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in that paragraph must submit a notice
to the EPA Office of Toxic Substances in

- Washington, D.C. under the provisions

of section 5{a}{1)(B} of the Act, Part 720

_af this Chapter, and this section. Any

notice of import must be submitied by
the principal importer.

(d) Notice requireinents and )

procedures. Each person who is required.
to stbmit a significant new use notice
under this section must submit the
notice at least 90 calendar days before
commencing the significant new use.
The submitter must comply with any
applicable requirement of sectiun 5{b) of
the Act, and the notice must include the
information and test data specified in
section 5{d}(1) of the Act. The notice
must be submitted on the notice form in
Appendix A to Part 720 of this Chapter
and must comply with the requirements
of Part 720, except to the extent that
they are inconsistent with this section.
EPA will process the notice in
accordance with the procedures in Part-
720 of this Chapter, except to the extent
that they are inconsistent with this
section.

(e) Exemptions and exclusions. The
chemical substance listed in paragraph
(d] of this section is not subject to the

section may be subject to penalties
calculated as if Ihev never filed their
notices.

(6] EPA may seek o enjoin the
manufacture or processing of a chemical

substance in viclation of this section or ..

act to seize any chemical substance
manufactured or processed in violation
of this secticn or take other actions
uncer the authority of sections 7 or 17 of
the Act (15 [1.S.C. 2606 or 2616).

{g) Recordkeeping. Processors who
process the substance identified in
paragraph {a) of this section must
maintain the following records for five
years from the date of their creation:

(1) The names of persons required to
use protective equipment.

(2) Records of specifications
evaluated or tests performed on the
prescribed protective equipment.
{Approved by the Office of Management and
Budget under controi number 2070-8012) -
{FR Doc. 84971 Filed 1-i2-84: £:45 am]
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Mono-, Di-, and Trichlorinated -

rotification requirements of thxs section ‘ ‘Benzenes; Proposed Environmental

i
{1} The substance is manufactured or
processed only in small quantities solely

for research and development, and the
substance is mamufactured or processed
in accordance with the provisions of

§ 720.36 of this chapter.

{(2) The substance is manufactured or
processed only as an impurity or
byproduct.

(f} Enforcement. (1) Failure to comply
with any provision of this section is a
violation of section 15 of the Act (15
U.S.C. 2614).

(2) Using for commercial purposes a
chemical substance or mixture which a
person knew or had reasan to know was
manufactared. processed, or distributed
in commerce in violation of this section
is a violation of section 15 of the Act (15
L.5.C. 2614).

{3) Failure or refusalte permit access
to or copying of records, as required by

- section 11 of the Act. is:a violation of

section 15 of the Act (15U.S.C. 2614).

{4) Failure or refusal to permit-entry or
inspection.-as required by section 11 of
the Act, is a violation of section 15 of
the Act {15 U.S.C. 2614).

{5} Violators may be subject to the
civil and criminal penalttes in section 16
of the Act (15 U.S.C: 2615) for each

. violation. Persons who submit

materially misleading or false
information in connection with the
requirement of any provision of this

Effects Test Rule

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

summARY: Under section 4 of the Toxic

Substances Control Act (TSCA), EPA is-.

proposing that manufacturers and
processors of mono-, di-, and
trichlorinated benzenes conduct certain
chemical fate and environmental effects
‘tests on these chemicals. The testing
being proposed will be performed
according to protocols adopted by the
Agency. EPA is not.proposing chemical’

fate or environmental effects testmg of -

the tetrachlorobenzenes or
pentachlorobenzene af this. time.
However, in view of recently obtained
information indicating production and
environmental release of the
tetrachiorobenzenes, the Agency is -
i§suing an Advance Notice of Proposed
Rulemaking {ANPR) for the
tetrachlorobenzenes and is soliciting
comments on the possible need to issue
a proposed test rute for one or more of
the tetrachlorobenzene isomers. This
notice constitutes EPA’s response to the
Interagency Testing Committee’s (ITC)
designation of mono-, di-. tri-, tetra- and
pentachlorinated benzenes as priority
candidates for environmental effects
testing consideration. - -

DATES: Submit written comments on ar

before March 13, 1984. If persons reguest
an oppertunity for oral comment by
February 27, 1984, EPA will hold a
public meeting on March 28. 1964, on
this rule in Washington, D.C. For further
information on arranging to speak at the
meeling see Unit VI of this preamble.
ADDRESS: Submit written comments in
triplicate to: TSCA Public Information
Office (TS-793). Office of Pesticides and
Toxic Substances, Environmental.
Protection Agency, Rm. E-108. 401 M St.
SW., Washington, D.C. 20460. Include
the document control pumber [OPTS-
42050) on-all submissions.

. FOR FURTHER INFORMATION CONTACT‘

Jack P. McCarthy. Director. TSCA
Assistance Office {TS-799), Office of
Toxic Substances, Rm. E-543. 401 M St.
SW., Washington, D.C. 20460. Toll Free:
(800-424-8065), In Washington. D.C.:
(554-1404), Outside the USA:
{Operator—202-554-1404).
SUPPLEMENTARY INFORMATION: .

1. Introduction

Section 4{e) of TSCA (Pub. L. 94469,
90 Stat. 2003 ef seq.; 15 U.S.C. 2601 ef
seq.) established an Interagency Festing
Committee (ITC) to recommend to EPA
a list of chemicals to be considered for
testing under section 4{a) of the Act. The
ITC may designate substances on the
list for priority consideration for testing
under section 4{a) of the Act. -

The ITC designated the chlorinated
benzenes for priority consideration'in its
Initial {mono-, di-, and trichlorinated
benzenes) and Third (tetra:, and
pentachlorinated benzenes) Reports,

published in the Federal Register of
October 12. 1977 (42 FR 55026} and
October 30, 1978 (43 FR 50630),
respectively. The ITC recommended that

" mono-, di-, tri-, tetra- and

pentachlorinated benzenes be
considered for health-and environmental
effects testing. EPA’s response to the

. ITC's health effects testing

recommendations for these chlormated
benzenes was published in the Federal
Register of July 18, 1980 (45 FR 48524).
This notice constitutes EPA’s response
to the ITC's.designation of '
chlgrobenzenes as priority candidates
for consideration for environmental
effects testing, with particular emphasis
on long-term environmenta} studies on
freshwater and marine organisms or
populations.

The ITC's testing recommendations
for mono- and dichlorinated benzenes
were based on the reported large U.S.

production volumes of these compounds.

The 1TC's Initial Report stated that the
U.S. production of monochlorobenzene

e
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was over 300 million pounds/year.
Production of 1,2- and 14~
dichiorcbenzene was estimated by the
11C at 50 million pounds each. In
addition, the ITC was concerned that
the manufacture of mono- and ™
dichlorobenzenes and their use alone
and in products could present an
environmental hazard, particularly in
light of the high release rate of mono-
and dichlorobenzenes and their

. anticipated persistence in the
environment.

The ITC's recommendations for tri-,
tetra- and penta-chiorinated benzenes
were based on reports of contamination
of air, water, soil and food chains by
chlorinated benzene compounds. The

ITC cited several possible sources of
‘contamination, which included the use
of chlorinated benzenes as chemical
intermediates, as solvents in the
mianufacture of dyes, 4s lubricants and
pesticides, and as transformer oils. The
ITC also speculated that a reduction in
the use of polychlorinated biphenyls
‘may result in increased use of
trichlorobenzenes as transformer oils.

Under section 4(a)(1} of TSCA, EPA
must require testing of a chemical

. substance to develop health or
e}:nvxronmental data xf the Agency finds
that:

{A)(i) the manufacture, distribution in
commerce, processing, use, or disposal of a
chemical substance or mixture, or that any
combination of such activities, may present
an unreasonable risk of injury to health or the
environment,

(ii} there are.insufficient data and
experience upon which the effects of such -
manufacture, distribution in commerce,
processing, use, ar disposal of such substance
or mixture or of any combination of such
activities on health or the environment can
reasonably be determined or predicted. and

(iti} testing of such substance or mixture
with respect to such effects is necessary to
develop such dats; or

{B){i) a chemical substance or mxxtux*e is or
will be produced in substantial quantities,
and (I} it enters or may reasonably be
anticipated to enter the environment in
substantial quantities or {II)- there is or may

be significant or substantial human exposure .

to such substance or mixture,

(ii) there are insufficient.data and
experience upon which the effects of the
manufacture, distribution in commerce,
processing, use, or disposal of such substance
or mixture or of any combination of such
activities on health or the environment can
reasonably be determined or predicted, and

{iii} testing of such substance or mixture
with respect to such effects is necessary to
develop such data.

EPA uses a weight of evidence
approach.in making a section
4{a){1){A)(i) finding in which both
exposure and toxicity information -are
. considered to make the finding that the

chemical may present an unreasonable
risk. For the section 4{a){1}{B}(i} {inding,
EPA considers only production,
exposure, and release information to
determine if there is substantial
exposure or release. For the second
finding under both sections 4(a)(1)(A)
and 4{a)(1)(B), EPA examines toxicity

and fate studies to determine if exisiting -

information is adequate to determine or
reasonably predict the effects of human
exposure to, or environmental release
of, the chemical. In makmg the third

_finding, that testing is necessary, EPA
" considers whether any ongoing testing

will satisfy the information needs for the

chemical and whether testing which the

~ Agency might require would be capable

of developing the necessary information.

