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V1. Other Regulatory Requirements
A. Executive Order 12291

As explained in the proposal
published in the Federal Register of
October 3, 1991 (58 FR 50190}, EPA
determined, pursuant to the
requirements of E.O. 12291, that the
revocation of the food additive tolerance
is not a major regulatory action, i.e., it
will not have sn annual effect on the
economy of at least $100 million, will
not cause & major increase in prices, and
will not have s significant adverse effect
on compatition or the ability of U.S.
enterprises to compete with foreign
enterprises. The Agency’s best judgment
is that the total impact of this rule may
be as high as $50 million per year.

- This rule has been revi by the
Office of Management and Budget
{OMB) as required under section 3 of
E.O. 12291,

B. Regulatory Flexibility Act

This rule has been reviewed under the
Regulatory Flexibility Act of 1980 (Pub.
L. 96-354; 94 Stat. 1164, 5 U.S.C. 601 et

.), and EPA has determined that it
have a minor ecanomic impsct on
a small number of small businesses,
small governments, or small
organizations. The reasons for this
canclusion are discussed in the October
3, 1991, proposal.

The Delaney Clause does not give
EPA the authority to consider economic
impact. Accordingly, I certify that this
rule does not require a separate -
regulatory flexdbility analysis under the
Regulatory Flexibility Act.

C. Paperwork Reduction Act

This regulatory action does not
contain any information collection ,
requirements subject to review by OMB

under the Paperwork Reduction Act of
1980, 44 U.S.C. 3501 et seq. -
VIL References fo = VP

All references ¢«  in sectir of
this preamble are available fo. .wing
in the Office of Pesticide Program’s
Public Dockst under control number

260053C. The docket is located in Rm.
1132, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlinigton, VA, telephone:
703-305-5805. The docket is open from
8 a.m. to 4:30 p.m., Monday

Friday, except legal holidays.

Copies of the references without an
associated Master Record Identification
(MRID) number are :vdhh:: to any
person, regardless of affiliation,
Disclosure of the references identified
by an MRID number are subject to the
limitations imposed by section 10 of the
Federal Insecticide, Fungicide, and
‘Rodenticide Act (FIFRA). Visitors are

required to sign an “Affirmation of Non-
multinational Status” form prior to
viewing angerafmces identified by an
MRID number. -

Copies of the refarences alsc are
available by writing to: Freedom of
Information Office (A101), U.S.
Environmental Protection Agency, 461
M St., SW., Wuhingf:. DC 20460,
Disclosure of the refsrences under the
Freedom of Information Act are subject
me same limitations as outlined

e.

References

1.Two-year Gavage Study of
Dichlorvos in F344 Rats (Southern
Research Institute, Study No. 05049,
May 23, 1883, sponsored by the
National Toxicology ), PWG
Report, May 30, 1986. MRID 006019.

2. Haseman et al., JNC] 75:975-984,
1985.

3. See EPAt.hOfﬁuP ;:gestit;ifda
Programs, “4th Peer ew of .
Dichlorvos” (8/18/89). PWG Dichlorvos
Two Year B6C3IF1 Mouse Corn Oil
Gavage Study. (Southern Research
Institute; Study Numbers: 05049 Test
02. NTP C# 00113B, May 23, 1983;

by National Toxicology

) PWG May 14, 1886. NTP
T Report No. 342, “A Review of
the Interpretation of the NTP Toxicology
and Carcinogenesis Studies of
Dichlorvos,” June 30, 1888, by John H.
Toxicology, versity, Buies
Creek, North Carolina, v

4. The transcript of the NTP panel of
experts meeting of July 14, 1987,

5. See Memorandum, from Judith
Hauswirth to La Rocca, EPA,
Office of Pesticide *‘First Peer
Review of Dichlorves (DDVP)” (Sept.
25, 1987).

6. Same as item 5 of these references.

List of Subjects in 40 CFR Part 183
Environmental p jon,
Administrative pucﬁpm:t:nd procedure,
Agricultural commodities, Food
additives, Pesticides and pests,
Reporting and recordkeeping
requirements.
Dated: October 22, 1963
Victor J. Kimm,
Aszistant Administrator
mhmﬁon. Pesticides nnd‘raxi{w Substances.
Therefore, 40 CFR part 185 is
amended as follows:

PART 185—{AMENDED)

1. The autharity citation for part 185
continues to read as follows:

Authority: 21 U.S.C. $48a and 348.

2. By revising § 185.1900 to read as
follows: .

§185.1900 2.2-Dichiorovinyl dimethyi
phosphete. <

A tolerance that expires on March 10,
1994, is established as follows: The food
additive 2,2-dichloroviny] dimethy!}
phosphate may be present as a residue
from application as an insecticide on
packaged or begged nonperishable

food (see: 21 CFR 170.3(j)) in
an amount in such food not in excess of
0.5 part per million (ppm). To assure
safe use of the insacticide, its label and
labeling shall confarm to the label and
labeling registered by the
U.S.Environmental Protection Agency,
and the mo employed shall conform
to such and labeling.
[FR Doc. 8327807 Filed 11-0-83; 8:45 am)
MLLING COOE 0500-00-F

40 CFR Part 799

[OPPT6-42111C; FRL 4047-2]
RIN 2070~-AB4

gmm:o of Watsr Chemicals; Final Test

AGENCY: Environmental Protection

Agency (EPA).
ACTION: Final Rule.

SUMMARY: EPA is issuing s final rule,
under section 4 of the Toxic Substances
Control Act (TSCA), requiring
manufacturers and processors to test
four chemical substances for certain
health effects. Oral 14—day repeated
dose and oral 80-day subchronic
to:ddﬁvosmdiu are required for each of
the following substances: Chlorosthane
(CAS No. 75-00--3); 1,1-dichloroethane
(CAS No. 75-34-3); 1,1,2,2-
tetrachloroethane (CAS No. 79-34-5);
and 1,3,5-frimethylbenzene (CAS No.
103-87-8). This rule also supports
z&‘: effort to d;vf:iop Health

visories (HAs unregulated
drinking water contaminants that are
monitored under section 1445 of the
Safe Drinking Water Act (SDWA). The
proposed rule which was published on
May 24, 1000 was re to as the
Office of Drinkin:ﬁ Water Chemicals
proposed test -
DATES: This ruls shall become effective
on December 27, 1993. In accordance
with 40 CFR 23.5, this rule shall be
promulgated for purposes of
review at 1 p.m. eastern day
on November 24, 1993,
FOR FURTHER INFORMATION CONTACT:
Susan B, Haren, Director,
Environmental Assistance Division
(MFT--7408), Office of Pollution
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Prevention and Toxics, Rm. E-543B,
401 M St., SW., Washington, DC 20460,
{202) 554~1404, TDD: (202) 544-0551.

SUPPLEMENTARY INFORMATION: EPA is
issuing a final test rule under section
4(a) of TSCA to require health effects
testing of four chemical substances that
have been identified as drinking water
contaminants by the Office of Water.
EPA is not requiring testing under
section 4(a}(1)(B) for health effects
testing of n-propylbenzene (CAS No.
103-65~1) because production is not
substantial at this time. The required
subacute and subchronic test guidelines
were proposed under parts 795 and 798,
respectively. EPA, however, has decided
to require the same subacute testing

according to a guideline under part 798
with modifications.

I. Introduction
A. Test Rule Development Under TSCA

This final rule is part of the overall
implementation of section 4 of TSCA,
15 U.S.C. 2601 et seq., which contains
authority for EPA to require the
development of data relevant to
assessing the risk to health and the
environment posed by exposure to
particular chemical substances or
mixtures (chemicals).

Under section 4(a) of TSCA, EPA
must require testing of a chemical to
develop health or environmental data if
the Administrator makes certain _
findings as described in TSCA under

section 4(a)(1)(A) or (B). Detailed
discussions of the statutory section 4
findings are provided in EPA’s first and
second proposed test rules, which were
published in the Federal Register of
July 18, 1980 {45 FR 48510} and June 5,
1981 (46 FR'30300). Additional
discussion of the TSCA section
4(a)(1)(B) finding can be found in the
final statement of policy which
articulates the criteria for making that
finding (58 FR 28736, May 14, 1993).

B. Background

On May 24, 1990 (55 FR 21393), EPA
proposed oral subacute and subchronic
health effects testing under TSCA
section 4(a}(1}(B) for the following
chemicals:

Chenmwcal name CAS No. Docket No.
chioroethane 75~00-3 42111C/42162
1,1-dichioroethane 75-34-3 42111C/42163
1,1.2,2-tetrachioroethane 79-34-5 42111C/42164
npropylbenzene 103-85-1 42111C/42161
1,3.5-trimethytbenzene 108-67-8 42111C/42165
In evaluating the testing needs for these The Safe Drinking Water Act (SDWA) levels provide guidance to Federal,
five substances, EPA considered of 1974, as amended in 1986, provides  State, and local officials responsible for

available published and unpublished
information on the production volume,
exposure, and toxicity of these
substances. The proposed testing was
intended to support the efforts of EPA’s
Office of Water (OW) in developing
Health Advisories (HAs) for these
substances. The subacute and -
subchronic tests were proposed to be
conducted according to TSCA
guidelines under 40 CFR 795.257 and
798.2650; however, EPA has decided
that because the provisions of the
subacute and subchronic test guidelines
are essentially identical except for the
exposure period, EPA is requiring both
tests to be conducted according to

§ 798.2650 except for modifications for
the subacute test which will specify a
shorter exposure period and in other
ways make it comparable to the
proposed 14~day guideline. EPA has
decided not to issue the 14~day
subacute test guideline, proposed under
§795.257, as a separate guideline. This
decision was an outgrowth of EPA’s
effort to harmonize its testing guidelines
with those of the Organization of
Economic Cooperation and
Development (OECD) and EPA's
decision to eliminate the annual
publication of testing guidelines in the
Code of Federal Regulations. For ease of
discussing the comments received on
the praposed 14-~day guideline, this
guideline will be referenced using the
same section number under which it
was proposed, Le. §795.257,

for the regulation of substances that may
cause adverse human health effects and
that are known or anticipated to occur

in drinking water. Under section 1445 of

the SDWA, public water systems are to
monitor for a list of unregulated
drinking water contaminants, including
the substances in this rule. Recently,
EPA announced the availability of
monitoring data for these substances
from nine states (AL, FL, IN, MA, M1,
NE, PA, RI and WV). These data showed
that chloroethane was present in
drinking water in four of the nine states;
1,1-dichloroethans in six of the nine
states; 1,1,2,2,-tetrachloroethane in five

. of the nine; n-propylbenzsae in two of

the nine; and 1,3,5-t"° "hylbenzense in
three of the nine (Re. . . Thesec. .
confirm that these chei.icalsare, _nt

in drinking water. EPA made the data
available for public comment on April
20,1992 (57 FR 14371) and is using
these data to further support its
exposure finding in this action. Other
monitoring data also showed the
presence in drinking water of the five
substances in this rule (Ref. 10). These
data had not been available when the
proposed rule was being developed and
were presented in a later notice for
public comment on July 15, 1991 (56 FR
32292).

In addition to the monitoring

. requirements in the SDWA for

lated contaminants, EPA
develops HAs for some of them, as well
as for some regulated contaminants. HA

protecting health after chemical spills.
HA levels suggest acceptable
concentrations of the chemical in
drinking water; levels that would not be
expected to result in an adverse health
effect for 1-day, 10-day, longer-term, or
lifetime human exposures based on data
describing noncarcinogenic endpoints
of toxicity, and, where available, data on
carcinogenicity. In developing a HA,
oral studies in one or more species are
used in which the exposure duration is
comparable to the HA exposure
duration. HAs are intended to inform
public health officials of the potential
health effects associated with a
chemical, as well as the concentration of
the chemical that is not expected to
cause an adverse effect after exposure of
various durations.

I1. Public Comment

Comments in response to the
proposed test rule for the Office of
Drinking Water chemicals were received
from the Chemical Manufacturers
Association (CMA)(Ref. 1), Dow -
Chemical Company (Refs. 2 and 3),
Eastman Kodak Company (Ref. 4),
Halogenated Solvents Industry Alliance
(HSIA)(Ref. 5), Monsanto Company (Ref.
6). Shell Oil Company (Ref. 7}, Vista
Chemical Campany (Ref. 8), and Vulcan
Chemicals (Ref. 9). No comments were
received in response to the notice
presenting drinking water monitoring
data on July 15, 1991 (56 FR 32292). ©
Comments in response to the notice
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announcing the availability of drinking
water data on April 20,1992 (57 FR
14371), were received from Koch
Chemical Company (Koch) (Ref. 32}, the
American Water Works Association
{AWWA) (Ref. 33}, and the Association
of Metropolitan Water Agencies
{AMWA) (Ref. 34). These comments and
EPA's responses to them are
summarized below.

1. Testing advocated. The AWWA
(Ref. 33) commended EPA in its use of
TSCA and data from the SDWA to
protect drinking water sufplies by
requiring testing for development of

"HAs. The AWWA believes this
information is critical for the protection
of human health. The AMWA (Ref. 34)
commented that it strongly supports the
development of national drinking water
standards for contaminants which pose
a threat to public health and occur in
drinking water. AMWA also commented
that the drinking water data support the
section 4 findings and that it is '
appropriate to require testing for acute,
subacute, and chronic health effects
including neurotoxicity and
developmental toxicity. The AMWA
stated that it strongly supports such
testing to help insure the protection of
drinking water supplies and public
health.

