a place where. the
chemical is held or.stored and,
therefore, subject to mspechon

. Laboratory audﬂs/mspechons will be

- conducted periodically in accordance .,

- with the procedures outlined in TSCA™
’section 11 by designated represenithes

of the EPA for the purpose of
- determining compliance with the ﬁna“l

- rule for 1,1,1-trichloroethane. These - ;

‘inspecticns may be conducted for © "
" purpsoes which include verification that
“testing has begun, that schedules are
being met, that reports accurately reflect
the underlying raw data and

_ interpretations and evaluations thereof

and that the studies are being conducted
according to the TSCA GLP standards

~.and the test standards established in the
second phase of thisrulemaking. = .

EPA’s authority to inspect a testing

facility also derives from section 4[b)[1}
of TSCA, which directs EPA 1o’ :
promulgate standards for the -
development of test data. These - ,

- standards are defined in section 3{12){B)

. .." The Agency considers

of TSCA. to include those requirements
necessary to assure that data developed
under testing rules are reliable and
adequate, and such other requirements
as are necessary to provide such
assurance. The Agency maintaing that
laboratory inspectiong are necessary (o
praovide thig assurance.

Violators of TSCA are subject to
criminal and civil liability. Persons who
submit materially misleading or false
information in conneciion with the
requirement of any provision of this rule
may be subject to penalnes czlevlated
ag if they had never submitied their
data. Under the penalty provision of
section 16 of TSCA. eny person who
violates section 15 couid be subject {o a
civil penalty of up o $25,000 per day for
each violation. Intentional violations
could lead to the imposition of criminal
penalties of up to $25,000 for each day of
violation and imprisonment for up to
one year. Other remedies are availuble

" to EPA under sections 7 and 17 of TSCA,

such as seeking an injunciion to restrain
violations of TSCA seciion 4,
Individuals as well a8 corporations

.could be subject to enforcement actions.

Sections 15 and 16 of TSCA apply lo
“any person” who viclates varicus
provisions of TSCA. EPA may, at its
discretion, proceed against individuals
as well as companies themselves. In
particular, this includes individuals who
report false information or who cause it
to be reported. In addition, the
submission of false, {ictitious, or
fraudulent statements is a violation
under 18 U.S.C. 1001.

V. Economic Analysis of Rule
“To assess the economic impact of this

: rule, EPA has prepared an economic -

evaluation {Ref. 8) that examines the
cost to the required testing and analyzes

" four market characteristics of TCEA: (1)

Price sensitivity of demand, {2} industry

. cost characteristics, (3} industry
~-structure, and (4) market.expectations.

The costs of conducting the .~ .

" developmental toxicity test are
- estimated to range from $62,134 to

$186,403, with annualized costs ranging
from $16,000 to $48,300(Ref. 8). Based on
these test costs and an analysis of the
four market characteristics of TCEA, the
economic evaluation indicates that the
potential for a significant adverse
economic impact as a result of this test
rule is low. This conclusion is based on
the following observations (Ref. 8):

1. The demand for 1,1,1- .
trichloroethane is relatively inelastic
due {o select performance advantage‘: in
its major uses. S

2. The market’ expectahons for 1,1,1-

trichloroethane are generally favorable.
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3. The relative magnitude of the test -

cost is negligible {i.e., an estimated 0.008
cents per pound in the upper bound -
case); this represents 0.03% of the sales
value of TCEA. ./ -

V1. Availability of Tesi tacxhhes and
Personnel :

Section 4{b}(1) of TSCA requires EPA
to consider “the reasonably foreseeable
availability of the facilities and :
personnel needed to perform the test‘na
required under the rule.” Therefore. EP&
- conducted a study to assess the” '

availability of test facilities and '“ e

personnel-to handle the addmondl

demand for testing services.created by ;

section4 test m]es and test programs. ..

negotiated with industry i place of
rulemakmc Copies of the study,

- “Chemical Testing Industry: Profile of
Toxicological Testing,” October, 1981,

 canbe obtamed throuOh the NTIS uj’xde; b

publication number PB 82-140773."
On the basis of this study, the Agency
believes that there will bevavallable test -

facilities and personnel to perform the !~

_testma reguired in this test mle.‘_
VIL Judicial Review .. ;l

- be available under section 18 of TSCA"

- in the United States Court of Appeals. .
for the District of Columbia Circuit or -
for the circuit in which the person .
seeking review resides or has.its.
pnnmpal place of business. To provide
il interested persons an equal -
cpportunity to file a timely petition for: -
judicial review and to avoid so-called”
r'races to the courthouse,” EPA has
. decided to promulgate this rule for -
purposes of judicial review two weeks
after publication in the Federal Register,
as reflected in “DATES” in this notice.
The effective date has, in turn, been
calculated from the promulgation date.