EPA's process for determining when

these findings can be made is described

in detail in EPA's first and second
proposed test rules as published in the
Federal Register of July 18. 1980 {45 FR.
48528) and June 5, 1981 {46 FR 30300),
respectively. The section 4(a){(1)(A)
findings are discussed in {45 FR 48528),
and the section 4(a}{1)(B) ﬁndmgs are

- discussed in {46 FR 30300}.

* In evaluating the ITC's testmg
recommendations concerning the
chlorinated benzenes, EPA considered

all available relevant information, which -
_iricluded the following: Information

presented in the ITC's report
recommending testing consideration;
production volume, use, exposure, and

- release information reported by

manufacturers of the chlorinated
benzenes under the TSCA section 8(a)
Preliminary Assessment Information

" Rule (40 CFR Part 712); health and safety

* studies submitted by the manufacturers

of the chlorinate benzenes under the
TSCA section 8(d) Health and Safety
Data Reporting Rule {40 CFR Part 716);
and published afid unpublished data

. available to the Agency. On the basis of

its evaluation, as described in this
preamble and the accomparnying
technical support document, EPA is
proposing environmental effects and
chemical fate testing requirements for
e.mono-, di-, and trichlorinated
benzenes under either section 4{a}{1){A)

or 4{a){1)}(B), as appropriate. EPA also is .

soliciting comments on the need for
environmental effects and chemical fate
testing of tetrachiorobenzenes through
an Adnvance Notice of Proposed
Rulemaking (ANPR) contained in this -
Natice. The Agency is not proposing
testing for pentachlorobenzene because
available information indicates that
pentachlorobenzene is not produced in’
or imported into the United States. By
these actions, EPA is responding to the
ITC's designations of mono-, di-, tri-,

47 FR 26992)0(3; the. techniques for
descnbad

tetra- and pentachlorinated benzenes for
testing consideration.

i1. Chlorinated Benzenes

"A. Profile

‘The eleven chlorinated benzenes
listed in Table 1 are those considered in
this response to the ITC. For
membership in the category, a'substance
must be a benzene ring in which one to
five hydrogen atoms are replaced by a
chlonne

TaBLE 1.—IUPAC NAMES, CAS NUMBERS AND
SYNONYMS OF THE CHLORINATED BENEZENES

IUPAC name i CAB No. Synonyms
[ :
Chiorobenzene ... ............ 108—90—7 Menochiorobenzene.
benzene chionde
1.2-Dichiorobenzens....... 9&501!a'mooto-
{  Dichiorobenzene.
1.3-Dichicrobanzene.......| 541-73-1 | meta- or m-
. ) Dichiorobenzene
1.4-Dichiorobenzene....... 106-46-7 | para- or p-
Dichtorobenzene.
1.2,3-Trichlorobenzene. 87-61-6 | vic-Trichiorobenzene.
1.2.4-Trchiorobenzene...| 120-82-1
Trichiorobenzene.
1,3,5-Tnchiorobenzene...| 108-70-3 | sym-Tnchiorobenzene
1234 . 634-66-2 | 1.234-
Tetrachlorobenzene. Tetrachiombenzol. -
1235 634-90-2 | 1,235
Tetrachiorobenrzena. Tetrachiorobenzol.
1245 95-84-3 | 1,245 -
Tetrachiorobenzens. Tetrachiorobenzol.
12345 608-83-5 | Quintochlorobenzene.
Pentachiorobenzene. .

Ranges of chlorinated benzene
production in and/or import into the
United States are presented in Table 2.
These figures were derived from
information reported under the TSCA
section 8(a) Preliminary Assessment
Information Rule published in the
Federal Register of June 22, 1982 {47 FR

" 26992), using the techniques for

aggregating data as described in the
Federal Register of June 13, 1983 (48 FR
27041), and rounding off to three
significant figures.

TABLE 2.—UNITED STATES PRODUCTION AND/
OR IMPORT OF THE CHLORINATED BENZENES

N . Production and/of import volume
Chiorinated benzene (ibs/yary® -
Monochiorobenzene.....| 195,000,000 to 284,002.000.
1,2-Oiéworobenzene.....| 40,300,000 10 47,300,000 "
1,3-Dichioroberizena.....| 323,000 to 1,010,000.
1.4-Dichiorobenzene.....| 62,300,000.
123 51,300 to 163,000.
Trichioroberzena.
1.2.4- : 2,750,000 to 8.070,000.
Trichiorobenzene. )
135 244,000.t0 462.000.
Trichlorobanzene. .
T St »

Pentachiorobenzen....| None. )

*Data were derived from information reported und«ﬂ!ﬁ

TSCA Sects
aggregating data
11 and EPA cotmumn:atm with the

in 48 FR 2

~rne%

under the

infor-

. mation Rule (47 FR 26992) cnformed lne Agercy that it ro’
tetract

longer . tecent infor-

maton now indicates that polenuany significant teveis of

tetrachiorobenzene may now or soon will be peoduced by
. dacturer (CBI 19€3).

€§%$§a
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‘The principal uses of the
~hlorobenzenes are summarized in
‘able 3.

TABLE 3.—PRINCIPAL USES OF

CHLOROBENZENES"®
Chionnated , ;
senzene t Prncmpal uses
Monoct -k m dye and. hesbrcide manu-

tacture; solvent in pestcide” and de-
greasmg formulations.
1.2 . Production of 3.4-dichioroamling: mnter-

zene.

" Dichioroben- maechate m manutacture of herbicides.
zene i dves. paolyatners. and epoxy resing:
. orgamc solvent.
14- ! Space Jemoorants and moth-control.”
Bxchioroben. H

2ne i

Trichicrobenzenes ~ Orgamic  ntermediates.  soivents, dve
carners: wansiormer and  deiecinc
flugs.

Tetrachioroban- Inlzrmeaalt i producton of diedectrc

zZenes. 5 thrds. pesucides. herbicides. and pen-
1 tachiprobenzene.
Pentachloroben- ,oneucnon of pentachioronitrobenzene .

zene :

“Use of chionnated benzenes as peskcde products or as
soivents i such pesticdes is raguiated under the Federal
nsecticide, Fungitide, and Rodgenticide Act and was not
consdered m s rulemaking.

B. Findings

1. TSCA Section #{aj{1)(B). The EPA is
basing its preposed testing of
monochiorobenzene. 1.2- and 1.4-
dickiorobenzenes and 1.2.4-
trichlorobenzene on the authority of

section 4{a}{1¥B} of TSCA. EPA has

oncleded that monethiorobenzene. 1.2-

and 1.4-dichorobenzenes and 1.24-
trichloroberrzene are produced in
substantial quantities, and may enter
the envirorment it substantial
.quantities. Furthermore, EPA has
concluded that there are insufficient
data available to efther reasonably
determrinte or predict the results of this
exposure in the areas of chemical fate
and envirormental effects and that
testing is necessary to develop such:
data.

EPA has reached these conclusions
for the foliowing reasons: (1] Available
information indicates that the annual
United States production and/or impaort
volumes for monochlorobenzene, 1.2-°
and 1.4-dichiorcbenzenes and 1.2.4-
trichlorobenzene are substantial {see
Table 2). based on information reported
under the TSCA section 8(a) Preliminary
Assessment Information Rule (47 FR
26052), aggregated usi"xu the techniques
described in 48 FR 27041 and rounded
off to three significant figures. (2)
Available information indicates that
there are substantial amounts of
monochlorobenzere. 1.2- and 1.4-
dichlorobenzenes and 1.2.4-
trichlorobenzene released to the

nvironment each year via
.anufacturing, processing and/or use
activities. Table 4. presents aggregated

environmental release estimates of the
chiorinated benzenes resulting from
their manufacture, based on information
reported under the TSCA section 8{a)
Preliminary Assessment Information
Rule (47 FR 26982} and rounded off to
three significant figures. In addition,
available data indicate that the uses of
these chlorinated benrzenes may result
in substantial release of -
monochlorobenzene, 1.2- and 1.4-
dicklorobenzenes and 1.2.4-
richlorobenzene into the environment.
Johnston et al. {19680} and Mathtech
(1983) estimated the following
environmentai releases from use:
monoc ne—2 million pounds
released te air. uﬁd 78 million pounds
released to water; 1.2-dichlorobenzene—
<01 million pounds reteased to air. 9.1
million pounds released to water, and
< 0.1 million pounds released te kand;
1.4-dichlorcbenzene—15.7 million
pounds released to air, 11.8 million
pounds released to water, and 0.6
million pourds released to land; and
1.2,4-trichlorebenzene—3.2 million
pounds released to water {Refs 1 and 2).
(See section 2.1 of the technical support
document far additienal information on
tha environmental release of the

chlorinated benzenes.) (3] EPA has
conchided that there are insufficient
data on the chemical fates and
environmental effects of
monochlorobenzene, 1.2- and 1, 4
dichlorobenzenes and 1.2.4-
trichlorobenzene fo reasonably
determine or predict the results of their
environmental releases, and that tesfing
is netessary to develop such data.