2. Justification for short-term HAs.
Monsanto Company (Ref. 6) commented
that EPA has not provided sufficient
justification or rationale for the
establishment of HAs, particularly 1-
day, 10-day, and Longer-term HAs, in
the proposed test rule or in the reference
on drinking water health advisories
(Ref. 40).

EPA disagrees. In the introduction to
the proposed test rule, EPA stated that
the HAs are needed to provide guidance
to Federal, State, and local officials who
are responsible for protecting health
after chemical spills or contaminations
bave occurred. Moreover, this r;:le does
not establish any HAs. HA ley,; «
suggest concentrations of a cheiiiical in
drinking water that would not be
expected to result in an adverse health
effect for 1~day, 10-day, longer-term, or
lifetime human e {55 FR 21393,
May 24, 1990). Although described as
an unlikely scenario by Monsanto, EPA
knows chemical spills may result in
transient contamination of drinking
water supplies for which short-term
exposure criteria are more appropriate
than are the usually more stringent
chronic-exposure criteria. In fact, there
have been numerous instances of
drinking water supplies (both ground
and surface water) being contaminated
as a result of chemical spills and
accidents and also some cases where the
inlet to drinking water supplies has

been shut off because of chemical spills

" inrivers, e.g., Potomac River (Refs. 41—

44) and Ohio River (Refs. 45 and 46). In
such instances EPA has provided
guidance on the hazards of substances
detected in drinking water {Ref. 38), and
drinking water professionals have
commented on how important this
guidance is to them (Ref. 33 and 34).
Therefore, EPA believes that the
establishment of HAs, including the
shorter-term HAs, is justified in general
and specifically for the substances in
this rule, all of which have been found
in drinking water. As stated previously,
however, this rule does not itself
establish any HAs but rather only
requires testing to develop data which
EPA may use to develop HAs. :

3. Exposure findings—a. Substantial
production. CMA (Ref. 1) commented
that EPA did not define substantial
production and, along with Monsanto
{Ref. 6), commented that EPA did not
disclose production volumes because
they were Confidential Business

Information (CBI). CMA, therefore,

suggested EPA use general production
ranges to justify its finding for
“substantial production.” Since these
comments were received, EPA has
defined what it considers substantial -
production in the final statement of

‘policy for TSCA section 4{a)(1)(B)(i)

findings (58 FR 28736, May 14, 1993).
This policy states that aggregate annual
production {including imports} in
excess of 1 million pounds is
considered substantial. By using a 1-
million- pound threshold, only the top
11 percent of the chemicals reported on
the TSCA inventory are defined as being
produced in substantial quantities.
Thus, EPA believes it to be a reasonable
interpretation of TSCA section 4(a}(1)(B)
to consider aggregate annual production
in excess of 1 million Founds to
constitute “substantial production.”
Monsanto (Ref. 6) commented that

- EPA relied on “obsolete TSCA

#._ssntory production information” to
support its exposure finding. EPA did
not rely only on 1977 TSCA inventory
data, but also on the 1986 and 1990
updates of these data and found that
chloroethane and 1,1-dichloroethane are
produced in volumes over 100 million
pounds, and 1,1,2,2-tetrachloroethane
and 1,3,5-trimethylbenzene are
produced in volumes over 1 million
pounds. Because of these production
volumes and the reasons set forth in the
final statement of policy for TSCA
section 4(a}(1)(B)(i) indings, a
substantial production finding is made
for these four substances. EPA is
deferring action on the J)roposed testing
of n-propylbenzene under TSCA section
4{a)(1)(B)(i) because production is not

substantial at this time. However,
because this chemical has been found ir
drinking water, EPA will monitor future
updates of the TSCA inventory data
base and will reconsider the need for
testing of n-propylbenzene at that time.
Alternatively, EPA may initiate
rulemaking pursuant to sections 8(a}
and/or 5(a}{2) of TSCA to monitor for
such changes by requiring the
notification of the Agency prior to any
future manufacture, importation or
processing of n-propylbenzene.

b. Substantial release. Several
comments from industry challenged the
finding that there is or may be
substantial releases of all the subject
chemicals. HSIA (Ref. 5} indicated that
EPA could not support a finding of
potential substantial release for 1,1,2.2-
tetrachloroethane since it is a byproduct
of the closed system production of

- methyl chloroform. HSIA concluded
that the presence of 1,1,2,2-

-tetrachloroethane in some ground and
surface waters may be due to past land
disposal of this chemical which is no
longer practiced, and that current
environmental contamination should
not be used to support a finding of
*substantial” environmental release.
Vista Chemical Company (Ref. 8)
indicated that it is an inadvertent
producer of chloroethane, 1,1-
dichloroethane, and 1,1,2,2-
tetrachloroethane, but that these
substances are incinerated and “the
potential for environmental releases or
public exposure is insignificam.”
Monsanto (Ref. 6) commented that “in
order for EPA to make a finding under
the ‘enter(s) the environment in
substantial quantities' test, there must
be a reasonable determination that such
is the case.”

In the final statement of policy
explaining how EPA interprets its legal
suthority to make TSCA section
4{a){1}{BM}i) findings, EPA defined
substantial release for the majority of
chemicals in production as 1 million
pounds per year or 10 percent of
production, whichever is less (58 FR
28{136. gay 14, l1]993). As fitaled in the
policy, the 1 million pounds per year
threshold is based on the existing
information EPA has about the releases
of existing chemicals. The major source
of information EPA has about chemical
release is the Toxics Release Inventory
(TRI) required under section 313 of the
Emergency Planning end Community
Right-to-Know Act (EPCRA) and the
Pollution Prevention Act of 1990.
Section 313 of EPCRA requires that
persons who manufacturs or process
certain listed chemical substances in
excess of 25,000 pounds per year or
otherwise use chemical substances in
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excess of 10,000 pounds per year report
releases of listed chemicals to EPA.
Because the TRI encompasses only a
limited number of chemical substances
and categories, and because companies
only report once they meet an
applicable threshold, TRI does not
represent the entire universe of
chemicals or releases of chemicals.
Nevertheless, EPA has found that only
37 percent of chemicals reported on TRI
have releases in excess of 1 million
pounds per year. Thus, EPA believes it
to be a reasonable interpretation of
TSCA section 4(a){1)(B)(i) to consider
releases in excess of 1 million pounds
per year to constitute *substantial
environmental release.” Applying these
criteria, a finding of substantial release
can be made for chloroethane.
According to the TRI, 4.86 million
pounds of chloroethane were released to
the environment in 1989 (Ref. 11). The
quantity of 1,1,2,2-tetrachloroethane
released to the environment in 1989
according to TRI was only 41,131
pounds (Ref. 11). There were no TRI
data available on 1,1-dichloroethane, n-
propylbenzene, or 1,3,5-
trimethylbenzene, and additional
information on the extent of their
release to the environment was not
submitted.

CMA (Ref. 1) commented that EPA
cannot rely on TRI data alone to support
a finding for substantial environmental
release, but must combine these data -
with monitoring and enviranmental fate
- data. EPA disagrees with CMA that

monitoring and chemical fate data must
be considered to make the substantial
release finding, and this position was
supported by the cumene ruling in CMA
et al. vs. EPA, 899 F.2d 344 (5th Cir.
1990) (Ref. 39). The TRI data are
estimates provided by industry about
chemical release and therefore, EPA
believes it is reasonable to rely on them.
Furthermore, EPA does not interpret the
term “‘enters the environment” to ‘
‘require it to demonstrate persistence or
exposure. ' :
onsanto (Ref. 68) commented that the
proposed test rule reported that over 4
million pounds of chloroethane were
released to air, but that there was no
information on the release to surface
waters which, Monsanto believes,
should be the primary information
considered since ce waters are a
source of drinking water. In 1989 4.86
million pounds of chloroethane were
released to the environment; of which
71,749 pounds were discharged directly
to water. Although a much greater
quantity is released to air than is
discharged to water, there is,
nevertheless, widespread contamination
of drinking water by chlaroethane. EPA

believes that knowledge of how a
chemical enters the environment does
not in itself predict the ultimate
distribution of that chemical in the
various environmental media (air,
water, land) because a substance may
migrate between environmental media.
Therefore, EPA believes the total
amount of a chemical released to the
environment should be the primary
consideration in making a finding for
substantial release.

c. Significant or substantial human
exposure. The Association of
Metropolitan Water Agencies (AMWA)
(Ref. 34) commented that the drinking
water data are clearly sufficient to
support a finding that there is
substantial exposure to the five
chemical substances. EPA a|
this comment. as discussed
this unit.

CMA (Ref. 1) commented that EPA
has not complied with the cumene court
ruling which requires EPA to articulate
its definition of *‘substantial exposure”
and that the pro test rule for the
OW chemicals did not cite the standards
or criteria by which EPA defines the
concept of 'substantial or significant’
human exposure in section 4(a}(1)(B) of
TSCA.

CMA submitted this comment before
EPA proposed and finalized its policy
statement which articulated its criteria
for determining potential substantial
exposure under section 4(a)(1)(B) of
TSCA. In the final statement of policy
published on May 14, 1993 (58 FR
28736), EPA established the criteria for
substantial human ure as 100,000
persons in the general population,
10,000 consumers, or 1,000 workers.
EPA believes that the different
numerical thresholds for workers,
consumers, and the general population
aren to reflect the inherent
differences in each probable exposure
scenario (e.g., workers generally r >
exposed on 8 more routine or di-" %
basis th:rx:ltl:onsumets. and eonsuaners
are generally exposed an a more direct
basis than the general public).

Comments on the application of the
policy to chloroethane and 1.1.2,2-
tetrachloroethane were received from
Hsul: (Ref. :!of).th HSIA st:::g thal: the
application of the prop policy to
these chemicals was generic, based

with
low in

- upon total production volume and

survey data of disposal sites, and that an
attempt should have been made to
identify and analyze source, production
method, int:nsity. duration, andlorm
uency of exposure. EPA agrees that
knowledge of these factors is desirable;
however, such knowl is not
required to make the substantial human
exposure finding under TSCA section

4(a)(1)(B)(i). These types of data are not
usually available and testing should not
be rejected simply because these data
are nonexistent. Even if detailed
exposure data were available, in the
absence of reliable health or
environmental effects data, it is
impossible to determine what exposures
are acceptable. Indeed, if adequate
health effects data were available,
testing would not be necessary.

CMA (Ref. 1) commented that EPA
did not cite any data which
demonstrated that the OW chemicals
have been found in drinking water, but
instead relied on groundwater, soil, and
surface water monitoring data. CMA
indicated that the data presented did
not provide the *“substantial evidence™
required by TSCA to support exposure
findings because (1) EPA possesses an
extensive database regarding the levels
at which various contaminants have
been detected in drinking water sources
around the country and these have been
reviewed in other exposure-based test
rules, and (2) EPA should obtain the -
available monitoring data on these
chemicals before it reaches any
conclusions about the magnitude of

human .
EPA m must provide
“substantial evidence” in the

“rulemaking record that there is or may

be significant or substantial human
exposure. The drinking water data
which were not available when this test
rule was proposed, have since been
provided for comment (56 FR 32294,
July 15, 1991 and 57 FR 14371, April 20,
1992). The data provided on July 15,
1991, show that all five of thess
chemicals have been found in drinking
water in the United States. This
includes community drinking water
systems of America’s large cities (e.g.,
Miami, Philadelphia, Cincinnati,
DSeg)ttle. New m and Was;xli&ngtog.
, private drinking water wells, an

finished drinking water from ground
wi """, The presence of these chemicals
in these water supplies alone will result
in the exposure of millions of persons
and supports the finding of substantial
human ' The data provided on
April 20, 1992, further demonstrated
contamination of drinking water by the
five chemicals in this rule.

HSIA (Ref. 30) commented that
1,1,2,2-tetrachloroethane is not a

commercial product, but an
intermediate to which there is no
potential for human e. Also,

HSIA commented that chloroethane is a
gas at room temperature and that human
exposure would likely be only by
inhalation.

The information EPA provided for the
two supplemental comment periods, on
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which HSIA did not comment, showed
that 1,1,2,2-tetrachloroethane and
chloroethane have been found in
drinking water in many cities and states
in the United States {56 FR 32292, July
15, 1991 and 57 FR 14371, April 20,

1992)%

CMA (Ref. 1) and Monsanto (Ref. 6)
also commented that if EPA examined
data concerning physical/chemicsl
properties and environmnental fate of
these chemicals and evaluated such
characteristics as volatility, mobility,
and biodegradation, that EPA wauld
conclude that the migratien of the OW
chemicals to public water supplies as a
result of groundwater contaminatian or
surface water spills is an unlikely
@XpOSUre SCenario.