VIIL. Rulemaking Record

EPA has established a record for this -

rulemaking {docket number OPTS~
.42039). This record inciudes the basic
information the Agency considered in

-+ developing this rule, and appropriate
Federal Register notices. The Agency
will supplement the record with
additional information as it is received.

Confidential Business Information {CB{],.

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 from
8:00 a.m. to 4:00 p.m., Monday through
Friday, except legal helidays, in Room
E-107, 401 M Street, 8W, Washington, .
D.C.

This record includes the fodowmo :
information:

‘conservations. . . e

” requirement of a Regulatory Impact

{1} Federal Register notices
to this rule consisting oft

{a) Notice of final rule on 1,1,1-

richloroethane.

{b) Notice of proposed rule on 1, 1 1-
trichloroethane {46 FR 30300).

{c} Notice containing the ITC . .
designation of 1,1,1-trichloroethane to .
the Prxorﬁv List (43 FR 16684},

(d) Notice of final rule on EPA’s TSCA
Good Laboratory Practice Standards {48
¥R 53922). . .

(e Nonce of final rule on test rule
development and exemption procedures.

pertaining

{f} Notice of fmal rule concerning data .
reimbursement...

. {2) Supports documents consxshpg 0:
{a}1,1,1- mchloroethane support '

- document.

- (b} Economic mpact analysxs of final

“test rule for 1,1,1-trichloroethane. . -

_{3) Communications consisting of:
{a) Written pubhc comments
_{b) Summaries of telephone

“{c}) Meeting summaries. :
“{d} Reports——pubhshed and
unpubhshed factual materlals, mcludmg

‘contractors’ reports.

{4) Test protocol for a>n mhmcmon o

ooy or oo teratogenicity stud
Judicial review of this final rule may . eratog nicity stu Y

aX C!assxﬁcahon of Ru!e S .
~Under Executive Order 12261, EPA

“"must judge whether a regulation is

“major’and, therefore, subject 1o the
Analysis. The regulation for this
chemical substance is not major because
it does not meet any of the criteria set
forth in section 1{b) of the order. First,
the annual costs of testing are less than
£50,000 over the expected market life of
TCEA. Second, because the cost of the
required testing will be distributed over
a large production volume, the rule will
have only very minor effects on

" producers’ costs or users’ prices for this

chemical substance. Finally, taking into
account the nature of the market for this
substance, the low level of costis
involved, and the expected nature of the
mechanisms for sharing the costs of the
required testing, EPA concludes that
there will be no significant adverse
econoimic impact of any type as a result
of this rule.

This regulation was submitted to the
Office of Management and Budget
(GMB) for review as required by
Executive Order 12291. Any comments
from OMB to EPA, and any EPA
response to those comments, are
included in the public record.

¥. Regulatory Flexibility Act

Under the Regulatory Flexibility Act
{15 U.8.C. 801 &t seq., Pub, L. 95-354,
September 19; 1980), EPA certifies that

L requlre‘nems‘»*J"_g;;“ L '_f_
. X1 Paperwork Reduct&on Aci

this test rule will not have a significant
impact on a substantial number of small
businesses for the following reasons:

1. There are no small manufacturers c{
1,1,3-trichloroethane. : :
2. Small processors will not perform

testing themselves, or will not
participate in the orcamzatxon of the
testing effort.

3. Small processors will experienre
only minor costs if any in securing
exemption from testmg requxrements -

_4. Small processors are unhk ely to be
affected by reimbursement

- The mformatxon collection

o requirements contained in this rule have

been approved by the Office of
Management and Budget (OMB] Lmder :
the provisions of the Paperwork - y
Reduction Act of 1980, 44 U.S.C. 3501 e’
seg.-and have been assxoned OMB_ .
number 207 {}—0033 v

C XL Referencps -

(‘) Lang, RW., Riddle, B.L., and Borze'}eca.

* 1F. Effects of 1,2-dichloroethane and 1,1, 1-° o

trichloroethane in drinking water on i
reproduction and development in mice. ™" . >

Toxicol. Appl. Pharmacol: 83: 408-421. 1082,

{2} NCL National Cancer Ingtitute, - 0=
Bioassay of 1,1,1-Trichloroethane for ?o‘mbm

. Cafcinegenicity. Cas, No. /1~—:>5—6. I’\CL—CG« -

TR-3. 1877, . .