TABLE 4.—ANNUAL ENVIRONMENTAL RELEASE
EsTiMATES DURING THE MANUFACTURE OF
Foun CHLORINATED BENZENES

Annuat release
Chionnated henzene ™ estimate n
pounds
Monchior 420.000-605.000
1.2-Dichic 65,600
1.4-Di 365000-592.000
1.2.4-T . 80+-2:093

2. TSCA Section #a}fT}aj. EPA is
basing its proposed testing of 1,2,- -
trichlorobenzene on the asthority of
TSCA section 4f{a}{I){A}): because EPA
has concluded that 1.2.3-
trickloroberzenie. may present an
unreasoaable risk of injury to organisms
in the aguatic environment. EPA has
reached this eonclusion for the following
reasons: (1] Existing toxicity data
indicate that among the mono-, di-, and
trichlerobenzenes. 1,.2.3-
trichiorobenzene is the most toxic
chlorinated benzene to aquatic

-orgamisms (Ref. 3). Toxicity

measurements inchude reported 48-hr
LCeos of 0.71 mgfL and 3.1 mgyL for
rdinbow trout and zebra danios.
respectively, and a 24-hr daphnid LCs of
3.35 mg/L {Ref. 3). In addition. chronic
toxicity data on daphnids shew
significant effects at concentations as
low as 0.1'mg/L (Ref. 3). (2} Available
information ind-i'cates that the
marnufacture and wses of 1.2.3-
trichlorobenzene (dye carrier. organic
solvent, intermediate and dieiectirc
fluid) are the principal sources of its
environmental release. Ware and West
(1977) reported levels of 2146 mg/L

"1,2.3-chlorobenzene in muricipal

discharge. measured using fame-
ionization gas.chromatography (Bef 5).
Using these measured levels of 1.2.3-
trichlorabenzene of 1200-2600X in
rainbow and its trout (Ref. 4} the
potential concentration of 1.2.3-
trichlorobenzene in fish s in the range
of 26—126 mg/L fmeasured levels in
water x BCF's for rainhow
trout=potential concentratior of 1, 23 -
{richlorobenzene in fish). Due to this
potential bio-concentration of 1.2,3-
trichlorebenzene, and its reported LCso
of 0.71 ml/? for rainbow traut, the
Agency has determined that 1.2,3-
trichlorobenzene may present an
unreasonabie risk to aquatic organisms.
{3) EPA has conclnded that there are
insufficient data on the environmentat
effect of 1.2,3-trichlerobenzene to
reasonably determine or predict the
result of its environmental release and
that testing is necessary te develop such
data.

On the basis of these findings, the
agency is proposing the testing
requirements summarized in Tables 5
ard 6 as a basis for determining the
chemical fate and/or eavironmental
effects of monochlorobenzene, 1.2- and
1.4/dichlorobenzenes; 1.2.4-

trichoferbenzerne and 1.2,3-

trichforobenzene.

TABLE 5.—PROPOSED TESTING REQUIREMENTS
FOR MONO-, 1,208, 1.4-DF AND  1,2,4-Tri-
chiorinated Benzene

Chionnated benzene Proposed. testing

. ;Jono‘;;,' ---------------- G fate: A oxidation

. via hydrow radical.

Ervrormental stectss Speed germ:-
nalon, oot elongation and sady
seadiing growth in lerfastrial macro-

! phytes.

1 Ch fote:

via hydroxy radical, and soil ad-
sorption coetficient.

. Envronments! eftfects: Speed germv-
nation, root elongation and. sarly
seedlmg g"OWﬂ\ n terrestnal macro-
Rhyas. .

i A
1 & fate: A hy

1.2- and 1.4-
Dichlorobenzenes.

124 |
Tnchiorobenzena. | via hydrexy! radical. and soil -20-
| somtion. ccetficient.
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TABLE 5.—PROPOSED TESTING REQUIREMENTS
FOR MONO-, 1,2D1, 1,4-Di- AN 1,2,4-Tri-
chiorinated Benzene—Continued )

Chicrinated benzene I Proposed testing

chworuc toxicity to mysid shrimp;
acute toxicity to the aquatic macro-
phyte Lomna gbba; seed germina-
tion, root elongaton and esarly

'Envimmenw effects: Acute and
l seedhng growth in terrestrial macro-
i

TABLE 6.—PROPOSED TESTING REQUIREMENTS
~ FOR 1,2,3-TRICHLOROBENZENE

Environmenta! effects

96-hr LCu for fathead minnow; 96-hr
ECw for one species of Gammarus,
acute toxicity to the aguabtc macro-
phyte termna gibbs, acute toxicity to
ic toxicity to mysid shamp it 1Cs is
<1ppm. -

3. No Further Testing. For 1.3-
dichlorobenzene, the Agency has
concluded that no further testing should
be proposed at this time. Existing data
for 1,3-dichlorobenzene adequately
characterize its toxicity to aquatic
organisms. In addition, available
information provides no basis for
believing that 1.3-dichlorobenzene may
present ar unreasonable risk to the
terrestrial environment

For 1,3,5-trichlorobenzene, tke Agency
has concluded that no further testing
should be proposed under either TSCA
section 4{a}(1)(B) or 4{a){1)(A) at this
time. This conclusion is based on the
following factors: {1}-Data submitted’
under TSCA section 8(a) indicate that
1.3,5-trichlorobenzene is not currently
produced in the United States; (2} the
primary uses of 1,3,5-trichlorobenzene,
for which it is imported into the United
States, are expected to result in low
environmental releases and exposures;
and (3) in view of the level of exposure,
currently available, albeit limited, data
on the chemical fate and environmental
effects of 1,3.5-trichlorobenzene do not
support a finding that this compound
may pose'én unreasonable risk of injury
to organism in the-aquatic and
terrestrial environments.

For pentachlorebenzene, the Agem:y
concludes that no additional testing
should be proposed at this time. This
conclusion is based on the fact that
pentachlorobenzene is neither produced
in nor imported into the United States at
thts time. The only former U.S.
pemtachiorobenzere manufacturer and/
or importer has notified EPA that it no
longer manufactures and/or imports
pentachiorobenzene.

4. Advance Notice of Proposed
Rulemaking. For the
tetrachlorobenzenes, thls Notice

,

constitutes an Advance Notice of

"Proposed Rulemaking. The Agency

decided to issue an ANPR for
tetrachlorobenzenes based on the

following factors: (1) Information

submitted to the EPA under the June,
1982, TSCA section 8(a) Preliminary

- Assessment Information Rule {47 FR

26992} indicated that only one
manufacturer produced 1.2,4.5- and
1.2.3,5-trichlerobenzenes in the U.S,, and
that no tetrachlorobenzene was
imported into the country. On May 2,
1983, this sole manufacturer notified the

- Agency that it no longer produced

1.2.4,5- and 1.2,3,5-trichlorobenzenes.
Because these chlorobenzenes were
neither produced i nor imported into
the United States, the Agency had -
initially decided not to propose
environmental effects testing for 1,2.4,5-
and 1.2.3.5-tetrachlorobenzenes under
TSCA section 4{a). (2) In September
1983, EPA was informed that a
chlorinated benzene manufacturer in the
United States had received and
accepted an order for a mixture of tri-,

. and tetrachlorinated benzenes to be

used as a substitute for polychlorinated
biphenyls (PSBs) in transformers. On
September 27, 1983, the Agency received
information, claimed as confidential -
business information (CBI), as to which
isomer or isomers oftri- and -
tetrachlorinated benzenes make up this
mixture and in what percentages. (3)

"EPA believes that the use of

tetrachlorobenzene in transformers may

. result in environmental release and

exposure similar to that demonstrated
with polychlorinated bephenyls {PCBs).
However, EPA does not know the
potential production/importation

. volume of {etrachlorobenzenes for this

use and cannot estimate potential
release of tetrachlorobenzenes to the
environment-at this time.

EPA believes that an ANPR is an
appropriate mecharnism to obtain
informatien on the potential production,
use, and environmental release of
tetrachlorobenzene as a PCB substitute.

- The Agency is asking for public
- comment on the need to test the

tetrachlorobenzenes for environmental
effects. (See Unit 1. I). If EPA )
determines that there is a significant

‘potential for environmental release from

the marufacturing, processing, use or

_ disposal of tetrachlorobenzenes, EPA

will propoese that they be tested for
chemical fate and/or environmental
effects. )

The aaalyses on which the above :
findings are based are presented in the
Chlorinated Benzenes Support
Document, which is available from the
TSCA Assistance Office {TAO).