Although EPA agrees with CMA that
surface water spills (and other releases)
will resalt in some volatilization of the
chemicals, these chemicais have similar
Henry's Law constants and
volatilization half-lives, and
chioroethane has been: detected in
walers (Ref 10} Therefore, it is

. reasonable to assums that all of them
could contaminate drinking weter if 8
surface spill or other release occurred.
Furthermore, groundwater
contarmination or releases from
hamdopmt;:ma ar landfill sites also
have or contaminating
drinking wates. These chemicals are
stable, transportabie in watar,
and have been detected in drinking
water obtained from surface and
groundwaters (Ref. 10} Thereiore, it is
EPA's opinion that the ical/
chemical properties environmental
fate of thesa chemicals would suggest
that contamination and
surface water spills or other releases
could lead to exposure via drinking
water. )

CMA (Ref. 1} commented that EPA
made no effort to link the nce of
the OW chemicals in groundwater and
surface water to activities conducted at
manufacturing and processing sites, a
shortcoming they concluded was similar
to that which the Fifth Circuit identified
in the cumene case. Thus, CMA
commented, EPA cannat sustain its

aclivities of their manufacturers and
processors with the groundwater and
surface water samples on which the

A%my relies.

'A’s exposure finding does not
depend solely an the presence of these
chemicals in ground and surfsce waters,
but also on the positive drinking water
monitforing data which EPA made
available (56 FR 32229, July 15, 1991
and 57 FR 14371, April 20, 1992). In

addition, an exposure {inding based on
distribution in commerce, use, or
disposal, requires both manufacturers
and te conduct testing under
TSCA section 4(b}3)(B){iii). It is,
therefore, not necessary to specify
linkage to one or another. :

Nevertheless, EPA believes that there
is little doubt that the presence of the
three chiorinated OW chemicals
{chloroethane, 1,1-dichloroethane,
1,1,2,2-tetrachioroethane) is a result of
industrial activities. These chemicals
are not paturally formed. It is well
known, as mentioned by many oi the
commenters, that these chemicals were
landfilled before RCRA requirements
prevented such activities. The detection
of these three chemicals at hazardous
wasis sites may be due to these
past disposal practices; but while the
TRI data would suggest that small
amounts are still being released to or
iniact:ain the ground (Ref 11), these

present disposal peactices can
r;m’;:ethem contribute to current and
ture '
the othar OW chemical,
1,3,5-trimethylbenzena, there is
evidence that it is released from nan-
petroleurn manufacturing and
rocessing plants; 1,3,5-
rrimhylbemm has been found in
effluents from the manufacture of
textiles and plastics (Ref. 10). EPA also
considers 1,3 5-Gimethylbenzene to be
releasad to the eavironment from the
man/ ing, use, and disposal of
gasoline {Ref. 10} because it is presemt
in the C8 by ian in
gasoline (50 FR 20662, May 17, 1985).
In additian, all four icals may be
accidentally spilled while in transit.

The Koch Chemical Company (Ref.
32) commented that EPA did not
support a finding for substantial human
exposure to 1,3.5-trimethylbenzene
because the total population exposed to
1.3,5-trimethylbenzene in i
waler * .three states (Alabama,

Mass - - setts, and Rhode Island) did
not exceed 200,00, ,2r30n8,

The drinking water data from these
three states indicated that 199,000
persons in the general population were
expased to 1,3,5-trimethylbenzene in
drinking water (Ref. 31). EPA’s guiding
criterion for finding general population
exposure substantial under TSCA is
100,000 persons. EPA, therefore, has
supported a finding for substantial
e re to 1,3,5-trimethylbenzane.

he Koch Chemical Company (Ref.
32) commented that it and its customers
for 1,3,5-rimethylbenzene are in the
states of Texms, Kansag, and South
Carolina and that there were no
drinking water data from these states
demonstrating contaminstion by 1,3,5-

trimethylbenzene. Koch, therefore,
believes that it should not be required
to share in the lesting costs of 1,3.5-
trimethylbenzene. :

EPA did not present data from these
three states because they were not
available. EPA kas made the necessary
findings under TSCA sectian 4{a)i1)}{B)
to support testing of 1.3.5-
trimethylbenzene. Koch, as the Jargest
manufacturer of pure 1,3,5-
trimethylbenzene, is subject to this test
rule under TSCA section 4(b){3)}(B}, and
is therefore responsibie for its share of
the testing costs.

4. Derive HAs from existing doto—a.
Use of other methods to derive HAs.
CMA (Ref 1) and the Monsanto
Company (Rel.6) recommended that,
rather than requiring further data
development, EPA consider other
methods to derive HAs from existing
data, e.g., oral LD50 values and subacuie
and subchronic inhalation texicity
studies. CMA and the Monsanto
Company cited Weil and McCollister
(Ref. 12}, Wail ot al. (Ref 13), and ‘
McNamara (Ref. 14) as authorities for
extrapolation of short-term data ta lang
term no-effect levela. CMA ;:d‘hthn
Moansante Company propo e
calculfion of 1-day HAs using the  °
LDSQ divided by 10 as an estimated 1~
day No-Observed-Effect-Lével (NOEL)
and 10-day HAs using the LD50 divided
by 20 as an estimated 10-day NOEL.

to CMA and Monsanto, Weil
ot al. (Raf. 13] found that the LD50
divided by 20 would the No-
Obu(MAeri-Advemgfw-Lgv‘;lm
or NOEL for a 7 i
regimen for 95 percent of the chemicals
they evaluated, and Weil ot al. (Ref. 13)

" and McNamars (Ref. 14) found that the

LDSO divided by 100 would encompass
the NOAEL or NOEL from s 90-day
study for 95 percent of the chemicals
the oval&“unted. pastiall
' is sigtament is ially
correct, it does not reflect the
conclusions of the cited authors as to
the usefulness of these relationships in
redicting longer-term no-effect levels
m LD50 data. In addition, it should
be noted that neither Weil and
McCollister (Ref. 12}, nor Weil et al.
(Ref. 13) nor McNamara (Ref. 14)
presented any analysis of potential
extrapolations from LDSO values ta 1—
day or 10-day NOELs. Weil et al. (Ref.

-13), concluded from data obtained in

their laboratory that the relationshi
between the oral LD50 values and the
80-day minimum effective values
(MiEs} was poor and that the
relationship between LD50 values and
the 7-day MiEs was only somewhat
bettez. Well et al. (Ref. 23] did not
recommend extrapolation from the
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LD50 to either the 7 or the 80—day MIiE
because of the wide spread of LD50/MIE
ratios (from 0.2 to >512 for LD50/7—-day
MIE and from <0.4 to >1,939 for LD50/
90~day Mil}::). MCdea (Ref. 14),
analyzing literature data on a greater
numﬁr of chemicals, found an even
greater variability in the relationship
between LD50 values and 90—day no-
effect levels and also did not
recommend extrapolating from LD50
values to a 90-day no-effect level.
Furthermore, neither the EPA, nor the
National Academy of Science (NAS),
has adopted such a method of
extrapolation. Guidelines for derivation
of EPA drinking water health advisories
specifically state that lethality data are
not to be used as a basis for these
advisories (Ref. 37, page 14). Similarly,
the NAS (Ref. 22) stated that it did not
use LDS50s as a basis for short-term (24—
hour or 7-day) drinking water
advisories. There may be a huge cost to
society either to human health or from
requiring expensive and unnecessary
treatment or providing alternative
drinking water sources if HAs are based
on poor methodology.
ulcan Chemicals (Refm 9) co:;xeunst:g
that regulatory agencies have o
data from sinrgle»dose 14—day studies,
primarily LD50 or LC50 values, but also
“some estimate of a no-effect-level,” to
estimate NOAELs. While adequate dose-
effect data from oral single-dose 14-day
studies could be appropriate as the basis
for a 1~day HA, EPA is not aware of any
use of LD50 data to estimate NOAELSs by
lato ncies.

mgm ao 1) and Monsanto (Ref. 6)
presented a table of HAs calculated by
the EPA as comp: with “thecretical
HAs” calculated from the LD50 by
extrapolating to a NOEL using the above
method, and then applying an
uncertainty factor of 100. Of the 13
chemicals with 1-day HAs calculated
by EPA, the LD50-based HA was lower
for 11, and was higher by a factor less
than 2 for the remaining two chemicals.
Hence, the LD50-based value was
usually as protective as the EPA value
for the 1~day HA. Of the seven
chemicals with 10~day HAs calculated
by EPA, however, the LD50-based HA
was higher than the EPA HA for four
chemicals. For two of these chemicals,
the LD50-based HA was higher by a
factor of about 2 and for the other two
chemicals, the LD50-based HA was
higher by a factor of about 10. Hence,
this method of estimation is not as
pr;:toctive for the 10~day HA as the EPA
value. ’

CMA (Ref. 1) proposed that EPA
establish theoretical HAs based on
LD50s and allow manufacturers and
processors the option of conducting

short-term studies if they found the
proposed HA levels unacceptable. In
view of the diminished protectiveness
of 10~day HAs by the LD50 method, as
noted above, EPA concludes that this
approach is not acceptable. CMA also
suggested that EPA compare the :
NOAELs identified in 90—day studies to
values based on LD50s. The work by
Weil et al. (Ref. 13) and McNamara (Ref.
14) addressed this issue, as discussed
previously, and concluded that the
relationship between LD50 values and
90-day no-effect or minimal effect
levels was too poor for the LD50 to be
used as a basis for extrapolation to 90—
day exposure. Hence, there would
appear to be no justification for EPA to
adopt this approach. CMA also noted

. that EPA has established shorter-term

HAs based on NOAELs identified in 90
day and lifetime studies, and that EPA
should consider doing so for these
chemicals, and remove the requirement
for the separate 14—day studies from the
test rule. While EPA has used this
suggested approach as a conservative
measure in the absence of short-term
exposure data, these HAs may be
revised as new data become available.

b. Chloroethane data. CMA (Ref. 1),
HSIA {Ref. 5) and the Dow Chemical
Company (Ref. 2) commented that EPA
should use the available short-term and
subchronic inhalation toxicity studies
{Refs. 15-17) on chloroethane to derive
drinking water HAs or should support
its apparent conclusion that these data
are insufficient as the basis for HAs. To
use these data EPA would have to
extrapolate from inhalation to oral
exposure, which can usually only be
justified when adequate
pharmacokinetic data for both routes are
available and indicate that the fate of
the chemical is not strongly route-
specific, or when the available toxicity
data indicate that toxicity by both routes
is similar. For chloroethane, however,

pharmacokinetic data for both routes are -

inadequate and toxicity data for oral
exposure are lacking. In addition, the
available short-term and subchronic
studies do not fully conform to the 14~
day repeated-dose and 90—day toxicity
test guidelines.

The Dow Chemical Company (Refs. 2
and 3) and HSIA (Ref. 5} commented,
based on calculations of theoretical
retained inhaled dose and oral dose,
that tissue concentrations of
chloroethane and its metabolites
attained at the high-dose in the
inhalation studies would exceed those
resulting from drinking water
administration at the solubility limit of
chloroethane. Because data i
absorption, distribution, and
elimination of chloroethane are not

available, such theoretical calculations
may have little validity in terms of
actual tissue concentrations. EPA agrec
with the statement by the Dow Chemic.
Company (Ref. 2) that “‘data obtained by
routes other than the most relevant
should be used with caution and on a
case-by-case basis."

Both the Dow Chemical Company
(Ref. 3) and HSIA (Ref. 5) mention that
a single-exposure inhalation disposition
study is being initiated at the Dow
Chemical Company to clarify
assumptions used in calculating the
retained inhalation dose. EPA believes
that this objective may be met by the v
study, but because this study looks only
at disposition from inhalation exposure,
it cannot be used to predict disposition
from the oral route of e ure.

¢. 1,1-dichloroethane data. The Dow
Chemical Company (Ref. 2) commented
that an NCI gavage study (Ref. 18) and
a drinking water study of 1,1-
dichloroethene by Klaunig et al. (Ref.
19) were not mentioned in the proposed
test rule and should be considered. EPA
did evaluate and cite the NCI study (Ref.
18) in the proposed test rule (55 FR
21393 at 21395-6 and 21399, May 24,
1990). This study was considered
inadequate for the derivation of 10-day,
Longer-Term and Lifetime HAs because
the subchronic portion of the study was.
:):3 6 weeks in duration and did not
include histopathological examinations
and because of the high, compound-
related mortality in both low-dose and
high-dose male rats in the chronic
portion of the study. Tke study by
Klaunig et al. (Ref. 19) provides limited
information on the toxicity to male mice
following 24— and 52-week exposures
to 1,1-dichloroethsne in drinking water.
The protocol falls far short of the
proposed subchronic oral toxicity
guidelines or the chronic oral toxicity
guidelines because only one sfecies and
r v were used, only two dose levels

2 administered, and a limited ,
number of t« “zological endpoints were
evaluated. )

d. 1,1,2,2-tetrachloroethene data. The
Dow Chemical Company (Ref. 2)
commented that the two studies of
tetrachloroethane by NCI (Ref, 20) and
Gohlke et al., (Ref. 21) were rejected by
EPA with no explanation of why they
were considered inadequate, leaving the
reader to infer that they were rejected
because of apparent disagreement
between the results. EPA pointed out in
the proposed test rule that the NCI study
(Ref. 20) was considered inadequate for
estimating 10-day, Longer-term, and
Lifetime m bec;uso the subchronic
range-finding study was only 6 weeks
long and did not include Y

- histopathological examinations and
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compound-related mortality that may
have been associated with pneumonia
occurred in the female rats at both
treatment levels. The Gohlke et al study
{Ref. 21), conducted by gavage in male
rats for 2, 4, or 10 days, 8 weeks, and
27 weaksm is :Stay Wmal with the
prop 1 taxicity test
guideline or the subchronic test
guxdehne in terms of number of species
and sexes, dosa levels, and toxicological
and ints. Furthermore, the reporting of
ods and results was inadequate to
mppon evaluastion of dose-effect-
duration relationships or meaningful
comparison with the NCI study (Ref.
20 .