{3) NIOSH. Nauondl Insmute Ior . e
QCccupational Safety and Health. National -
Cceeupational Hazerd Survey Data Base

{NGHS). Washington. D.C. U.S. Department .~

of Health, qu(cmcm d"ld Weifare. (‘omputerv’_
printout. 1980.
{1) Quast, L.F.. Rampy, L.W.,, Balmer, M.F.,

A Leor.c, B.X.J., and Gebring, PJ. Toxicologic

and Carcinogenic Evaluation of a 1.1,1-
Trichloroethane Formulation by Chronic
Inkalation in Rats. Dow Chemical Company, .

xd and, MI. 1978.

{5} Schwetz, B.A., Leovg BX.J.. and .
Cehnm PJ. The effect of maternally inhaled
lrichloroethy’tene, perchloroethylene, methyl
chloroform, and methylene chioride on
embryonal and fetal development in mice
and rats. Toxicol. and Appl. Pharmacol,
32:84-56.1975.

(6) USEPA. 11.8. Evironmental Protection
Agency. Assessment of Testing Naeds: 1,1,1-
Trichloroethane. Washington, U.C.: Gffice of
Pesticides and Toxic Substances, USEPA,
1681,

{7} York, R.G., Sowry, B.M, Hastings, L.
and Manson, .M. Evaluation of teratogenicity
and neurotoxicity with maternal inhaiation

exposure to methyl chloroform. Journal of
Toxjcology and Environmeniul Fealth 9 251~
208. 1882,

{8) Mayo, D.R., Preziosi, A, Tadavarthy, R,
und Riordan, B.j. MATHTECH, {nc. Economic
m\pat Analysis of Final Test Rule for 1,1,1~
Trichlorvethane. Final Repert, Wasaington,
D.L.: GHfice of Pesticides and Toxic



.

.. D.C.: Office of Pesticides and Toxic =

- September1983.-

‘E""@ﬂ&:g

Regisies‘ [ Vol. 48, No. 197

[ Wednesday, Qctober 10

884 / Rules and Regulations

386817

Substances, U.S. Environmental Protection”
Agency, Contract No, 65-01-6287. 1084,

{¢} Smw?dun J LI “Drugs e .
Teratogens”. CRC Press Inc.. C:ewwnd 291
pPp. 1970,

{10} Ferngren, H. and Forsberg, U. The
Correlation of Adverse Effects in Animals of
Teratogenic Effects of Drugs Submitied to the
Swedish Drug Conirol 1963-1968. Proc. Eur
Soe. Study Drug Fox. 12:347-351, 1971,

{11} USEPA. U.S. Environmental Protection
Agency. Rationale for Requiring
Terafogenicity Testing i Two Species.
Washington, D.C.: Office of Pesauoek and
Toxic Substances, USEPA. 1981,

{12} USEPA. U.S. Environments! Protection .
Agency. Memorapdum {rom Michael A.
Calizhan {o Elizaebeth Anderson and Arnie
Edelman. Draft Exposure Assessment for
TSPC Solvents. July 15, 19581. :

{13) Palmer, AXK. “The Design of ~
Subprimate Anima! Studies.” in “Handbook
of Teratology,” Vol. 4. Edited by Wilson. 1.G.
and F.C. Froser. Plenum Press, New York. pp.
215~-253. 1978,

- {14) Wilson, |.G.* P,nvronmeni and Birth
Defects,” Academic Press. New York. 1973.

(1.5) johnson. E.M. Screening for teratogenic
hazards: nature of the problems. Ana. Rev.
Pheoraacol. Yoxicol 21: 417429, 1981,

{16} Skory, L.. Fulkerson, |, and Ritzarn, D.
Japm degreasing solvents: when safe.
Products Finishing. pp. 84-71, February, 1974,

{17} USEPA. U.8. Environmental Protection
Agency. Health Effects Test Guidelines: -
Teratogenicity Study. Weshington D.C.:
Office of Pesticides and Toxic Subsiances,
USEPA, PB 83-257681. Octoher, 1983,

(18] Kramer, C.G., Ott, M.G.. Fulkerson, L.E,,

Hicks, N.. and Imbus, H.R. Health of workers -

exposed to 1,1,1-trichloroethane: a matched
pair study. Archives of Environmentul
Health. 33:331-352. 1978. '

{18} Chozo, M., Tyson, C.A.. and Riccio,
E.S. SRI International. Investigations of lhe,
Species Sensitivily and Mechanism of | ~
Carcinogenicity of Halogenated
Hydrocarbons. Final Report. Washmgton,

Substances, U.S. Environmental Protectxon
Agency, Contmct No. 88—01—5070 iuarch
1984,

{20) Williams, G.M. Naylor Dana Incmu(e, .
- . American Health Foundation. DNA Repair.
“Test of 11 Chlorinated Hydrocarbon Anslogs.”