C. Teét Substance

EPA is proposing that chiorinated -
benzenes of 99 percent purity be use
the test substances for the chemicatl
and environmental effects testing. Th.
stipulation increases the Itkelitrood that
any toxic effects observed are related to
the chlorinated benzenes and not to any
impurities.
D. Persons Reguired to Test

Section 4(b){3}(B) specifies that the
activities for which the Administrator
makes section 4{a) findings
{manufacture, processing distribution.
use ard/or disposal) determine who
bears the respensibility for testing.
Manufacturers are required to test if the
findings are based on manufacturing
("manufacture” is defined in section 3(7)
of TSCA to include “impert”).

" Processors are required to test if the

findings are based on processing. Beth
manufactarers and processars are
required to test if the expesures giving
rise to the potential risk occur during
use, distribation, ‘or dispesal.

. EPA has found that {a) mono-, 1.2-di,
1.4-di, and 1.2.4-trichlorinated benzenes
are produced in substantial quanﬁes
and that their mamufacture. processing,
and use are likely o resalt in significant
or substantial exposure to the
environment, and (b) for 1,2.3-
trichlorobenzene, mamefacture,
processing and wse may lead to
unreascnable risk to erganisms in !
aquatic envirormment. Thus, EPA js -
proposing that persons who
manufacture or process, or who intend
to manufacture or process ’
monochiorobenzene, 1.2- and 1, 4
dichlorobenzenes, and 1.2,4- and 1.2.3-
trichlorobenzenes at any time from the
effective date of this test rule to the end
of the reimbursement period be subject

P lm_»q\\\.. R

" to the requirements of the rule far the

chlorinated benzene(s) that they
manufacture or process. The erd of the
reimbursement period ordinarily will be
5 years after the submission of the last
final report required under the test rule.
Because TSCA contaims provisions to

avoid duplicative testing, =0t every

person subject to this rale mmst
individnally corduct testing. Section
4(b)(3)(A}) of TSCA provides that EPA
may permit two or more manufacturers
or processors who are subject to a test

- rule to desigmnate one such person or a

qualified third person o canduct the
tests and submit data on their b

Section 4fc) provides that any persen
required to test may apply $oc EPA for an
exemption from that requirement as
discussed in Unit ILE. below.
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E. Exemptions

*A’s proposed policy on application
'mptions from section 4 testing
ements was published in the

Federal Register of July 18. 1980 (45 FR
48512). EPA intends to promulgate its
final procedures for exemptions in 40
CFR Part 770. The exemption procedures
described below and included in the
proposed ruie language are consistent
with EPA’s current thirking on
exempticn procedures. If the general
rule is promulgated before this proposal
becomes final, the chiorinated benzenes
ruie will be modified to comport with
the general procedural provisions. -

Any manufacturer or processor of the
chlorinated benzenes identified in
paragraph (a) of this proposed rule -
would be able to apply for an
exemption. Any person who has applied
for an exemption would not be in
violation of the rule until such time as
EPA denies the application.

If manufacturers perform all the
required testing, processors would be
granted exemptions automatically
without having to file applications.

When EPA has received a proposed
study plan for a test set and has adopted
the plan as the test standard, EPA would
conditionally grant all exemption
applications for that test set. If the test
snrnsor later fails to perform the testing,

ould notify all persons who had

ted exemption applgcatxons for
ti.. 28t set that the exemptions would
be denied unless within 30 days a
manufacturer or processor notified EPA
of its intent to perform the testing in
accordance with the adopted test
atandards

S F ~1pproacb to Adoption of Test Rules

1. General process. EPA announced a .

new approach to adeption of test rules
published in the Federal Register of
March 26, 1982 (47 FR.13012). EPA
intends to promulgate a general

" procedural rule in 40 CFR Part 770 which

. will contain the procedural requirements
for this approach. However, because
that procedural rule is not in effect, this
proposed rule contains specific
procedures for adoption of this test rule.
if the general rule is promulgated before-
this proposal becomes final, the
chlorinated benzenes final rule will be
modified to comport with the general
procedural provisions.

Under the approach being followed
for chlorinated benzenes, test rule
development will be a two-phase
process. In phase I, EPA is proposing
that specific testing be required for
ch'
T ing will allow the public to
¢ at on the decision to require

“~ated benzenes. This phase of the -

testing and the specific types of tests to
be required. Phase II begins after

. promulgation of the phase I test rule. In

phase I1, EPA will propose study plans
submitted by test sponsors for public
comment.’After comment, the Agency
will adopt the study plans, as proposed
or modified, as specific test standards
for the tests required by the phase I rule.
Persong who submit the study plans will
be obligated to perform the tests in
accordance with the test standards
adopted.

2. Letter of intent to test or exemption
application. The proposed rule would
require manufacturers and processors of
chlorinated benzenes to perform certain
tests. Once the rule is in effect, 30 days
after publication in the Federal Register,
each current manufacturer of
monochlorobenzene, 1.2- 4
dichlorobenzene, 1,4-dichlorobenzene,
1.2,4-trichlorobenzene, and 1,2,3-
trichlorobenzene would have 30 days to
submit for each required test set (see

_paragraphs (j) (1) through (9) of the .

proposed rule) either a letter of intent to
perform the test set or an application for
exemption. Each manufacturer who
submitted a letter of intent to perform a
specific test set would be abligated, first
to submit, within 90 days of the effective
date, a proposed study plan for the test
set and, ultimately, to perform the
testing. ‘

Because EPA is making ﬁndmas on
individual chlorinated benzenes. the
exemption procedures for the -
chlorobenzenes are the same as the
procedures for individual chemicals
discussed in Unit ILE. If manufacturers
of a chlorinated benzene performed all
the required test sets, processors of that
chlorinated benzene would not be
required to test or to submit exemption
applications. EPA would automatically
grant them exemptions from the
requirements of the rule. -~

If no manufacturer of a given
chlorinated benzene submitted a letter
of intent to perform a particular test set
within the 30-day period. EPA would
publish a notice in the Federal Register
to notify all processors of that
chlorinated benzene. The notice would
state that EPA had not received letters
of intenttc perform certain test sets and
that current processors would have 30
days to submit, for each test set
remaining, either a letter of intent to
perform the test set or an exemption
application for that test set. Each
processor who submitted a letter of
intent to perform a specific test set
would be obligated, first, to submit,.
within 90 days of the publication of the
Federal Register notice, a proposed
study plan for the test set and,
ultimately, to perform the testing.

If no manufacturer or processor
submitted a letter of intent to perform a
particular test set, EPA ‘would notify all
manufacturers and processors, by letter
or through the Federal Register, that all
exemption applications for that
chlorinated benzene would be denied
and that all marufacturers and
processors of that chlorinated benzene
would be in viclation of the rule until a
proposed study plan is submitted for
that test set.

Any person not manufacturing
chlorinated benzenes subject to testing

. requirements in effect, who later begins

manufacturing before the end of the
reimbursement period, would be
required to submit a letter of intent to -
test or an exemption application for
each required test set by the day the
person begins manufacture. If EPA has

- published a notice in the Federal

Register telling processors to submit
letters of intent or exemption

" applications for certain test sets, any

person not processing chlorinated
benzenes at the time the rule goes into
effect, who later begins processing

- before the end of the reimbursement

period, would be required to submit a
letter-of intent to test or an exemption
application for each test set specified'in
the Federal Register notice by the day
the person begins processing.

3. Submission and adoption of study
plans. Any manufacturer of chlorinated
benzenes who submitted a letter of
intent tc perform a test set would have
to submit, within 90.days after the
effective date of the rule, a proposed
study plan for that test set. In the event
manufacturers do not submit letters of
intent for all the required test sets, any
processor who submits a letter of intent
to perform a specific test set would have
to submit, within 90 days of the

" publication of the Federal Register
_notice notifying processors, a proposed

study plan for that test set. Paragraph
(e} of the rule describes the contents of a

_ proposed study plan.

EPA proposed generic test
methodology requirements (gener.c {est
standards) in the Federal Register of
May 9, 1979 (44 FR 27334), ]uly 26, 1979
{44 FR 44054), and November 21, 1980
{45 FR 77332). In response to concerns
about the rigidity of generic test -
methodology requirements, EPA has
changed its approach for providing test
standards for TSCA section 4 test rules.
It has issued generic test methodology
guidelines to replace the previously
proposed generic test methodology
requirements. The TSCA guidelines
have been published by the National

. Technical Information Service {NTIS)

for health effects (PB 82-232984),
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environmental effects (PB 82-232992),
and chemical fate (PB 82-233008). Good
Laboratory Practice {GLP) standards for
development of data on physical and
chemical properties, persistence, and
ecological effects of chemical properties.
persistence, and ecological effects of
Chemical Substances under TSCA were
proposed in the Federal Register of
November 21, 1980 (44 FR-77357). These
GLP standards will be promulgated as
generic requirements. These final TSCA
GLP regulations will apply to the
chlorinated benzenes test rule.

For guidance in preparing study plans.
EPA recommends that test sporisors
consult the TSCA Test Guidelines and
the TSCA GLP standards as referenced -
above: the Organization for Economic
Cooperation and Development's {OECD)
Guidelines, as adopted by the OECD

. Council on May 12, 1981; or the FIFRA

Pesticide Registration Guidelines:
Proposed Data Requirements published
by the National Technical Informaticn
Service (see the Federal Register of
November 24, 1982 (47 FR 53192), for a
list of these guidelines).