8
e. Iﬁsmmalryibenmdam‘me
Dow Chemical Companry (Ref. 2} and the

Kock Themical Company (Ref. 32) :
commented that EPA did not explain
why the prior toxicity studies on
commercial C9 solvents, conducted
under 8 section 4 test rule, sre

indicatad that inhalation dats on a
mxxmmthatmayoomunuﬁtthasls

m«hylbm)x:m(actml
amount is 8 percent) is not appropriate
for evaluating the orsl toxicity of pure

1,3,5-trhmethylbenzene. Evidanca of
toxicity from to such & mixture

exposure
could be due to comrponents of the
mixture other than 1,3.5-
trimethylbentzene, ar to additive or
interacﬁve effects of the varicus mixture
com making it unlikely that
effects counld be attributed to 1,3,5-
trimethylbenzene alone. Even if that
were the case, extrapolation from :
inbalatfon to oral exposure would
usuda!ly require :iddxﬁom! mppong;g
evidence as ously discussed
chkm:oe!hana.pra

5. Coordination of testing needs with
other branches and agencies. CMA (Ref.
1) and Monsanto Cnmpan&‘ (Rel. 8)
commented that three of the compounds
- included in the pro; test rule are
also the subjects of the Agency for Toxic
Substances and Disease
(ATSDR]) toxicological 6s. These
three compounds are chloroethans, 1,1-
dichloroethane, and 1,1.22-
tetrachloroethane. Both CMA and the
Maonsanto Company recomunended that
EPA coordinata its testing propasal with
SOTSDR‘s data needs. T!xeed M‘o!:x:nm
mpany further suggest testing

needs and priorines be coordinated

through teragency
Commnnmwmhi%
prowdesunnmechamsminr
coordination

Pollution Prevention and'rm_

_can and does take testing

recommendations froms other branches
of EPA or from other agencies and
initiates action on these
recommendations.

CMA further recommended that EPA
defer further ing under section
4 of TSCA until ATSDR completes its
identification of priority data needs for
bt ATSDR s ecued » Toxicotogienl

at ATSDR has i aTo i
Profile for each of these 3 dm
which data needs are identified (Refs.
25, 26, and 27). In addition, in October
1991, ATSDR identified priority dats
needs for chloroethane (56 FR 52178,
October 17, 1991) to be oral toxicity
studies with acute (14 days dr less) and
mtarmednst: gqs—ass days) duration
mrsm confirmed that these
priarity data needs for chioroethanse will
be satisfied by the testing required in
dosathiod priority data needs for 1.1
iden iority needs for 1,1-
dxchlometg;m and 1,1,2,2-
tetrachloroethane (Ref. 29}, but the
ATSDR Toxicological Profiles (Refs. 26
and 27} indicated that aral toxicity
studies of intermeciate duration are
needed. The by this
final test rule should satisfy tho data
needs identified thus far by ATSDR for
both thesa chemicals. ATSDR also lists
testing needs in addition to what OW
has requested, but it is uncertain when
these testing programs will be initiated
by ATSDR, NTP or EPA. Bacause of
this, EPA will not defer rulemaking to
require testing which it W‘s_ o
develop HAs. Also, ATSDR is
to coordinate with EPA to avoid
conduct of duplicative research (55 FR
11568, Mm:hz&lﬂgo) and therefose,
will be aware of EPA’s action and will
take it into considerstion.

CMA (Ref. 1) commented that
although the same set of concerns
underlies OW’s and ATSDR's research
:gendu with regar” *- the above three

icals (i.e.,c0 ~ ination e‘
water from chiemicals
h ous waste sites), there is no
indication that OW and ATSDR
consulted with each other about the
testing that would best meet their
common needs. EPA and ATSDR are
to take note of sach other’s

activities. I?::lhyn .;m both age Eﬁ
simultaneo ependently
proposed the same priority testing needa
foz chlaroethane inchxdmg oral toxicity
studies in drinking water for shont-term
exposure and for subchronic/
intermediate exposure {EPA: 55 FR
21393, May 24, 1990 and ATSDR: 56 FR
f}f"& October o;? . 1991). EP& believes

] agxumem ATSDR on needed

EPA’s decision

to require thm tests. EPA also believes

that any duplication of effort which may
have occurred will be minimized in the
future by relying on the recently
developed Master Testing List (Ref. 28}
to coordinate testing with ATSDR. it
should be noted, however, that the
testing needs identified by ATSDR were
not an exact duplication of the testing
proposed by EPA. ATSDR's concerns
extend beyond drinking water exposure
to other pathways of oral exposure and
to inhalation and dermal exposure,
whereas OW's concerns are focused on
the effects of these substances as a result
of consuming contaminated drioking
water.

6. Proposed testing and test
stardards. CMA (Ref. 1}, Eastman
Kodek (Ref. 4], HSIA (Ref. 5}, and
Vulean (Ref 9) commented that a
separate 14-day study should not be
conducted to determine a NOAEL or
LOAEL that could be extrapuolated from
8 90-day study. The CMA (Ref. 1}, the
Monsanto Company (Ref. 6}, Vulcan
{Ref 8), and Shell Oil Comipany (Ref. 7}
also cnmmentm:n] that 14-day studies are

y as range-finding
studies t‘& I::g:imm studies and,
along with (Ref. 4], commentad
that they have Httle valua for regulstory
use because of their shost duration. In
contrast, the Dow Chemical Company
(Ref. Z)uxgadEPA to use results from
a routine 2-week probe study to )
estimate the 10~day HA, and validate
the value using data from the
study. Dow further suggested that EPA
gnvo manufacturers or processors who

d such a 10~day HA unacceptable the
option of conducting a 14-day study
using a protocol that they would submit
for EPA approval

EPA bu sttampted to base estimated
10-day HAs oa routine probe studies,
but uncertainties associated with the
results from the usual probe study, sven

. when interpreted in light of findings in

an essociated 90-day . diminish
themnﬁdmmmmanboplund in the
10-day HA. Further, uncertainties in the
studies would compel EPA to apply

hxghorunwumtyﬁct:l: , possibly

resulting
and LOAELs identified from studies
suitable for use in determining a
or Lifetime HA are ofien

lower than thase determined in the 14—

day study. Extrapolating the NOAFL
and/or LOAEL from & 90-day study
would likely result in & lower 10-day
HA. Low HA velues lead to higher
clean-upmsumdmsomecsestheum
of altermative ‘water sources
with additional costs and hardships to

‘the consumaer. These uncertainties

would not be addressed in s consistent
manmer by giving the manufacturers/
processors the option to perform a 14—
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day test when they find an HA
“unacceptable” (i.e..too low).
Therefore, EPA believes the NOAEL
and/or LOAEL from the 14—day study
should be used to estimate 1~ and 10~
day HAs whenever possible.

CMA (Ref. 1) and the Monsanto
Chemical Company (Ref. 6) suggested
that if a 14—day study is believed
necessary, the test animals should be
subject only to gross necropsy. EPA
believes that for the purposes
contemplated by this rule, a 14~day
study should be as comprehensive in its
examination of endpoints as a 90—day
study and should, therefore,
histologically examine the same organs
and tissues as required in the 90-day
study. To do less might result in an
important endpoint of toxicity being
overlooked. EPA, however, has
reconsidered the requirement to do
histological analysis of the lungs,
kidney and liver of all animals in both
the 14—day and 90-day tests. This
provision has been modified in this
final rule at § 799.5075(c)(1)(i)}(B)(14)
and (2)(i)(B)(2) to require that only the
lungs be examined in all animals, while
the liver and kidney need to be
examined in only the high dose animals,
and in the lower dose animals only if
effects are seen in those organs in the
high dose group.

Vulcan Chemicals (Ref. 9) apparently
believes that full histopathological
examinations were proposed for the
satellite group in the 14~day study, but
both the pro 14~day guideline
(under § 795.257(e)(11){vi)) and the final
14-day guideline {under ,

§ 798.2650(e)(11)(vi)) specify that only
. tissue or organs identified as showing
effects in the treated groups would have
to be examined histopathologically in
the satellite groups. The same
requirement exists for the 90—-day test.
he Shell Chemical Company (Ref. 7)
stated that measurements of clinical
chemistry and hematology do not
appear justified. EPA believes that such
measurements are necessary for a
complete assessment of potential

toxicity. EPA has, however, deleted the -

requirement to analyze for ornithine
decarboxylase and total bilirubin in the
14-day study at ‘
§ 799.5075(c)(1)(i)(B)(13). EPA has also
revised its requirement for clinical’
biochemistry determinations on blood.
in the 14~day study; these
measurements are now recommended,
instead of required, to be done twice in
the 14-day study, thus making the
requirernent consistent with the 80--day
test guideline.

The Dow Chemical Company (Ref. 2)
believed that clarification of both the
14~day and the 80-day test guidelines

is needed concerning the clinical
chemistry and hematologic parameters
to be evaluated in the satellite group.
EPA believes that the guideline for the
14—day and 90-day studies is quite clear
under § 798.2650(e)(9)(i) where it states
that *‘examinations shall be made on all
animals of each sex in each.group for
rodents [including the satellite groups
required by the modifications under
§799.5075(c)(1)(i)(B}(4) and (2)(i)(B)(1)].
and all animals when non-rodents are
used as test animals” {i.e.. there is no
satellite group when non-rodents are
used). In other words, clinical chemistry
and hematological evaluations must be
made on all animals in the studies
including, when rodents are used,
animals in the satellite groups.

Vulcan Chemicals (Ref. 9) suggested
that EPA use the recent NTP protocol
for 14-day studies, apparently to show
that it is less extensive than the
proposed test guideline. EPA observes
that the purpose of the NTP 14—day
study is limited to range finding,
whereas the purpose of the test required
by this rule is not only range finding,
but also to provide data suitable as the -
basis for short-term HAs.

CMA (Ref. 1), Eastman Kodak (Ref. 4),
and the Shell Oil Company (Ref. 7)
objected to the proposed use of five dose
levels (instead of three or four) in the
14—day test. CMA and Monsanto (Ref. 6)
also objected to the proposed
modification of the 80~day test
guideline which would require five dose

.levels be used. Eastman Kodak,

apparently unaware of the proposed
modification which would require five
dose levels in the 90—day study, argued
that the 14-day study should have three
dose levels to be consistent with the 90~
day study. EPA has considered these
comments and has decided to require
that three dose levels be used in both
the 14-day and 90-day tests. '

CMA (Ref. 1), HSIA (Ref. 5), the
Monsanto Company (Ref. 6), and the
Eastman Kodak Company (Ref. 4)
commented that if the 14-day repeated-
dose oral toxicity guideline cannot be
eliminated it shou!ld be modified so that
it is identical to OECD’s 14—day test
(Ref. 23), or at a minimum, “consistent”
with it. EPA notes that the 14-day
guideline is similar to the OECD
guideline, with the following

" exceptions: the TSCA 14—day repeated-

dose oral toxicity guideline specifies a
greater number of animals per dose level
and an ophthalmological examination.
EPA is requiring the ophthalmological
examination as an additional means to
observe the systemic effects of the test
chemical and to make the 14-day test -
consistent with the 90—day test. EPA is
also requiring that 20 animals instead of

10 be used at each dose level. The OECD
guideline states that “'at least 10 animals
(5 female and 5 male) should be used at
each dose level.” Obviously this OECD
requirement does not preclude using
larger numbers of animals. Other than
additional animals and the
ophthalmological exam, the protocols.
including endpoints of toxicity, are
virtually the same.

Vulcan Chemicals (Ref. 9), the :
Eastman Kodak Company (Ref. 4) and
the Dow Chemical Company (Ref. 2)
expressed concern about the
“excessive” number of animals required
by the proposed 14—day guideline. CMA
(Ref. 1) stated that EPA must justify the
increase in the number of animals in the
proposed 14-day guideline. EPA is
requiring the 14—day test to satisfy the
need for health effects data on which to
base short-term HAs. EPA believes the
additional animals are necessary to
assure that short-term HAs can be based
on test results whose statistical validity
won't be compromised by a loss of
animals during the test. EPA believes
the number of animals per dose level is
the lowest possible to achieve adequate
and reliable results.