Final Report. I'R—507~18A Valhalia NY.

{21} Arthur D, Lmie Inc: Cell
Transformation Assays of 11 Chi orinated'

- Hydrocarbon Anslogs. JICAIR Work =

Assignment No. 10. Contract No. D—SO’/‘—TO—-
2A. Cambridge, MA. April 1983. ‘

{22) Hatch, G.G., Mamay, P.D., Aver. M.L.,
Casto, B.C., and Nesnow, 8, Chemical
enhancement of viral transformation in
Syrian hamster embryo celis by gasecus and
volatite chlorinated methanes 2nd ethanes. -
Caincer Research 43:1945-1950. 1433,

(23) Quast, L.F., Calhoun, LL. an¢
McKenna, M.J. Chlorothene VG: A Chronic
Inhalation Toxicity and Oncogenicity Study
in Rats and Mice-—Part L. Results of Findings.
in Mice. Final Report. Bow Chemical - :

» _Company, Midland, MI. 1984."

79930

List of Subjects in 40 CFR Part 799

Testing, Environmental protection,
Hazardous material, Chemicals.
(Sec. 4, Pub. L. 94-469. 90 Stat. 2008
2603)

Dated: September 14, 1984,
Witliam . Ruckelshaus,
Admunistrator.

Therefore, Chapter § of 40 CFR is
amended by adding Part 799 to read as
follows:

PART 795—IDERTIFICATION OF
SHECIFIC CHEMICAL SUBSTANCE
AHD MIXTURE TESTIRG
REQUIREMENTS

. Sut’;pari A-=Genera!l Brovisions

- Sec.

799.1
798.2
738.3
792.5

Scope and purpose.
Applicability.
DBefinitions.
Submission of information.
Test standards.
Availability of test g &,mdehnes
Test results.
Effects on non-compliance.

79611
790.12
799.17 .
Subpart B~Specific Chemical Test Rules
792.4400 1,1.1-Trichloroethane.
Authority: Section 4, Section 12, and
Section 26, Toxic Substances Conirol Act

{1'SCA., 90 Stet. 2006, 2033, 2047, 15 US.C.

2603, 2611, 2625).

Subpart A~—General Fmvisiéns

§ 7891 Scope and purpose,

“'(a) This part identifies the chemical

. subslances, mixtures, and categories of
- substances and mixtures for which data

are to be developed, specifies the

persons required to test [manufacturers,

- including importers, and/or processors), -
- specifies the test substance(s) in each - -
. case, prescribes the tests that are

required including the test standards, -

“and provides deadlines for the .

submxssmn of reports and data to EPA.
~{b} This part requires manufacturers

.- and/or processors of chemical. s
-+ substances or mixtures (* chexmcals"}
- identified in Subpart B to submit letter‘s, .
.= of intent to test, exemption applications
.-and study plans in accordance with EPA
~ test rule development and exemption -
“ procedures contained in Part 760 of this

chapier and any modifications to such
procedures contained in this part.

{c) This part requires manufacturers
and/or processors of chemicals
identified in Subpart B o conduct tests

‘and submit data in sccordance with the

test standards contained in this part in

- order to develop data on the heaith and
. environmental effects and other

characteristics of these chemicals. -
- These data will be used to assess the

risk of injury to human health or the

c 15 US.C.

environment presented by these
chemiczals.

§ 7922  Applicabilify.

This part is applicable to each person
who manufectures or intends to
manufacture {including import) and/or
to each person who processes or intends
{0 process a chemical substance or
mixiure identified in Subpert B for
testing during the period commencing
with the eifective date of the specific
chemical test rule until the end of the
reimbursement period. Each set of
testing requirements in Subpart B
speciiies whether those reguirements
apply to manufacturers only, to
processors only, or te both
manufacturers and processors.

§79%9.3 Definitions.