Failure to submit a study plan would.
be a violation of the rule.

EPA would review the proposed study
plans. If they are incomplete. the
manufacturer or processor would be
notified of the deficiency and would
have 15 days to provide appropriate
information to make the plan complete
If the information is not provided in 15
days, the manufacturer or processor
would be in violation of the rule. In
addition, EPA would return to the
appropriate stage of the process and
require manufacturers or processors, as
appropriate, to submit letters of intent.
exemption applications, and study
plans.

If the proposed study plan is
complete, EPA would propose the study
plan for public comment. In particular,
the request for comments would focus
on whether the study plan will ensure
that data from the test set will be
reliable and adequate. There would be a
45-day comment period and the

opportunity to present views orally upon
P ~for the purpose of determining’

request. After considering the public
comment, EPA would adopt the study
plan as proposed, or as modified in .
response to comment, as the test
standard for the required test set.

The person who submitted the -
proposed study plan would be required
to perform the testing according to that
standard. Failure to perform the testing
would be in violation of the rule.

G. Reporting Requirements

'EPA is proposing that all data be
reported in accordance with the EPA
GLP Standards to appear in 40 CFR Part

792. EPA has reviewed public comment
on the proposed GLP Standards and is
now developing final GLP standards.
The final GLP Standards will apply to
this rule.

EPA is required by TSCA section

4{L){1)C) to specify the time period
durmg which persons subject to a test
rile must submit test data. These
deadlines will be established in the
phase II rulemaking in which study
plans are approved. or in a subsequent
FR notice if EPA changes its policy as
described in Unit ILE.

TSCA section14{b) governs Agency)

 disclosure of all test data submitted

pursuant to section 4 of TSCA. Upon
receipt of data required by this rule, the
Agency will publish a notice of receipt
in the Federal Register as required by

_ section 4(d}. -

H. Enforcement Previsions

The Agency considers failure to
comply with any aspect of a section 4
rule to be a violation of section 15 of
TSCA. Section 15(1) of TSCA makes it
unlawful for any person to fail or refuse
to comply with any rule or order issued
under section 4. Section 15(3) of TSCA
makes it unlawful for ény person to fail
or refuse to: (1) Establish or maintain
records, {2) submit reports, notices, or
other information, cr (3) permit access to
or copying of records required by the
Act or any rule issued under TSCA .

Additionally, TSCA section 15{4)
makes it urilawful for any person to fail
or refuse to permit entry or inspection as
required by section 11. Section 11
applies to any “establishment, facility.
or other premises in which chemical
substances or mixtures are
manufactured, processed, stored, or held
before or after their distribution in
commerce” * *." The Agency considers
a testing facility to be a place where the
chemical is held or stored; and,
therefore, subject to inspection.
Laberatory audits/inspections will be
conducted periodically in accordance
with the authority and procedures
outlined in TSCA section 11 by duly
designated representatives of the EPA

compliance with any final rule for
chlorinated benzenes. 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 and interpretations
and evaluations thereof, and that the -
studies are being conducted according
to EPA GLP standards and the test
standards established in the phase II
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}
of TSCA to include those requiremeni
necessary to assure that data developed
under testing rules are reliable and
adequate, and such other requirements
as are necessary to provide such
assurance. The Agency maintains that

- laberatory inspections are necessary to

provide this assurance.
Violators of TSCA are subject to

«criminal and civil liability. Persons wha

submit materially misleading or false
information in connection with the .
requirement of any provision of this rule

- may be subject to penalties 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 to perform testing or an
exemption request. Continued

. manufacturing or processing after the

deadlines for such submissions would
be a violation of the rule. Knowing or
willful violations could lead to the
imposition of criminal penalties of up to
$25,000 for each day of violation and

. imprisonment for up to 1 yéar. In .

determining the amount of penalty, Esg

- will take into account the seriousnes:

the violation and the degree of _
culpability of the violator as well as all
the other factors listed in section 16.
QOther remedies are available to EPA
under section 17 of TSCA. such as
seeking and injunction to restrain
violations of TSCA section 4.
Individuals, as well as corporations,
could be subject to enforcement actions.
Sections 15 and 16 of TSCA apply to
“any person” who violates various
provisions of TSCA. EPA may, at its
discretion. proceed against individuals
&s well as companies themselves. In
particular, this includes individuals who -
report false information or who cause it
to be-reported. In addition. the
submiission of false, fictitious. or

. fraudulent statements is a violation

under 18 U.S:C. 1001.

-l Issues

Thé decision to defer environmental
testing of the tetrachlorobenzenes is one
for which further’input by interested
parties will be particularly useful.
Therefore, EPA is soliciting public
comment on the following information
needs: (1) Production in and/or impor{
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- inte the United States of

tetrachlorobenzenes. (2) anticipated
1vironmental release from production.
., distribution, or disposal of :
.etrachlorobenzenes, {3) ratios and
isomer specific chemical components of
mixtures of the chlorinated benzenes,
including impurities, foruse as a
polychlorinated biphenyls substitute,
and {4) the potential production of
chlorinated benzenes {isomer specific)

" for-use as a substitute for

polychlorinated biphenyls.

The public comments received in
response to this ANPR for the
tetrachlorobenzenes will be
instrumental in assisting the Agency in
its determination on whether ta require
environmental effects testing of these
chlorinated benzenes. If, after public
comments are reviewed and evaluated,
the Agency is unable to obtain specific
information concerning tetrachlorinated
benzene production in and/or
importation into the United States, and
their potential environmental release
from use as a substitute for
polychlorinated biphenyls, then the
Agency may issue a TSCA section 8{a)
rule requiring this specific information.
In addition, the Agency may issue a
TSCA section 5 Significant New Use
Rule (SNUR)-on 1,3-dichlorobenzene.
1,3,5-trichlorobenzene, and/or
nentachlorobenzene.

. Economic Analysis of Proposed Rule

To evaluate the potential economic
impact of test rules, EPA has adopted a
twa-gtage approach. All candidates for
test rules go through a Level I analysis.
This consists of evaluating each
chemical group.on four principal market
characteristics: (1) Demand sensitivity,
{2) cost characteristics. {3) industry
structure, and (4) market expectations.
The results of the Level 1 analysis, along
with the consideration of the costs of the
required tests, indicate whether the
possibility of a significant adverse
economic impact exists. Where the
indication is negative, no further -
economic analysis is done for that
chemical substance or group. However,
for those chemical substances or groups
where the Level I analysis indicates a
potential for a significant economic
impact, a more comprehensive and
detailed analysis is conducted. This

. Level I analysis atiempts to predict

more precisely the magnitude of the

~ expected impact.

Total testing costs for the proposed
rule for the chlorinated benzenes are
estimated to range from $100,800 to
$210,600. The annualized cost range is
776,100 to $54,600, based on a 25 percent

it of capital over 15 years; the.
dmated unit costs range from 0.01to |

0.03 cents per poind. These estimates
indicate that the economic impact of the
proposed testing will not be significant.
Moreover, on the basis of its Level
assessment. EPA believes that this
proposed testrule will not result in a
loss to society of the benefits of the
chlorinated benzenes.

A detailed discussion of the
methodology used to conduct the

“economic analysis fgr this test rule, the

“Level I Economic Impact Analysis for

‘Chlorobenzenes™ (EPA Contract No. 68—

01-6630), is available from the TSCA

Assistance Office {TAQ)? and is part of

the public docket for this rulemaking.

IV. Availability of Test Famhtxes and
Personnel

Section 4(b)(1) of TSCA requires EPA

to consider “the reasonably foreseeable °

availability of the facilities and
personnel needed to perfurm the testing
required under the rule.” Therefore, EPA
conducted a study to assess the
availability of test facilities and
persorinel to handle the additional
demand for testing services created by
section 4 test rules and test programs
negotiated with industry in place of -
rulemaking. Copies of the study,
“Chemical Testing Industry: Profile of
Toxicological Testing, October, 1981,”
can be obtained through the NTIS (PB
82-140773).

On the basis of this study. the Agency
believes that there will be available
resources to perform the testing in this
proposed rule. :

V. Guidelines and Study P!ans

The following guidelines and/or study.
plans cited in this proposed test °
rulemaking are available from: National
Technical Information Service (NTIS},
5285 Port Royal Road, Spnngfield. VA
22161, (703) 487-4650.

NTIS px:heanon Title Price

PB 82-140773......| Chomical Testing industry: Pro- 1$18.00

: 658ng.
P8 82-232992.... TSCA' Envionmentsl Effocts | €0.00
PB 83-153904.....| OECD Test Guidefines for | 11.50

P8 63-153916:.| FIFRA Pesticides Reginiration | 11.50

Evaluation: Humans and Do-
mestic Animals.