The Eastman Kodak Company (Ref. 4)
stated that the exposure conditions
should be consistent with the
subchronic guideline which allows
dosing 5 days/week even though the
subchronic guideline states a preference
for dosing on 7 days/week. Eastman
Kodak recommended consistency in the
dosing schedule so that the 14-day
study can be used to set subchronic
dose levels. EPA believes that daily
dosing, because it is uninterrupted
exposure, is more relevant to drinking
water exposure. EPA also believes that
dosing for 14 days is useful in setting
dose levels for longer duration studies,

_including studies with a 5 day/week

dosing regimen. If Eastman Kodak
believes that cons’: “~ncy in dosing is
vital to she integr "these tw~
studies, then the option is avai’ .2 and
preferable that dose administration in
the subchronic study be conducted 7
days/week instead of § days/week.
ulcan Chemicals (Ref. 9) claimed
that when the highest dose in the 14—
day protocol is sufficiently high to cause
observable toxicity, the lower doses may
be too high to allow the determination
of a NOAEL. EPA believes that this will
not be a problem because the test rule
requires that the doses be spaced
appropriately so that the lowest dose
level produces no evidence of toxicity.
The Eastman Kodak Company (Rae' 4)
commented that the age and weight
requirements for non-rodent species in
the proposed 14-day guideline may be
too rigid because of limitations on the
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availability of these species and greater
variability in their ages and weights.
EPA believes that animals will be
available and points out that these age
and weight requirements are consistent
with those already established for the
90-day and chronic oral toxicity
studies.

The Eastman Kodak Company (Ref. 4)
expressed concern that the specification
of drinking water as the preferred route
of exposure may not be appropriate for
a general 14~day study guideline. EPA
notes that the proposed 14—day
guideline provided for gavage, dietary or
capsule administration in the event that
drinking water administration is not
feasible.

CMA (Ref. 1) and the Monsanto
Company. (Ref. 6) claimed that to attain
the limit value of 1,000 mg/kg/day as
specified for the limit tests in the 90—
day and the 14—day test guidelines, a
400-g rat will have to consume 40 ml/
day of drinking water containing 10 mg/
ml (10,000 mg/L} of the test material.
This concentration is above the limits of
solubility in water for the selected
chemicals. - :

EPA points out that the 14-day and
90-day test guidelines require that
ideally the rats be almost 6 weeks of age
or, in any case, no more than 8 weeks
of age at the start of the test. Hence, the
rats will be smaller than 400 g and will
be consuming proportionately larger
amounts of water. Nevertheless, the
drinking water concentration required
to deliver a dose of 1,000 mg/kg/day in
the subchronic study would be
somewhat higher than the limits of
solubility for the most soluble chemicals
{chloroethane and 1,1-dichloroethane),
about twice as high for 1,1,2,2-
tetrachloroethane, and orders of
magnitude higher for the least soluble
chemical, 1,3,5-trimethylbenzene.
Therefore, the limit tests for all four
compounds would likely have to be
carried out by gavage, which is an
alternative offered by the guidslines.

CMA (Ref. 1) and the Monsanto
Company (Ref. 8) questioned the
relevance of gavage testing to drinking
water exposure scenarios. While EPA
believes that gavage administration is
less desirable, it also believes that
results of gavege administration have

.relevance to assessment of human risk
from drinking water exposure, based on
considerable experience analyzing
results from such studies. Depending on
toxic potency, it may be possible to
conduct the full three-dose 14~day and
90~day studies for the three more
soluble compounds via drinking water.
The test guidelines specify only that the
highest dose should produce toxic

" dose in m:

effects, and do not specify the highest
g/kg/day.

Eastman Kodak (Ref. 4) commented
that the proposed 14~day guideline
should not state a preference for one
rodent and one non-rodent species, but
rather should be consistent with the
subchronic guideline, which allows a
choice between a rodent and non-rodent
species and does not require two
species. EPA notes that the proposed
14—day guideline was consistent with
the proposed 90-day subchronic
guideline in that both specified testing
in two species, preferably (but not

uired to be) a rodent and non-rodent.

(Ref. 1), the Eastman Kodak

Company (Rel. 4), and the Monsanto
Company (Ref. 6) objected 10 the
requirement for the use of two species
in the 14-day test; Monsanto also
objected to the requirement of two
species irf the 80—-day test. CMA and
Monsanto argued that the requirement
for two species is not necessary to
determine the most sensitive species
because the most sensitive species can
be determined by comparing LDS0 '
values. EPA has reconsidered its
proposal to conduct both tests in two
species and has decided to require that
both tests be conducted in one
mammalian species, preferably a rodent,
but a non-rodent may be used. EPA
believes this decision brings these tests
into conformity with similar tests
required under TSCA. EPA has also
clarified that the same species and
strain of animal should be used in both
tests. Concerning the most sensitive
species, EPA is not aware of any
validation of the use of a single-dose
LD50 study as a predictor of species
sensitivity for Jonger-term exposure.

The Eastman Kodak Company (Ref. 4)
stated that a satellite group should not
be required if the 14-day study is being
conducted as a range-finding study, but
rathershould be optional as it i in the
subchronic guideline. EPA pc” * out
that the 14~day study is not oniy
intended to furnish range-finding
information but also to provide a basis
for short-term criteria for the protection
of human heslth. Also, if rodents are
selected as the test animal, the satellite
group is required for the 90-day study
(at § 799.5075(c)(2)(i}{B){ 1)) as well as
for the 14-day study to assess
reversibility of effects.

CMA (Ref. 1) and the Shell Oil
Company (Ref. 7) questioned how data
on reversibility, persistence, and
delayed occurrence of toxic effects from
the satellite groups can be used to
calculate HAs and CMA recommended
that the requirements for the satellite
groups be removed from the test
guidelines. EPA uses this information,

when available, 10 aid in deciding
whether a given dose level constitutes a
NOAEL, LOAEL, or Frank Effect Level
(FEL). For example, a mild effect, which
was not clearly adverse and which
disappeared during the recovery period,
would be judged evidence that the dose
level was a NOAEL. Conversely, a mild
effect, which was not clearly adverse as
seen at the end of dosing but which
progressed to a slight degenerative
change during the post-exposure period,
would be judged evidence that the dose
Jevel constituted a LOAEL.

CMA (Ref. 1) also suggested that for
delayed toxic effects, information that a
structurally related chemical produces
such effects should be considered to
justify a satellite group on a case-by-case
basis. EPA believes that this approach
would prevent detection of delayed
toxicity for some chemicals and that it
does not answer the need for
information on reversibility and
persistence of effects.

7. Reporting requirements. The Dow
Chemical Company (Ref. 2) stated that
EPA should clarify that submission of
study plans may occur any time (rather
than 45 days or more) prior to initiation
of testing, consistent with changes to 40
CFR part 790 (55 FR 18881, May 7,
1990} that became effective June 21,
1990. EPA agrees and has provided
clarification in Unit IIL.E. of this
preamble.

8. Keep the record open for additional
data. The Dow Chemical Company {Ref.
2) believes that additional data may be
available now or under development
now or in the future. Dow urged EPA to
keep the record open for submission of
studies that may become available
before issuance of the final rule. EPA
requested such additional data in the
proposed test rule published on May 24,
1990. All additional studies that were
submitted or cited were evaluated. The
ong study cited as in progress (Refs. 3
and 5) is an inhalation pharmacokinetic

.ady of chioroethane, performed by
Dow. Even when this study is complete,

however, it will not obviate the need for
the testing required by this rule because
it will not predict or assist in evaluating
the toxicity of chloroethane by the oral
route. .
9. Economic analysis of proposed
rule. The Monsanto Company (Ref. 6)
and CMA (Ref. 1) estimated that the 14~
day repeated dose testing proposed by
EPA will cost $250,000 for two rodent
species or $300,000 for a rodent and a
pon-rodent species. They did not
specify whether this estimate is the cost
of the 14~day study for each chemical
or for all the chemicals, but did
comment that it considered the cost
burdensome. In the proposed test rule,
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EPA estimated the total testing cost per
chemical for the 14— and 90~day studies
at $396,130 to $579,590. The probability
that this cost would cause an adverse
economic impact was considered low
{Ref. 35}). Also, the cost of the testing
program required by this final rule
($219,000 to $328,000) is considerably
less than that of the proposed testing,
mostly due to reducing the number of
species to be tested from two to one, and
reducing the number of doses from five
to three. ,

The Koch Chemical Company (Ref.
32) commented that the proposed
testing program for 1,3,5-"
trimethylbenzene would cause a
substantial economic impact for its
company which would most likely force
it to discontinue sales of this chemical
in the United States. EPA believes that
the economic impact due to the testing
of 1,3,5-trimethylbenzene will not be as
great as Koch anticipates. First, the cost
of the testing program required by this
final rule is considerably less than that
of the proposed testing as explained
above. Second, Koch is mistaken in
thinking it is the only manufacturer of
1,3,5-trimethylbenzene. There is another
manufacturer of pure 1,3,5-
trimethylbenzene and several
manufacturers of C9 aromatic :
hydrocarbons, which contain 1,3,5-
trimethylbenzene. The cost of testing
1,3,5-trimethylbenzene would be shared
with these manufacturers.

HL Final Testing Requirements
A. Findings

EPA is basing the final health effects
testing requirements for chioroethane,
1,1-dichloroethane, 1,1,2,2-
tetrachloroethane, and 1,3,5-

trimethylberizene on the authority of
section 4(a){1)(B) of TSCA. EPA finds

- that: All four of the substances are

produced in substantial quantities;
chloroethane may enter the
environment in substantial quantities;
there may be substantial human ,
exposure to all of these substances due
to their presence in drinking water;
there are insufficient data and
experience to reasonably determine or
predict the effects on human heslth
from disposal and migration to drinking
. water resoum of all of these
substances; testing is necessary to
develop these data.

1. The substances are produced in
substantial quantities. Production
volumes submitted by manufacturers for
all of the substances subject to this final
test rule are listed on the TSCA section
8(b) Inventary. Manufacturers have
submitted information on recent
production volumes of these substances

- sup

but have claimed this information as
Confidential Business Information (CBI).
EPA has reviewed these data and has
found that the current reported
production volumes of the four
substances are substantial according to
the guidance of 1 million pounds per
year established in the policy on
4(a)(1)(B) findings (58 FR 28736, May
14, 1993). These substances are
chloroethane, 1,1-dichloroethane,
1,1,2,2-tetrachloroethane, and 1,3,5-
trimethylbenzene. :

2. Chloroethane may enter the
environment in substantial quantities.
EPA finds that chloroethane may enter
the environment in substantial
quantities. The Toxic Release Inventory
(TRI) compiled under section 313 of the
Emergency Planning and Community
Right-to-Know Act (Ref. 11) lists
releases of chloroethane duri
manufacturing, processing and use. The
TRI reports that in 1989, 4.86 million
pounds of chloroethane were released to
the environment. The TRI data
demonstrate that there is substantial
release of chloroethane to the .
environment durin, l:lnnufnctura.

ing, use, and dis
pm may be substg:?b human
ex to the substances. EPA
believes there may be substantial human
exposure to these chemical substances
due to their presence in drinking water.
All four substances have been found in
drinking water in the United States (56
FR 32292, July 15, 1991). This includes
community drinking water systems of
America’s large cities (e.g., Miami,
Philadelphia, Cincinnati, Seattle, New
Orleans, and Washington, DC), private
drinking water roms roni st

inking water ground water. For
the reasons articulated in the “B”
pomA ﬁding h' pritoienieg
gui or uman exposire
substantial. For the general population,
the criterion is a threshold of 100,000
persons who may be to the
chemical in question. The population of
each of the cities whose ing water
contains the subject chemicals well
exceeds 100,000. EPA, therefore, finds

- 'that there may be substantial human

exposure to these chemicals. Further

ing this finding is monitoring
data of public water systems from nine
states (AL, FL, IN, MA, MI, NE, PA, RI,
and WV) which EPA added to the
docket for this rule and solicited

-comment on (57 FR 14371, April 20,

1992). These data showed that
chloroethane was present in drinking
water in four of the nine states; 1,1-
dichloroethane in six of the nine states;
1,1,2,2-tetrachloroethane in five of the
nine states; and 1,3,5-trimethylbenzene
in three of the nine states (Raz 31).