The definitions in section 3 of the
Toxic Substances Control Act {[TSCA}
and the definitions of § 790.3 of this

“chapter apply to this part.

£ 7985 Submission of information.
Information (leiters, study plans,

reports) submitted to EPA under this

part must bear the Code of Federal

-Reguiations (CFR) section number of the

subjeci chemical test rule {e.g. § 798.4400
for 1,1,1-trichlorcethane) and must be
addressed te: Document Control Office
{T8-793), Office of Pesticides and Toxic
Substances, Environmental Protection

" Agency, Washington, D.C. 20460.
n § 799,10 Test standards.

Testing required under Subpart B musi
be perforraed using e study plan

prepared according o thie requirements

~ of Parts 790 and 792 of this chapter

unless modified in specific chemieal test

-‘rules in Subpart B. All raw data,

: documentation, records, protocols,
.specimens and reports generaied as 2

. result of a study under Subpart B must

be developed, reported, and retained in
accordance with TSCA Good -
Laborator'y Practice Standards {GLF’ s‘

-in Part 792 of this chapter. These items
~must be made available during an

.~ - inspection or submitted to EPA upon
“-request by EPA or its authorized

~ representative. Laboratories conducting

testing for submission to the Agency in
response to 2 test rule promulgated
under section 4 of TSCA must adhere to
the TSCA GLF's. Sponscrs must notify
the leboratory that the study is being
conducted pursuant to TSCA § 4.
Sponsors are also responsible for

- ensuring that laboralories conducting

the test abide by the TSCA GLP

-standards. In accordance with § 792.12

of this chapter, & certification
concerning adherence to the TSCA
GLP's must be submitted to EPA.
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The TSCA and FIFRA guidelines for Rules : Developmentsl tuz\xuuy'—gu Reqguired
the warious study plans are available . ' ' . i : testing. A test for developmental
from the National Technical Information ~ § 799-4400° 1.3, 1-Trichloroethane. toxicity shall be conducted with 1,1,1-
Servire {NTIS). Address and telephone (a) Identification of chemical test trichiorpethane.

number: National Technical Information
Service, 5285 Port Royal Road, :
Springfield. VA 22161 (703487-4650).
The OECD guidelines for the various
study plans are available from the -

followino address: OECD Publication

and Information Center; 1750
Dermsy}vama Ave, NW,, Washmotom
D.C. 20008 {202&2 185?} :

§$799.12 Test resuit&

Except as set forth in soecxﬁc
chemical test rules in Subpart Bof thls
part, a positive or negative test result in
any of the tests required under Subpart_

B is defined in the TSCA test vmdehnes ;

puohshed by NTIS. i » -

§798.17 EiHectsof ncn-comphance

Any person who fails or refuses to
comply with any aspect of this part or
Part.750 is in violation of section 15 of
TSCA. EPA-will treat violations of Good
Laboratory Practice Standards as-
indicated in § 792.17 of this chapter:

substance. 1,1,1-Trichloroethane {CAS
No. 71-55-8, also known as methyl
chloroform) shall be tested in
accordance with this part.

{b) /dentification of test substance.
1,1,1-Trichloroethane stabilized with-
less than 0.1 percent butylene oxide
Shad be used as the test substance inall’
teat 0~

[c) Persons. requmsd to submzt sz‘ua’ y

; p[ans, conduct tests and submit data. -
Allpersons who manufacture or process:

1,1,1-trichloroethane, other than as an
impurity, from November 23,1984, to the
end of the reimbursement period shall
submit Jetters of intent to test, -
exemption applications, and study plans
and shall conduct tests and submit data.

ag specified in this section, Subpart A of

this part and Part 790 of this chapter:
{Test Rule Development and Exemption
Procedures). (Information collection
requirements approved by the Office of
Management and Budget under control -
number ”070——()0 J -

{it) Stedy plans. For guidance in
preparing study plans, itis
recommmended that the inhalation
teratogenicity study design submitted by
the Chemical Manufacturers
Association {CMA] for Inhalation
teratclogy of isophorone in the rat and
meousz be consulted. A TSCA Guideline
for inhalation developmental toxicity is
currently being prepared by the Agency - -
and is expected to be available by Fall, -
1984. If available, it should also be
consulted for eppropriate study design.
A copy of the CMA protocol is av ailable
“in the public record for this rulemaking,.
docket number (OPTS-42058). Testing
should, however, be conducted on the.
ratand a non-rodem mammalian
SDECIES & -
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