VI. Public Meetings

If persons indicate to EPA that they
wish to present comments on this

LTSCA Agsistance Office. EPA, Rm. E-543,. 401 M
St., SW., Washington, D.C. 20460. Toll Free: (800~
424-9065). In Washington, D.C. (554~1404), Outside
USA: (Operator-202~554-1404).

proposed rule to EPA officials who are
directly responsible for developing the
rule and supporting analyses, EPA will
hold a public meeting on March 28, 1984
in Washington, D.C. Persons who wish
to present comments at the meeting
should call the TSCA Assistance Office
{TAO}): Toll Free: (800~424-8065); In
Washington, D.C.: (554~1404); Outside

_the U.S.A. {Operator-202-554-1404). by

February 27, 1984. The meeting will not
be held if members of the public do not
indicate that they wish to make oral
presentations. This meeting is scheduled

-after the deadline for submission of

written comments, so that issues raised
in the written comments can be
discussed by EPA and the public
commenters. While the meeting will be
open to the public, active participation

" will be limited to those persons who

arranged to present comments and to
designated EPA participants. Attendees
should call the TAO before making
travel plans to check whether the
meeting will be held. :

Should a meeting be held, the Agency

.will transcribe the meeting and includg

the written transcript in the public
record. Participants are invited, but not

- required, to submit copies of their

statements prior to or on the day of the

- meeting. All such written materials will

become part of EPA’s record for this
rulemaking.
VIL Public Record

EPA has established a record for this
rulemaking docket number [OPTS-4250].
This record includes the basic ,
information the Agency considered in
developing this proposal, and
appropriate Federal Register notices.
The Agency will supplement the record
with additional information as it is
received. The Record includes the
following information:

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

{a) Notice of proposed rule on the
chlorinated benzenes.

(b) Notice containing the ITC designation .
of the chlorinated benzenes to the Priority
List [42 FR 55026, October 12, 1977 and 43 FR
50630, October 30.\1978]

{c) Notices relating tc EPA's enviranmental
effects test guidelines and EPA Good
Laboratory Practice Standards.

(d} Naotice of proposed rule on exemption
policy ard procedures. :
{e) Notice of final rule on rexmbmement
policy and procedures. .

(2) Support Documents consxstlng of:

" {a) Chlorinated Benzenes Technical

. Support Document.

(b) Economic Analysis Support Document

{3) Minutes of informal meetings.

{4) Communications before proposal
consisting of:
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(a) Written public and intra- or inleragency
memoranda and comments.

_{b) Summaries of telephone conversations.

(¢) Meeting summaries.

(d} Reports—published and unpublished
factual materials, including cobtractors’
feports.

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 OPTS Reading Room,
Rm. E-107, 401 M St. SW., Washington, -
D.C. from 8:00 a.m. to 4:00 p.m.. Monday
through Friday except legal holidays:

VIIIL. Classification of Rule

Under Executive Order 12291, EPA
must judge whether a regulation is
“Major” and, therefore, subject to the
requirement of a Regulatory Impact
Analysis. This test rule is not major
because it does not meet any of the -
criteria set forth in section 1(b) of the
Order. First, the actual annual cost of

the testing prescribed for the chlorinated -

benzenes is less than $55,000 over the
testing and reimbursement period.
Second, because the cost of the required
testing will be distributed over a large
production volume, the rule will have
only very minor effects on producers’
costs or users’ prices for these
chemicals. Finally, taking into account

- the nature of the market for these

chemicals, the low level of costs
involved, and the expected nature of the
mechanisms for sharing the costs of the
required testing, EPA concludes that
there will be no significant adverse
economic impact of any type as a result
of this rule.

This proposed regulation was
submitted to the Office of Management
and Budget (OMB) for review as
required by Executive Order 12281. Any
comments from OMB to EPA. and any
EPA response fo those comments, are
included in the public record.

1X. Regulatory Flexibility Act

. 3

Under the Regulatory Flexibility Act,
{15 U.S.C. 601, et seq., Pub. L.-96-354,
September 19, 1980). EPA is certifying
that this test rule, if promulgated. will
not have a significant impact on a
substantial number of small businesses
because: (1) They will not perform
testing themselves and will not
participate in the organization of the
testing effort; (2) they will experience
only minor costs in securing exemptions
from testing requirements; and {3) they -
are unlikely to be significantly affected
by reimbursement requirements.

X. Paperwork Reduction Act

The information collection
requirements in the proposed rule will
be submitted for approval to the Office
of Management and Budget (OMB)
under the Paperwork Reduction Act of
1980 {44 U.S.C. 3501 et seq.). Comments
on these requirements should be’
submitted to the Office of Information
and Regulatory Affairs of OMB mailed
Attention: Desk Officer for EPA.
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List of Subjects in 40 CFR Part 799
Testing, Environmental protection,
Hazardous material, Chemicals.

{Sec. 4. Pub. L. 94469, 90 stat. 2003: (15 U.S.C.
2061))
Dated: December 23, 1983.
Alvin L. Alm,
Acting Administrator.

PART 799—[AMENDED]

Therefore, it is‘proposed that a new § -

799.2900 be added to Subpart B of the
proposed Part 799 to read as follows
§ 799.2900 Monochiorobenzene; 1,2-
dichlorobenzene; 1,4-dichlorobenzene;

- 1,28 trichiorobenzene and 1,2,3- -
tnchlorobenzene

~ (a) Identification of test substance. 1)

-"Monochlorobenzene {CAS No. 108-80~

7): 1.2-dichlorobenzene {CAS No. 95-50-
1), 1.4-dichlorobenzene {CAS No. 106~
46-7); 1,2, 4-trichlorobenzene (CAS No.
120-82-1); and 1.2,3-trichlorobenzene
{CAS No. 87-61-6) each shall be tested
in accordance with this section.

{2} Monochlorobenzene: 1.2-
dichlorobenzene; 1,4-dichlorobenzene:
1,2.4-trichlorobenzene and 1,2,3-
trichiorobenzene of 99 percent purity
shall be used as the test substance in all
tests.. ’

{b) Persons required to submit studv
pians, coenduct tests and submit data. (1)
all persons who manufacture or process
monochlorobenzene; 1.2-
dichlorobenzene; 1.4-dichlorobenzene:

- 1,2.4-trichlorobenzene: or 1.2,3-

trichlorobenzene or any mixture of these

_chlorinated benzenes from the effective

date of this rule February 13. 1984 to the
end of the reimbursement period shall
submit letters of intent to test,
exemption applications and study plans
and shall conduct tests and submit data

. as specified in paragraphs (c), (d). (e}.

(h). (j). and (k) of this section.

{2) Any person subject to the
requirements of this section may apply
to EPA for an exemption from study
plan submission and testing
requirements. Any such application
shall be in accordance with paragraph
{h) of this section.

(c) Submission of notice of intent to
test or exemption application. {1) No
later than 30-days after the effective
date of this rule, each person
manufacturing monochlorobenzene, 1.2-
dichlorobenzene, 1,4-dichlorobenzene,
1.2.4-trichlorobenzene, and 1,2,3-
trichlorobenzene, or any mixture
thereof. as of the effective date of this
rule must, for each test or test set
required by paragraphs (j)(1) through
(i}(9) of this section, either notify EPA by
letter of its intent to perform the test set
or submit an application for an
exemption from the study plan

submission and testing reqmrements for .

the test set.

{2} If, by the date specxﬁed in
paragraph (c)(1) of this section, for each
of the chlorinated benzenes identified in
paragraph (a) of this section, no
manufacturer has notified EPA of its
intent to perform testing for each test set
required by paragraph (j) of this section.
EPA will publish a notice in the Federal
Register of this fact specifying the

" chlorobenzene and the testing for which

no notice of intent has been submitted.
No later than 30 days after publication
of such a notice, each person processing
the chlorinated benzenes identified in .
the notice as of the effective date of this
section must, for each test set specified .
in the Federal Register notice, either
notify EPA by letter of its intent to
prform the test set or submitan
application for an exemption from the
study plan submission and testing
requirements for the testing.

(3} Any person not manufacturing the
chlorinated benzenes identified in
paragraph {a) of this section as of the
effective date of this rule who, before
the end of the reimbursement period.
manufactures any one of them must
comply with the requirements of
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paragraphs (c)(1} and (d)(1) of this
section. For the pupose of paragraph {c)
of this section, the manufacturer must
submit the notice of intent to test or
exemption application required by
paragraph {c){1) of this section by the
date manufacture begins and must
submit any proposed study plan
required by paragraph (d){1) of this -
section within 60 days of the date '
manufacture begins.

{4) If a Federal Register notice has
been published under paragraphs (c}{2)
or (d}(4) of this section, any person not
processing the chlorinated benzenes
identified in the notice described in
paragraph (c}(2) of this section, as of the
effective date of this rule who, before
the end of the reimbursement period,
begins processing the chlorobenzenes
maust comply with the requirements of
paragraphs (c){2} and (d){2) of this .
section.-For purposes of paragraph (c) of
this section, the processor must submit
the notice of intent to test or exempticn
application required by paragraph (c)(2)
of this section by the date processing -
begins and must submit any proposed
study plan required by paragraph {d}{2)
of this section within 60 days of the date
processing begins.