Further supporting this finding is the
presence of these chemicals in ground
and surface waters in or near hazardous
waste disposal sites. Although
monitoring data is available for only a
portion of the hazardous waste sites in
America, chloroethane has been found
in or near hazardous waste sites in 17
states; 1,1-dichloroethane in 24 states;
1,1,2,2-tetrachloroethane in 25 states;
and 1,3,5-trimethylbenzene in 7 states
(Ref. 24). Many of the hazardous waste
disposal sites in or near which these
chemicals have been found have
qualified for inclusion in the National
Priorities List (NPL). As explained in
the proposed rule, the NPL is a ranking
of facilities nationally for remedial
action based primarily on the migration
score from the Hazardous Ranking
System. A migration score is calculated
for ground water, surface water and air
by ranking the following factors: the
popuiation potentially affected, water
use, distance to well or water intake,
route characteristics that affect

- contaminant migration, and

contaminant characteristics such as
quantity, toxicity and persistence. EPA
finds that potential for substantial
human exposure exists since the subject
chemicals are found at NPL and other
hazardous waste sites and because many
of these sites were chosen out of
concern for the potential for
contamination of water sources used for
drinking water. In addition, many

- hazardous waste sites are located in

highly populated areas and could be the
source of the documented drinki
water contamination to which millions

_ of people may be

4. Insufficient data to determine or
predict. One substance, 1,3,5-
trimethylbenzene, has been the subject
of a previous TSCA section 4 rule

uiring health effects testing. EPA
published a final rule on May 17 <085
(50 FR 20662), requiring mutage  ‘y,
developmental toxicity, neurotoxicity,
reproductive effects, and oncogenicity
(if triggered) testing of a mixture of five
commercial C9 solvents containing only
8 percent 1,3,5-trimethylbenzene. These
tests provided sufficient data on the
subchronic effects of C9 solvent
mixtures. However, the subchronic tests
were done by inhalation and did not use
pure 1,3,5-trimethylbenzens. EPA has
determined that these inhalation data on
the mixture are not adequate to
determine reliable HAs for drinking
water exposures to this substance;
subchronic data on the pure substance
from an oral route of exposure are
needed. _

EPA has performed a search of the
published literature and health effects
data bases for the four substances in this
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final rule. The search focused on
locating any oral subacute and
subchronic toxicity data. -

EPA did not locate any oral 14-day
subacute or 90-day subchronic toxicity
test data for chloroethane. Although 2-.
year carcinogenicity biocassays in rats
and mice via gavage have been
performed with 1,1-dichloroethane, and
1,1.2,2-tetrachloroethane (Refs. 18 and
20), EPA has determined that the
resulting data are inadequate for
estimating reliable 10-Day, Longer-
Term, and Lifetime HAs. The
subchronic range-finding studies for
these bicassays were only 6 weeks long
and did not include histopathology. In
the rat bioassays, there were also dose-
related mortalities that may have been a
result of chronic pneumonia, making

these test results questionable.
. While Gohlke et al. (Ref. 21) observed
degeneration in several s of rats at
doses of 3.2 and 8 mg/kg/day 1,1,2,2-
tetrachioroethane for 120 days, NCI (Ref.
20) observed no “treatrnent related"
histopathology in rats at doses ranging
from 43 to 108 mg/kg/day for 78 weeks.
The results of the Gohlke and the NCI
studies are not in agreement and, as
discussed earlier, neither is considered
adequate for risk assessment.

Therefore, under section 4(a}{1)}(B)(ii)
of TSCA, EPA has determined that there
are insufficient data to reasonably
predict or determine the effects on
human health from the consumption of
drinking water contaminated with each
substance examined.

5. Testing is necessary and relevant.
EPA believes that oral, repeated-dose
subacute and subchronic testing of
chloroethane, 1,1-dichloroethane,
1,1,2,2-tetrachloroethane, and 1,3,5-
trimethylbenzene is necessary to
determine or predict the effects these
substances may have on human health
as a result of drinking water exposures.
Testing for other endpoints (e.g.,
mutagenicity, neurotoxicity,
reproductive effects, developmental
toxicity, and oncogenicity) might also be
necessary, but to expedite this
rulemaking and obtain the minimal data
for establishing HAs, EPA has decided -
to defer consideration of these
endpoints until receipt of data from
these tests and monitoring data under
section 1445 of the SDWA, or until
ATSDR refers these chemicals to EPA
for test rules and identifies additional
testing needs. ,

EPA finds under section 4(a)(1)(B)(iii)
of TSCA that the data generated from
this testing will be relevant in =~ -
determining whether the disposal and
migration to drinking water resources of
" these substances does or does not
present an unreasonable risk of injury to

human health. EPA needs these
subacute and subchronic data to
develop HAs for each of the substances.
EPA further believes that the testing of
the substances included in this rule will
develop the necessary information.

B. Test Standards

On the basis of the findings given in
Unit NILA. of this preamble, EPA is
requiring health effects testing for
chloroethane; 1,1-dichloroethane;
1,1,2,2-tetrachloroethane, and 1.3,5-
trimethylbenzene. A 14-day oral
subacute and a 90—day oral subchronic
study are required for each substance.
The studies are to be conducted in
accordance with EPA’s TSCA Good
Laboratory Practice Standards (GLPs) in
40 CFR Xart 792 and the specific TSCA
test guideline in 40 CFR 798.

A is requiring that these four
substances undergo subacute and
subchronic oral testing according to the
TSCA test guideline at 40 CFR 798.2650,

* as modified by this rule. The studies

shall be performed using drinking water
as the route of exposure. If this route is
not feasible, the substances may be
administrated by gavage, in the diet, or
in capsules. The tests will be performed
with one mammalian species, preferably
a rodent, but a non-rodent may be-used.
A variety of rodent species may be used,
but the rat is preferred. The species and
strain of animals used in the subacute
and subchronic tests should be the
same.

EPA is requiring that the above-
referenced heslth effects test guideline,
and any modifications to this guideline,
be the test standards for testing thess
substances. Data generated from these
tests will assist EPA in setting health
standards, specifically Health
Advisories. EPA believes that these test
methods reflect the current state of the
science for testing substances such as
these for the specified endpoints.

C. Test Substance

EPA is requiring that each of the four
substances tested be at least 99 percent
pure. EPA has specified relatively pure .
substances for testing because it is
interested in evaluating the effects
sttributable to the chemicals
themselves. This requirement lessens
the likelihood that any effects seen are
due to impurities or additives.

D. Persons Required to Test

Section 4(b)(3)(B) of TSCA specifies
that the activities for which EPA makes
section 4(a) findings {(manufacture,
processing, distribution in commerce,
use, and/or disposal) determine who
bears the responsibility for testing.
Manufacturers are required to test if the

findings are based on manufacturing,
which includes importing and
production of these substances as a
byproduct (“manufacture” is defined in
section 3(7) of TSCA to include
“import”). Processors are required to
test if the findings are based on
processing. Both manufacturers and
processors are required to test if the
exposures causing the potential risk
occur during use, distribution in
commerce, or disposal.

Because EPA has found that there are
insufficient data and experience upon
which the health risks from the disposal
and migration to drinking water
resources of the substances subject to
this test rule can reasonably be
determined or predicted, EPA is
requiring that persons who
manufacture, import, and/or process
{including inadvertent, byproduct
manufacture as defined in 40 CFR
791.3), or who intend to manufacture or
process these substances at any time
from the effective date of the final test
rule to the end of the reimbursement
period, be subject to the testing
requirements for the particular
substance as required by this rule. The
end of the reimbursement period will be
5 years after the last final report is
submitted, or an amount of time equal
to that which was required to deveiop
the data, whichever is longer.

Because TSCA contains provisions to
svoid duplicative testing, not every
person subject to this rule must
individually conduct testing. Section
4(b)(3}(A) of TSCA provides that EPA
may permit two or more manufacturers
or processors who are subject to this
rule to designate one such person or a
qualified third person to conduct the
tests and submit data on their behalf.
Section 4(c} provides that any person
required to test may apply to EPA for an
e~ 1ption from the requirement. EPA
4. . .ulgated procedures for applying for
TSCA sectior- [z} exemnptions in 40
CFR part 790.

Manufacturers (including importers)
subject to this rule are required to
submit either a letter of intent to
perform testing or an exemption
application within 30 days after the
effective date of the final test rule. The
required procedures for submitting such
letters and applications are described in
40 CFR 790.45. :

Processors subject to this rule, unless
they are also manufacturers, are not
required to submit letters of intent or
exemption applications, or to conduct
testing, unless manufacturers fail to
submit notices of intent o test or later
fail to sponsor the required tests. EPA
expects that the manufacturers will pass
an appropriate portion of the costs of
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testing on to processors through the
pricing of their products or
reimbursement mechanisms. If
manufacturers agree to perform all the
required tests, processors will be
granted conditional exemptions
automatically. If manufacturers fail to
submit notices of intent to test or fail to
sponsor all the required tests, EPA will
publish a separate notice in the Federal
Register to notify processors to respond;
this procedure is described in 40 CFR
790.48.

EPA is not requiring the submission
of equivalence data as a condition for

_exemption from the required testing for

the substances subject to this test rule.
As noted in Unit IIL.C. of this preamble,
EPA is interested in evaluating the
effects attributable to each of the
substances themselves and has specified
almost pure substances for testing.

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

E. Reporting Requirements

. EPA is requiring that all data
developed under this rule be reported in
accordance with its TSCA GLPs, which
ap&ear in 40 CFR part 792.

accordance with 40 CFR part 790
under single-phase rulemaking
procedures, test sponsors are required to
" submit individual study plans prior to
the initiation of each study.

EPA is required by TSCA section
4(b)(1)(C) to specify the time period
during which persons subject to a test
rule must submit test data. EPA’s
reporting requirements for each of the
test standards are specified as follows:

1. The 14—day, repeated-dose,
subacute toxicity study on each
substance shall be completed and the
final report submitted to EPA within 12
months of the effective date of the final
test rule. A progress report on each test
shall be submitted 6 months after the
effective date of the final test rule, and
every 6 months thereafter until the final
report is submitted to EPA.

2. The 90~day subchronic toxicity
study on each substance shall be
completed and the final report
submitted to EPA within 15 months of
the effective date of the final test rule.

" A progress report on each test shall be
submitted 9 months from the effective
date of the final test rule and every 6
months thereafter until the final report
is submitted to EPA.

TSCA section 14(b) governs EPA
disclosure of all test data submitted
pursuant to section 4 of TSCA. Upon
receipt of data required by this rule,
EPA will publish a notice of receipt in

the Federal Register as required by
section 4(d).

Persons who export a chemical
substance or mixture subject to a section
4 test rule are subject to the export
reporting requirements of TSCA section
12(b). Final regulations interpreting the
requirement of section 12(b) are in 40
CFR part 707. In brief, as of the effective
date of this test rule, an exporter of any
of the substances listed in this rule must
make a one-time report to EPA upon the
first export of the compound to any one
country. EPA will notify the foreign
country about the test rule for the
substance.

F. Enforcement Provisions

EPA considers failure to comply with
any aspect of a TSCA section 4 rule to
be a violation of section 15 of TSCA.
Section 15 of TSCA makes it unlawful
for any person to fail or refuse to
comply with any rule or order issued
under section 4. Section 15(3) of TSCA
makes it unlawful for any person to fail

-or refuse to: (1) Establish or maintain

records, (2) submit reports, notices, or
other information, or (3) permit access
to or copying of records required by
TSCA or any regulation or rule issued
under 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 “establishmert, facility,
or 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 this final test rule. These
inspections may be conducted for
purposes which include verification -
that testing has begun, that schedules
are being met, that reports accurately
reflect the underlying raw data,
interpretations and evaluations, and to
determine compliance with TSCA GLPs
anld the test standards established in the
rule.

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

' promulgate standards for the

development of test data. These = -
standards are defined in section 3(12)(B)
of TSCA to include 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. EPA maintains that
laboratory inspections are necessary to
provide this assurance.

Violators of TSCA are subject to
criminal and civil liability. Persons who
submit materially misieading or false
information in connection with the
requirement of any provision of this rule
may be subject to penalties which may
be calculated as if they never submitted
their data. Under the penalty provision
of section 16 of TSCA., any person who
violates section 15 could be subject to
a civil penalty of up to $25,000 for each
violation with each day of operation in
violation constituting a separate
violation. This provision would be
applicable primarily to manufacturers or
processors that fail to submit a letter of
intent or an exemption request and that
continue manufacturing or processing
after the deadlines for such
submissions. .

This provision would also apply to
processors that fail to submit a letter of
intent or an exemption application and
continue processing after EPA has
notified them of their obligation to
submit such documents (see 40 CFR
790.28(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
TSCA section 16. Other remedies are
available to EPA under section 17 of
TSCA, such as seeking an injunction to
restrain violations of TSCA section 4.

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

IV. Economic Analysis of Rule

To assess the potential economic
impact of this rule, EPA has prepared an
economic impact analysis that evaluates
the potential for significant economic
impact of this testing on industry. The
economic analysis estimates the costs of
conducting the required testing for each
of the four substances and evaluates the
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potential for significant adverse {a) Notice of proposed rule on Office (4) Eastroan Kodak Company. Rochester.

economic impact as a result of those of Drinking Water chemicals (55 FR New York. Camments on proposed test rule

costs. The analysis incorporates an 21393, May 24, 1990). fs""bd"?"og“g Sfr}'rsl"ﬁ’e';’épvfﬁf C:?mlcals‘

impact measure based upon unit test (b} Natice of TSCA section 4(a)(1)}(B) D‘(j:.?)x:x l ; 12, 1996) ashington,

cuost as a percent of price, final statement of policy (58 FR 28736, ) Haloge'nated Solvents Industry Alliance
The total testing cost for each of the May 14, 1993). . (HSIA), Washington, DC. Comments on

four substances is estimated to range (c) Reopening of comment period for  proposed test rule for the Office of Drinking

from $219,000 to $328,000. To predict ODW chemicals. (56 FR 32292, July 15,  Water chemicals. Submitted to OPTS,

: e : . : PA. Washington, DC. (July 23, 1990}
the financial decision making practices ~ 1991). . . . USE, .
of manufacturing firms, thesg gosts have _ (d) Additional information supporting  (6) Monsanto Company, St. Louis,

n annualized. Annualized costs are ~ TSCA test rule on Office of Water Missouri. Comments on proposed test ruie
ggfnpared with annual revenue as an chemicals. (57 FR 14371, Apxil 20, §°Jb‘f,‘,";,?,f§ P %%ﬁ}}laﬁr;ﬁ:gﬁ 5
indication of potential impact. The 1992} DC. (July 20, 1990). ' '
annualized costs represent equivalent (e) Notice of final rule on EPA’s TSCA (7 Shell Oil Company. Comments ot
constant costs which would have tobe ~ Good Laboratory Practice Standards (54  proposed test rule for the Office of Drinking
recouped each year of the payhack FR 34034, August 17, 1989). Water chemicals. Submitted to OPTS,
period in order to finance the testing () Notice of interim final rule on USEPA, Washington, DC. (july 13, 1990).
expenditure in the first year. consent agreement and test rule (8) Vista Chemical Company, Houston,

. . development and exemption procedures Texas. Comments on proposed test rule for
The annualized test costs, using a 7 (51 FR 23706, June 30, 1986). the Office of Drinking Water chemicals.

percent cost of capital over 15 years, Submitted to OPTS, USEPA, Washington,

{g) Notice of final rule on testing

nge from $24,000 to $36,000. Given DC. (July 20, 1990).
:gatgthese ccs:sts are less than one-tenth  SONSent agreements and test rules (55 (9) Vulcan Chemicals, Birmingham, AL.
of one percent of the annual revenues FR 18881, May 7, 1990). ' Comments on proposed test rule for the
fro les far each af these four (h) Notice of final rule on data Office of Drinking Water chemicals.

gn i EPA believes that the reimbursement policy and procedures  Submitted to OPTS, USEPA, Washington,
substances, leves (48 FR 31786, July 11, 1983). DC. (july 20, 1990).

patential for adverse economic impact i) Notice of priority data needs for 38 (10) Syracuse Research Corporation,
resulting from the costs of testing is low. prg,)my ;l.;a ous Sthstances (56 FR Syracuse, NY. Response to public comments,
Refer to the economic analysis 52178, October 17, 1991). drinking water chemicals. {(September 30,

contained in the public record for this (i) Notice of final test rule on 1990). ) :
oo ST W M B s S T i e

economic impact resulting from these (50 FR 20662, May 17, 1985). (12) Weil, CS., and McCollister, D.D.
~ costs (Ref. 36). (2) Support Documents: consisting of: *S’:‘fety evaluation :f kc;l‘urmicals: Relationship
V. Availability of Test Facilities and {a) Safe Drinking Water Act, as between short- and long-term feeding studies
Pers:::x:l wy an amended in 1986 (42 U.S.C. 300f). in designing an effective toxicity test.
; , : (b) TSCA test guideline § 798.2650, Agricultural and Food Chemistry. 11(6):486—
Section 4(b)(1) of TSCA requires EPA  QOral Toxicity. 491, (1963).

to consider “the reasonably foreseeable {3) Communications before propasal y I{.I.'aa)n:laﬂ' D.S..e:\laogs‘i‘de. M.D. l::!pemard |

availability of the facilities and consisting of: bet sing) ?
: o . . . ween e-peroral, one-week, and
personnel needed to perform the testing _ (a) Written public and intra-agency or  ninety-day rat feeding studies. Toxicolagy

required under the rule.” Therefare, interagency memoranda and comments.  and Applied Pharmacology. 14:426-431.
EPA conducted a study to assess the (b) Records of telephone (196:)?p ' i

availability of test facilities and conversations. (14) McNasera, B.P. Concapts in health
personnel ta handle the additional (c) Records or minutes of informal = evaluation of commercial and industrial
demand for testing services created by  meetings. , chemicals. in: Mehlmon, M.A., ed. New
section 4 test rules, Copies of the study, (d) Reposts—published and Concepts in Safety Evaluation: Advances in

“Chemical Testing Ind . Profile of unpubli P materials including Madgm Toxicology. Vol’,; 3’. Pagn.
Toxicological Testng” PB-§2-140773,  Chemical Tésting Industry: Profile of e ). oners, "ashington. DC. pp.

can be obtained for a fee through the Toxicological Testing.” (15) Landry, T.D., Ayres J.A., john~—
National Technical lnfommmn Service, B. References . K.A., and Wall, 1M, F.gayl chloride: 4 «wo-
5285 Port Royal Road, Springfield, VA, : week izhalation toxicity study and effects on
22161. A microfiche copy of this study (1) Chemical Manufacturers Association liver non-protein sulfhydryl concentrations.
is also included in the docket for this (CMA), Washingtos, DC. Comments on Fundamental and Applied Toxicology.

rule. On the basis of this study. EPA proposed test rule for the Office of Drinking  2:230-234. (1982}
believes that there will be avayﬂable test  Water chemicsls. Submitted to the Office of {16) Landry, T.D., Johnson K.A., Phillips
facilities and personnel to perform the Pesticides and Toxic Substances (OPTS), U.S. }J.E.. and Weiss, S.K. Ethyl chloride: 11-Day
testin : ﬁg:l in this rul Environmental Protection Agency (USEPA),  continuous exposure inhalation study in
g Speciiied in e. Washington, DC 20460. (July 23, 1990). B6C3F1 mice. Fundamental and Applied
VL Rulemaking Record . (2) Dow Chemical Comvpany, Midland, Toxicology. 13:516-522. (1989).
. Michigan. Comments on proposed test rule (17) NTP (National Toxicology Program).
EPA has established a public recard  for the Office of Drinking Water chemicals. Toxicology nd carcinogenesis studies of
for this rulemaking proceeding idocket ~ Submitted to OPTS, USEPA, Washington,  chloroethane in F344/N rats and B6C3F1

number OPPTS-42111C]. Thi rd DC. (July 23, 1990). mice. NTP Technical Report 346. U.S.
includes: Cl. This reco (3) Dow Chemical Company, Midland, Department of Health and Human Services,
Michigan. Comments of the Dow Public Health Service, National Institutes of
A. Supporting Documentution ChemicalCompany o Priority Data Needs for  Health. (1989).
Chloroethane, Docket No. ATSDR-18. (18) National Cancer Institute (NC1).

(1) Federal Register notices pertaining  Submitted to QPTS, USEPA, Washington, Bioassay of 1.1-dichloroethane far poasible
to this rule consisting of: DC. (july 23, 1990} : carcinogenicity. NCVNational Taxicology
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Program (NTP) TR066. Department of Health
Education and Welfare (DHEW] Pub. No.
National Institutes of Health {NIH) 78-1316.
(1978). :

(19) Klaunig, J.E., Ruch, R.J., and Pereira,
M.A, Carcinogenicity of chlorinated methane
and ethane compounds administered in
drinking water to mice. Environmental
Health Perspectives. 69:89-85. (1986).

{20} NCI. Bioassay of 1,1,2,2-
tetrachloroethane for possible
carcinogenicity. NCI-CG-TR-27. DHEW Pub.
No. {NIH) 78-827. {1978).

(21) Gohlke, R., Schmidt P., and Bahmann,
H. 1.1,2,2-Tetrachloroethane and heat stress
in animal experiment. Morphological results.
Z Gesamte Hyg thre Grenzgeb. 23(5).278-282.
(1977). (In German with English translation).

(22) NAS (National Academy of Sciences).
Drinking Water and Health. Volume 3.
National Research Council. National
Academy Press, Washington, DC. pp. 48-50,
68-69. {1980).

(23) Organization for Economic
Cooperation and Development (OECD), Paris,
France. OECD Guidelines for testing of
chemicals. No 407. *Repeated dose oral
toxicity—rodent: 28~day or 14—day study.”
{May 12, 1981).

{24) Eckel, W. Contract Laboratory Program
Sample Management Office, USEPA,
Alexandria, VA. 22313. Computer printouts
and letter to J. Fisk, Analytical Operations
Branch, USEPA, Washington, DC 20460.
(June 21, 1988).

(25) Agency for Toxic Substances and
Disease Registry {ATSDR). Toxicological
Profile for chloroethane. ATSDR/TP-89/07.
ATSDR, Atlanta, GA. (December, 1989).

(26) ATSDR. Toxicological Profile for 1,1-
dichloroethane. pp. 40-46. ATSDR/TP 90/12.
ATSDR, Atlanta, GA. (December 1990).

(27) ATSDR. Toxicological Profile for
1,1,2,2-tetrachloroethane. pp. 34-39. ATSDR/
TP-89/22. ATSDR, Atlanta, GA. (December
1989).

(28) USEPA. Master Testing List. Office of
Pollution Prevention and Toxics, USEPA,
Washington, DC. (December 1, 1992),

{29} ATSDR. Letter from William Cibulas,
Research Implementation Branch, to Gary
Timm, Chemical Testing Branch, OPPT,
USEPA. (January 31, 1992).

{30) HSIA, Washington, DC. Comments on
TSCA Section 4(a)(1)(B) proposed statement
of policy and reopening of comment period
for ODW Chemicais. Submitted to OPTS,
USEI;A. Washington, DC. {September 13,
1991). .

(31) USEPA. Memorandum from Jamnes
Walasak, Water Supply Technology Branch,
to Catherine Roman, Chemical Testing
Branch. “Unregulated Contaminant Data."
(August 26, 1991).

(32} Koch Chemical Company, Corpus
Christi, Texas. Comments on the notice of
data availability entitled *Additional
inforination supporting TSCA test rule on
Office of Water chemicals.” Submitted to the
Office of Pollution Prevention and Toxics
(OPP;!'). USEPA, Washington, DC. (May 14,
1992). ’

(33) American Water Works Association,
Washington, DC. Comments on the notice of
data availability entitled “Additional
information supporting TSCA test rule on

\

Office of Water chemicals.” Submitted to the
Office of Pollution Prevention and Toxics
(OPPT), USEPA, Washington, DC. (May 14,
1992).

(34) Association of Metropolitan Water
Agencies, Washington, DC. Comments on the
notice of data availability entitied
“*Additional information supporting TSCA
test rule on Office of Water chemicals.”
Submitted to the Office of Pollution
Prevention and Toxics (OPPT), USEPA,
Washington, DC. (May 19, 1992).

(35) USEPA. Memorandum from Eileen
Neely, Regulatory Impacts Branch, to Steve
Ells, Test Rules Development Branch, {April
27, 1989), transmitting economic impact
analysis of ODW chemicals proposed test
rule. (April 26, 1989).

(36) USEPA. Economic impact analysis of
OW chemicals final test rule. (june 10, 1992).

(37) USEPA. “*Guidelines for authors of
EPA Office of Water Health Advisories for
drinking water contaminants.” Office of
Water. (March 1989).

(38) USEPA. “‘Ensuring safe drinking
water.” EPA Journal. pp. 11-13. (September
1985).

(39) CMA (Chemical Manufacturers
Association) et al. vs. EPA. 899 F.2d 344(5th
Cir. 1990).

(40) USEPA. Office of Drinking Water
Health Advisories. *Reviews of
Environmental Contamination and
Toxicology.” ed. G.W. Ware. Vol. 104, pp. 1-
8 (1988).

(41) Cohn, D. and Davis, P. “Dama%e by
equipment may have weakened pipeline.”
The Washington Post, March 30, 1993, pp.
A1l and AS8.

(42) Cohn, D. *Safeguards faulted in
spills.” The Washington Post, March 30,
1993, pp. A1 and A9. .

{43) Fehr, S.C. and Miller, B. “Spill upsets
routine in N.Va.” The Washington Post,
March 30, 1993, pg. AS.

{44) Cohn, D. and Davis, P. “Firm says less
oil recovered.” The Washington Post, March
31, 1993, pp. A1 and A16.

(45) The Obhio River Valley Water
Sanitation Commission (ORSANCO).
**Chronology of ORSANCO Response to a
spill.” (1990).

(46) ORSANCDO. “Assessment of Ohio
River water quality conditions, Water years
1988-1989." Ohio River 305(b) Report. 1990.

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 Nonconfidential
Information Center (also known as the
TSCA Public Docket Office), Rm. G-102,
401 M St. SW., Washington, DC, from 8
a.m. to 12 noon, and 1 p.m. to 4 p.m.,
Monday through Friday, except legal
holidays. '

VIL. Regulatory Assessment
Requirements
A. Executive Order 12291

Under Executive Order 12291, EPA
must judge whether a regulation is
“major” and therefore subject to the

requirement of a Regulatory Impact
Analysis. EPA has determined that this
test rule is not major because it does not
meet any of the criteria set forth in
section 1(b) of the Order; i.e., it will not
have an annual effect on the economy
of at least $100 million, will not cause
a major increase in prices, and will not
have a significant adverse effect on
competition or the ability of U. S.
enterprises to compete with foreign
enterprises.

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

B. Regulatory Flexibility Act

-Under the Regulatory Flexibility Act,
15 U.S.C. 601 et seq., EPA is certifying
that this test rule will not have
significant impact on a substantial
number of small businesses because: (1)
They are not likely to perform testing
themselves, or to participate in the
organization of the testing effort; (2)
they will experience only very minor
costs, if any, in securing exemption
from testing requirements; and (3) they
are unlikely to be affected by
reinibursement 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.S.C. 3501 et seq., and has assigned
OMB control number 2070-0033.