(5} Any manufacturer or processor of
the chlorinated benzenes. identified in
paragraph {a) of this section, which bas
notified EPA under paragraphs {c)(1).
{c)(2), (c){3); or (c}{4) of this section of its
intent to perform testing for a test set
required by paragraph (j) cf this section,
must submit a proposed stidy plan for

- the test set and must perform

that test set in accordance with the test
standards in paragraph (k} of this
section. -

{d) Submission of proposed study
plans, (1) Manufacturers of the
chlorinated benzenes identified in
paragraph (a) of this section which
notify EPA under paragraph {c){1) of this
section that they intend to perform a test
set must subrmit a proposed study plan
for the test set in accordance with
paragraph (e} of this section no later
than-90 days after the effective date of
this rule. Manufacturers may jointly
submit a single proposed study plan if ..
they plan to sponsor or perform the test
set jointly. Any manufactiarer which,
having notified EPA of its intent to
perform a test set, fails to submit a
proposed study plan for that test set will

have been in violation of this section as

if no letter of intent to perform the test

. had been submitted.

{2) Processors of the chlorinated
benzenes identified in paragraph {a) of
this section which notify EPA under
paragraph (c})(2) of this section that they
intend to perform a test set must submit
a proposed study plan for the test set in

accordance with paragraph (e) of this
section no latter than 90 days after the
publication of the nctice specified in
paragraph {c){2} of tais section.
Processors may joiritly submit a single
proposed study plan if they plan io
sponsor or perform the test get jointly.
Any processor which, having notified
EPA of its intent to perform a test set,
fails to submit a propesed study plan for
that test set will have been in violation
of this section as if no letter of intent to
perform the test set had been submitted.

(3) i EPA determines in accordance
with paragraph (f}{1)(i) of this section
that a proposed study plan is incomplete
and the manufacturer or processor has
not, after notice from EPA, submitted
appropriate information to make the
study plan complete within 15 days, the

- manufacturer or processor will have
been in violation of this section as if no
letter of intent to perform the iest set
had been submitted.

(4} If either by:

(i) The date specified in paragraph
{d)(1) of this section a manufacturer of
the chlorinated benzenes identified in

- paragraph (a) of this section, which
notified EPA of its intent to perform a

test set, has failed to submit a proposed

study plan for that test set; or -

(ii) A proposed study plan submitted
under paragraph {d)(1) of this section
has been found to be incomplete under
paragraph (f)(1)(i) of this section and the
manufacturer has nct submitted
appropriate information to make the

" study plan complete within 15 days,
EPA will publish a notice in the Federal
- Register of this fact specifying the test
set. The requirements of paragraphs
{c)(2} and (d){2) of this section for
processors to submit letters of intent to
. perform testing, applications for
exemption and proposed study plans
“will apply.

{5) ¥ either: -

{i) By the date specified in pamgraph
(c){2) of this section no processor of the
chlorinated benzenes has notified EPA
of its intent to perform testing for any
test set identified in a Federal Register-
notice published under paragraphs (cl2)
or {d)(4) of this section,

{ii) The date specified in paragraph
(d)(2) of this section any processor of

- the chlorinated benzenes identified in
paragraph (a) of this section, which
notified EPA of its intent to perform a
test set, has failed to submit a propased
study plan for that test set; or

" (iii) A proposed study plan submitted
under paragraph (d}(2) of this section
has been found to be incomplete under
paragraph (f){1)(i) of this section and the
processor has not submitted appropriate
information to make the study plan
complete within 15 days, all applications

for exemption from the requirements to
submit study plans and to perform tests
for the specified test set involved will
automatically be denied. EPA wil! netify
each manufacturer and processor of the
chlorinated benzenes identified in
paragraph (a) of this section, which
applied for an exemption for the specific
test set involved, of this automatic
denial either by letter or by notice in the
Federal Register. Each manufacturer or
processor of the chlorinated benzenes
identified in paragraph (aj of this section
for whom an exemption application has
been autcmatically denied will be in
violation of this section 30 days from the
time that it receives the notice letter or
30 days from the time that the notice is
‘published in the Federal Register,
whichever comes first, The violation will
continue until a manufacterer or
processor of the chlorinated benzenes
identified in paragraph {a} of this
section, submits a preposed study plan
for each test set involved.

{6) Any manufacturer or processor of
the test substance specified in
paragraph (a) of this section may submit
a proposed study plan for any test set
required by this section at any time,’
regardless of whether the manufacturer
or processor submitted an application
for exemption from testing that test set.

(e) Content of study plans. (1} All
study plans are required to contain the -

~ following information:

(i) A citation to this section.

{ii) The specific test set covered by the
study plan.

(iii) {A) The names and addresses of
the test set.sponsars.

(B) The names, addresses, and-
telephone numbers of the responsible
administrative officials and project
manager(s) in the principal sponsor’s
organization. . -

(C) The name, address, and telephone
number of the appropriate individual(s)
for oral and written communication with
EPA.

{D)(2) The name and address of the
testing facility({ies) and the names,
addresses; and telephone numbers of
the testing facility’s administrative
officials and project managers
responsible for the testing.

(2) Brief summaries of the training and

. experience of each professional

involved in the study, including study
director, veterinarian(s), toxxcologxst(s)
pathologist{s) and laboratory assistants.

{iv) Identity and data on the
substances or mixtures being tested,
including appropriate physical
constants, spectral data, chemical
analysis and stability under test and
storage conditions.

1
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{v) Study protocols, including
rationales for: species/strain selection:
dose selection (and supporting data};
route(s) or method(s) of exposure: a
description of diet to be used and its
source, including nutrients and
contaminants and their concentrations;
for in vitro test systems, a description of
culture medium and its source; and a
summary of expected spontanecus
chronic disease (including tumors).
genealogy, and life span.

(vi) Schedule for initiation and
completion of major phases of long-term
tests; schedule for submission of interim

- progress and final reports to EPA.

(2) Information specified under
paragraph (e)(l)[iii)(D) of this section is
not required in proposed study if the
information is not available at the time
of submission; however, the information
must be submitted before the initiation
of testing.

(f) Review and adoption of study
plans. (1) Upon receipt of a proposed
study plan, EPA will review the study
plan to determine whether it complies
with paragraph (e) of this section.

{i) If EPA determines that the
proposed study plan does not comply
with paragraph (e) of this section, EPA
will notify the submitter that the
submission is incomplete and identify
the deficiencies and the steps necessary
to-complete the submission. The
submitter will have 15 days from the day
it receives this notice to submit
appropriate information to make the
study plan complete. If the submitter
fails to provide appropriate information
to complete the study plan within this
time, the submitter will have been in
violation of this section as if no study
plan had been submitted.

{ii) If EPA determines the proposed
study plan complies with paragraph (e)
of this section, EPA will publish a notice
in the Federal Register requesting
comments on the ability of the study
plan to ensure that data from the test set
will be reliable and adequate. EPA will
provide a 45-day comment period and
will provide an opportunity for an oral
presentation upon request.of any -
person. EPA may extend the comment
period if it appears from the nature of
the issues raised by EPA's review or
from public comments that further
comment is warranted.

(2) After receiving and considering
public comment, EPA will adopt the
study plan, including time deadlines and
reporting schedules, as proposed or as

modified in response to EPA review and

public comments, as test standards for
the testing of the chlorinated benzenes
in paragraph (k) of this section.

(g) Modification of study plans during -

conduct of study—(1) Application. Any

test set sponsor who wishes to modify
the adopted study plan for any test set
or study required under this rule must
submit an application in accordance
with this section. Apphcanon for
modification shall be made in writing to
the Chief, Test Rules Development
Branch, Office of Toxic Substances, or
by phone, with written confirmation to”
follow as soon as feasible. Applications
must include appropriate explanations
of why the modification is necessary.

(2) Adoption. To the extent feasible, -
EPA will seek public comment on all
substantive changes in study plans. EPA
will issue a notice in the Federal
Register requesting comments on
requested modifications. However, EPA
will act on the requested modification
without seeking public comment:

(i) If EPA believes that an immediate
modification to a study planis -
necessary in order to preserve the
accuracy or validity of an on-going
study; or

(ii) if EPA determines that a
modification clearly does not pose any
substantive issues. EPA will notify the

o sponsor of the Agency’s approval or
disapproval. When the Agency approves

a modification, it will publish a notice.in
the Federal Register indicating that the
study plan has been modified.

(h) Exemption applications. (1} Any
manufacturer or processor of the
chlorinated benzenes identified in
paragraph (a) may submit an application
to EPA for an exemption from
submnitting proposed study pans for and
from performing any or all of the test
sets specified in paragraph (j} of this
section. The application must include
the name and address of the
manufacturer or processor and must
identify the specific requirements of this
section from which the exemption is
sought. .

("] No manufacturer or processor of
the chlorinated benzenes identified in
paragraph (a) of this section will be in

violation of the requirment to performa -

specific test set under paragraph (j) of
this section if it has submitted a timely
application for an exemption for that
test set and the application has not been
deénied by EPA.

(3) EPA will conditionally grant any
requested exemption for a specific-test

- set required by paragraph {j) of this

section if EPA has received a complete
proposed study plan for that test set in
accordance with paragraph (e) of this
section and has adopted the study plan
in accordance with paragraph (f)(2) of:
this section.