Public reporting burden for this
collection of information is estimated to
average 1,083 hours per respondent. The
estimates include time for reviewing
instructions, searching existing data
source;gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

Send comments regarding the burden
estimate or any other aspect of this
collection of information, including
suggestions for reducing this burden, to
Chief, Information Policy Branch, 2131,
U.S. Environmental Protection Agency,
401 M St., SW., Washington, DC 20460;
and to the Office of Management and
Budget, Paperwork Reduction Project
(2070-0033), Washington, DC 20503.

List of Subjects in 40 CFR Part 799

Environmental protection, Chemicals,
Hazardous substances, Laboratories,
Recordkeeping and reporting
requirements, Testing.
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Dated: October 22, 1993.

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

Therefore, 40 CFR Chapter L, Part 799
is amended as follows:

PART 799-—]AMENDED)

1. The authority citation for part 799
continues to read as follows:

. ‘Autherity: 15 U.S.C. 2603, 2611, 2825.

2. By adding § 799.5075 to subpart D
to read as follows: -

§794.5075 Drinking water contaminants
" subject to tasting.

{a) Identification of test substance. (1)
Chloroethane (CAS No. 75-00-3), 1,1-
dichloroethane (CAS Ne. 75-34-3),
1,1,2,2-tetrachloroethane {CAS No. 79—
34-5), and 1,3,5-trimethylbenzene (CAS
No. 108-67-8) shall be tested in
accordance with this section.

{2) Chloroethane, 1,1-dichloroethane,
1,1,2,2-tetrachloroethane, and 1,3,5-
trimethylbenzene of at least 89 percent -
purity shall be used as ths test
substances.

(b) Persons required to submit study
plans, conduct tests, and submit data.
All persons who manufacture (including
import and hy-product manufacture) or
process, ar wha intend to manufacture
or process, the substances listed in
paragraph (a] of this section after the
effective date of this section to the end
of the reimbursement period shall .
submit letters of intent to test, 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, for
the substances they manufacture subject
to exclusions contained in ,

§ 790.42(a)(2), éa)t(g‘)‘ and (a)(5). These
sections provide that processors,
persons who manufacture less than 500
kg (1,100 Ibs) annually, or persons who
manufacture small quantities of the
chemical solely for research and

_development as defined in § 790.42(a)(5)
shall not be required to submit study
plans, conduct tests and submit data, or
submit axam'gtlion applications as
specified in this section unless directed
to do so in a subsequent notice as set
forth in § 790.48(b).

(c) Health effects testing—{1)
Subacute toxicity— (i) Required testing.
(A) An oral 14-day repeated dose
toxicity test shall be conducted with
1ach of the substances designated in
paragraph (a) of this section in
accordance with § 798.2650 of this
chapter except for the provisions in

§ 798.2650(a); (b){1); (c): (e}t3). (4)(D, (5),
(6), (7)(1), (iv), (v), (8)(vii), (O)iXA). (B),
{11)(v); and (N{2)(i). Each substance
shall be tested in one mammalian
species, preferably a rodent, but a non-
rodent may be used. The species and .
strain of the animals used in this test
should be the same as those used in the
90~day subchronic test required in ...
paragraph (c){2)(i} of this section. The
tests shall be performed using drinking
water. However, if, due to poor stability
or palatability, a drinking water test is
not feasible for a given substance, that
substance shall be administered by
either oral gavage, in the diet, orin
capsules.

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

(1) Purpose. To assess and evaluate
the toxic characteristics of a substance,
the determination of subacute toxicity
should be carried out after initial
ix;)fmaﬁg on toxicity has_mbeen
obtained by acute testing. The 14—-day
repeated dose oral study provides
information on the health hazard likely
to arise from repeated short-term :
exposure by the aral route over a very
limited period of time. It has been
designed to permit the determination of
the no-observed-adverse-effect level and
toxic effet:;s associated with continuous
or repeated exposure to a test substan
for 14 days and to evaluate reversibility,
persistence, and occurrence
toxic effects %\:{i%%: 14-day foﬂo;:
recovery peri test is not capable
of determining those effects that have a
long latency period for development
{e.g., carcinogenicity and life ‘
shortening). It will provide information
on target organs and the ibility of
accumulation, and canbe used in~
selecting dose levels for subchronic
studies and for establishing safety
criteria for short-term human exposure.

(2) Definitions. Subacute oral toxicity
is the manifestation of adverse effect(s)
occurring as a result of the repeated
daily of experimental animals
to a substance by the oral route for 14

days. :

(?') Principle of the test method. The
test substance is administered orally in
graduated daily doses to several groups
of experimental animals, one dose level
per groutg, for & period of 14 days.
During the period of administration the
animals are observed daily to detect
signs of toxicity. Animals which die
during the period of administration are
necropsied. At the conclusion of the
test, all animals, except the satellite
group, are necropsied and
histopathological examinations are
carried out. The satellite group is

;:;mhdaﬁaﬁmll—dsym

(4). Satellite group (Rodent anly)‘ A
satellite group of 20 animals (10 animals
per sex) shall be treated with the high

" dose level for 14 days and observed for

reversibility, persistence, and delayed
occurrence of taxic effects for a post-
treatment recovery period of at least 14

days.

?.'5) Dose levels and dose selection. In
subacute toxicity tests, it is desirable to
bave a dose response relationship as
well as a NOAEL. Therefore, at least 3
dose levels with a control and, where
appropriate, a vehicle control
(corresponding to the concentration of
vehicle at the highest exposure level)
shall be used. Doses shall be spaced
appropriately to produce test groups
with & range of taxic effects. The data
should be sufficient to produce a dose-

response curve,
~ (6) Exposure conditions. The animals

are dosed with the test substance every
day for 14'days.

7) Observation period. All animals
shall be observed daily during the 14—

da ure period.

(8) gbservaﬁan period of satellite
group. Animals in the satellite group
scheduled Tor Tollow-up chservations
shall be kept for at least 14 days further
without treatment to detect recovery
from, or persistence of, and delayed
onset of toxic effects and shall be
observed daily.

{9) Administration of test substance.
For substances of low toxicity, it is
important to ensure that when
administered in the drinking water, by
gavage, in the diet, or in capsules, the
quantities of the test substance involved
do not interfere with normal nutrition.
When the test substance is administered
in the diet, either a constant dietary
concentration (ppm) or a constant dose
level in terms of the animals’
weight shall be used; the altemative
used shall be specified in the final tv=

report:

g’l‘)} Time of administration of tust
substance. For a substance administered
by gavage or capsule, the dose shall be
given at approximately the same time
each day, and adjusted on day 7 to
maintain & constant dose level in terms
of animal body weight.

(11) Observation of animals. At the
end of the 14-day exposure period, all
survivors, except those in the satellite
group, shall be necropsied. All survivors
in the satellite shall be necropsied
after a recovery period of at least 14

‘d"(xsé) Hematology determinatioas.

Certain hematology determinations shall
be carried out at least two times during

the test period: Just prior to initiation of
dosing if histarical baseline
data are not available (baselina data)
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and just prior to terminal sacrifice at the

od. Hematology
3‘3&?&3:&% are -Epmpn'“e to
all studies are: Hematocrit, hemoglobin
concentration, erythrocyte count, total
and differential Jeukocyte count, and a
measure of clotting potential such as
clotting time, prothrombin time,
thromboplastin time, or platelet count.

(13) Clinical biochemical
determinations. Certain clinical
biochemistry determinations on blood
should be carried out at least two times:
Just prior to initiation of dosing (if
adequate historical baseline data are not
available) and just prior to terminal
sacrifice at the end of the test period.
Test areas which are considered
appropriate to all studies are: Electrolyte
balance, carbohydrate metabolises, aus
liver and kidney function. The selection
of specific tests will be influenced by
observations on the mode of action of
the substance. Suggested determinations
are: Calcium, phosphorus, chloride,
sodium, potassium, fasting glucose
(with the period of fasting appropriate
to the species), serum alanine
te

aminotransferase, serum
aminotransferase, gamma glutamyl
trnnsoo‘rapﬁdm. urea » albumin,
blood creatinine, and serum
protein measurements. Other
determinations which may be necessary
for an adequate toxicological evaluation
include: analyses of lipids, hormones,
acid/base balance, methemoglobin, and
cholinesterase activity. Additional
clinical bi istry may be employed,
where nmw;y. to extend the
investigation of observed effects.

(14) Histopathology. Histopathol
of the | ;c’»f all Jﬂxiymah lgl:l‘l be il
perform pecial attention to
examination of the lungs of rodents
shall be made for evidence of infection
since this provides a convenient
assessment of the state of health of the
Animals, : .

(15) Evaluation of the study results.
The ﬁnm of a subacute oral toxicity
study d be evaluated in
conjunction with the of

findings

p studies and considered in
tmmd:?&. toxic effects and the
necropsy and histopathological
findings. The evaluation will include
the relationship between the dose of the
test substance and the presence or
absence, the iucidence and severity, of
abnormalities, including behavioral and
clinical abnormalities, gross ledo:;.
target organs, weight -
changes, effocts on mmnbot?lnd any
other general or specific toxic effects, A
fhmly cong:ctad subacute test

a satisfectory estimation
ofa NOAELM -

ii) Reporting requirements. (A) Each
m{n)r:uup:’est siall be completed and the
final report submitted to EPA within 12
months of the date ed in
paragraph (d)(1) of this section.

(B) For each test, a progress report -
shall be submitted to EPA heginning 6
months after the date ed in
paragraph (d)(1) of this section and at 6—
month intervals thereafter until the final
report is submitted to EPA.-

(2) Subchronic toxicity—{i) Required
testing. (A) An aral 80-day subchronic
toxicity test shall be conducted with
each of the substances designated in
paragraph (a) of this section in
accordance with § 798.2650 of this
chapter except for the provisions in
§ 798.2650(e)(3), (7)(i), and (11)}v). The
tests shall be performed using dri
water. However, if, due to poor stability
or palatability, a drinking water test is
not feasible for a given substance, that
substance shall be administered either
by aral gavage, in the diet, or in
capsules,

(B) For the purposs of this section, the
following provisions also spply:
(1) Satellite group (Rodent only). A
satellite group of 20 anirals (10 animals
sex) shall be treated with the high
ose level for 90 days and observed for
reversibility, persistence, and delayed
occurrencs of taxic effects for a Ym-
treatment period of appropriate length,
narmally not less than 28 days.
(2) Histopathology. Histopathology of
the lungs of all animals shall be '
ed. Special attention to
mminap"fomﬁon of the hungs of rodents
shall be made for evidence of infection
since this provides a convenient
assessment of the state of health of the
animals,

(i) Reporting requirements. (A) Each
subchronic test shall be completed and
the final submitted to EPA within
15 months of the date ed in
paragraph (d)(1) of this section.

(B) For each test, & progress report
shall be submitted to EPA beginning ¢
months after the date ed in
paragraph (d)(1) of this section and at 6~
manth intervals thereafter until the final
report is submitted to EPA.

(d) Effective date. (1) This section is
effective on December 24, 1983.

(2) The guidelines and other tert
methods cited in this section are
referenced as they exist on the effective
date of this section.

[FR Doc. 93-27610 Filed 11-9-83; 8:45 am}
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DEPARTMENT OF ENERGY

48 CFR Parts 904, 925, 952, and 970
RIN 1991-AB0S

Acquisition Regulstion; Restrictions
on Awards to Foreign Controlied
Contractors

AGENCY: Department of Energy (DOE).
ACTION: Interim final rule.

tham: The De ent is amending
Department of Energy Acquisition
Regulation (DEAR) to implement section
836 of the Fiscal Year 19893, Defense
Authorization Act. That section
prohibits award of a contract under s
national security program to a company
owned by an entity controlled by a
fareign government if that company
access to a proscribed category

- of information to perform the contract.

DATES: Effective Date: This rule will be
effective jan 10, 1994,

Comments: Written comments must
be received by January 10, 1994,
ADORESSES:

Richard B. Langston, Offics of
Procurement gg‘ Assi)smnco "
ment 121), De; ent o
m 1000 lndependenmme.
SW., Washington, DC 20585, (202)
5868247,
Judith A. Sukol, Office of the Assistant
: Counsel

for Procurement and
Finance (GC-34), Department of
Energy, 1000 Independer:: ~ Avenue,
SW., Washington, DC 20585, (202)
586-1526.
FOR FURTHER INFORMATION CONTACT: )
&‘l;od‘)lnd B. Lan@ston at the address
°.

SUPPLEMENTARY INFORMATION:

B. Review Under Executive Order 12778
C :ct"kw Under the Regulatory Flexibility

D. Review Under the Paperwark Reduction

E. Review Under Executive Order 12612
F. National Environmental Policy Act

L Background

Section 836 of Public Law 102484
prohibits the award of any DOE contract
under a national security program to a
company owned by an entity controlled
by a foreign government if it is

necessary for that company to have
ucuautoprua-ibedinpf::nauonln

order to perform the contract.
IL Public Comments

The Department has decided to issue
this interpretative rule as an interim