{4) EPA will deny any exemption for a
specific test set in paragraph (j) of this
section if the study sponsor fails to

perform the test set or to submit data as

required in the test standards adopted
under paragraph (k) of this section.

{5) If manufacturers of the chlorinated
benzenes identified in paragraph (a) of
this section perform all the tests
required by paragraph {j) of this section.
processors of the chlorinated benzenes

"identified in paragraph (a) of this section
will automatically be granted an
exemption from the study plan
submission and-testing requirements
without the need to file an application
for exemption.

(i) Test resulits. Except as set forth in
paragraph (j) of this section, a positive
or negative test result in any of the
environmental health effects or chemiical
fate tests enumerated in paragraph (j) of
this section is defined as specified in the
TSCA Environmental Effects Test
Guidelines or the TSCA Chemical Fate
Guidelines published by the National
Technical Information Service (NTIS}.

{i) Environmental Effects Testing—(1)
Aquatic macrophyte acute toxicity
testing—{i) Required testing. Testing
using measured concentrations, flow
through or static renewal systems and
systems that control for evaporation of
the test substance, shail be conducted
for 1,2.4-trichlorobenzene and 1.2.3-

- triclorobenzene. Testing shall be
conducted with Lemna gibbd to develop
data on the acute toxicity of the above
chlorobenzene isomers to aquatic
plants.

(ii) Study pians. For guidance in
preparing study plans, it is
recommended that the TSCA
Environmental Effects Test. Guidelines
for Lemna acute toxicity testing (EG-23}.
available in the public record for this
rulemaking, be consulted. Additional
guidance may be obtained by consulting
the FIFRA Guidelines for Hazard
Evaluation: Wildlife and Aquatic
Organisms (PB 83-153908).

(2) Marine invetebrate acute toxicity
testmg—-—(x] Requ,rea’ testing. Testing
using measured concentrations, flow
through or static renewal systems, and ,
systems that control for evaporation of’
thetest substance, shall be conducted
for 1,2,4-trichlorobenzene and 1.2,3-

_ triclorobenzene. Testing shall be

conducted with mysid shrimp .
(Mysidopis bahia) to develop data on
the acute toxicity of the above
chlorobenzene isomers to'marine
invertebrates.

(ii) Study plans. For guxdance in

‘ preparmg study plans, it is

recommended that the TSCA
Environmental Effects Guidelines for
mysid shrimp acute toxicity testing (EG-
3), available in the public record for this
rulemaking, be consuited. - -

[
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(3) Marine fish acute toxicity
testing—{i} Required testing. Testing
using measured concentrations, flow
through systems, and systems that
‘control for evaporation of the test
substance shall be conducted for 1,2.3-
trichlorobenzene. Testing shall be
conducted with Silversides (Menidia
menidia) to develop data on the acute
toxicity of 1.2,3-trichlorobenzene to
‘saltwater fish.

(ii) Study plans. For gulda nce in
preparing study plans, it is
recommended that the American Socxetv
for Testing and Materials {ASTM)
publication “Conducting Acute Tox1c1ty
Tests With Fishes, Macroinvertebrates,
and Amphibians™ be consulted (ASTM)
Designation E729-80). Additionai :

guidance may be obtained by consulting

the FIFRA Guidelines for Hazard
Evaluation: Wildlife and Aquatic
Organisms {PB 83-153908) and the
Ecological Research Series, “Methods
for Acute Toxicity Tests with Fish, -
Macroinvertebrates and Amphibians”
(EPA-660/3-75-009).

(4) Freshwater fish acute toxicity
testing—{i) Required testing. Testing
using measured concentrations, flow
through systems. and systems that
control for evaporation of the tést .
substance shall be conducted for 1.2.3-
trichlorobenzene. A 96-hr LC50 test shall
be conducted with the fathead minnow
to develop data on the acute toxicity of

1.2.3-trichlorobenzene to freshwater fish. -

(ii) Study pians. For guidance in
preparing study plans, it is
recommended that the TSCA
Environmental Effects Test Guidelines
for fish acute toxicity testing (EG-9),
available in the public record for this
rulemaking, be consulted. Additional
guidance may be obtained by consulting
the Organization for Economic
Cooperation and Development's {OECD)
test guideline far fish acute toxicity
testing (EG=20) available in the public
record for this rulemaking.

(5) Freshwater invertebrate acute -
toxicity testing—(i) Required testing.
Testing using measured concentrations,
flow through or static renewal systems,
and system that control for evaporation
of the test substance shall be conducted
for 1,2,3-trichlorobenzene. A 96-hr EC50
test shall be conducted for one species
of Gammarus to develop data on the
acute toxicity of 1,2.3-trichlorobenzene
to aquatic freshwater invertebrates.

(i) Study plens. For guidance in
preparing study plans it is recommended
that the American Society For Testing
and Materials (ASTM) publication,

“Conducting Acute Toxicity Tests With
Fishes, Macroinvertebrates, and
Amphibians.” be consulted. Additional
guidance may be obtained by ‘consulting

the Ecological Research Series.
“"Methods for Acute Toxicity Tests with
Fish, Macroinvertebrates and
Amphibians” (EPA-660/3-75-009). -
(6) Mysid shrimp chronic toxicity
testing—(i) Required testing. Testing
using measured concentrations, flow
through or static renewal systems, and
systems that contro! for evaporation of .

" the test substance shall be cenducted

for 1.2,3-trichlorobenzene. Testing shall
be conducted with mysid shrimp = .
{Mysidopsis bahia) ta develop data on

"the chronic toxicity of 1.2.4-

trichlorobenzene to marine
invertebrates. The above testing shall
also be conducted for 1.2.3-
trichlorobenzene, should the acute LG50
of this chemical for mysid shrimp be
determined to be 1 ppm or less.

(ii) Study plans. For guidance in
preparing study plans, it is

- recommended that the TSCA

Environmental Effects Test Guidarices
for mysid shrimp chronic toxicity testing
(EG—4), available in the public record for
this rulemaking, be consulted.

(7) Seed germination, root elongation
and early seedling growth in terrestrial
macrophytes—{i) Required testing..’

" Testing, using measured concentrations

and systems that control for evaporation
of the test substance, shall be con@ucted
for monochlorobenzene, 1.2-
dichlorobenzene, 1,4-dichlorobenzene,
and 1,2,3-trichlorobenzene, Testing shall
be conducted with terrestrial
macrophytes to develop data on the
acute toxicities of the above
chlorobenzenes to terrestrial plants..

(ii} Study Plans. For guidance in.
preparing study plans, it is

‘recommended that the TSCA

Environmental Effects Test Guidelines
for seed germination/root elongation
(EG-12) and early seedling growth {(EG~
13), available in the public record for
this mlemakmg.‘Be consulted. .
Additional guidance may be obtained by
consulting the proposed Organization
for Economic Cooperation and

Development (OECD) plant toxicity test

guideline, available in the public record

of this rulemaking.

(8) Atmospheric oxidation—i)
BReguired testing. Testing shall be
conducted for monochlorobenzene; 1.2-

.dichlorobenzene;-1.4-dichlorobenzene,

and 1.2.4-trichlorobenzene to develop
data on the rate of atmospheric
oxidation via the hydroxyl radical.

(ii) Study Plans. For guldance in
preparing study plans it is recommended
that the “Experimental Protocol for
Determining Hvdroxyl Radical Reaction
Rate Constants” {EPA 600/3-82-038),
available in the public record for this
rulemaking, be consulted.

‘chlorobenzenes notifies EPA by letter -

. comply with any aspect of this rule is in
_.violation of section 15 of TSCA.

" available from the following source.
. Address and telephone number:

" FEDERAL EMERGENCY

- 44 CFR Part 67
' [Docket No. FEMA-6581]

.- Proposed Fiood Elevation
. Determinations; Connecticut, et al.

(8) Soil adsarption coefficient test—(j)
Required testing. Testmg. using systems
that control for evaporation of the test
substance, shall be conducted for 1.2-
dichlorobenzene: 1.4-dichlorobenzene,
and 1,2,4-trichlorobenzene to develop
data on the adsorption of the above
chlorobenzenes to sediments.

(ii) Study plans. For guidance in
preparing study plans, it is
recommended that the TSCA Chemical
Fate Guidelines for sediment and soil -
adscrption isotherms {CG-1710),
available in the public record for this
rulemaking, be consulted.

(k) Test Standards. (1} All data must
be developed and reported in
accordance with the EPA Good
Laboratory Practice Regulations in 40 -
CFR Part 792.

2) [reserved]. :

-{1) Enforcement. (1} If a manufacturer
or processor, which notified EPA under
paragraph {c} (1), (2), (3] or (4} of this
section of its intent to perform testing
for a test set required by paragraph (j) of
this section, fails to perform the test set
in accordance with the test standards in
paragraph (k) of this section, that failure
will be in violation of this rule.

_ {2) EPA will publish a notice in the
Federal Register to inform all
manufacturers and processors that all
exemptions for performance of the test
set will be denied unless, within 30 days
of the publication of the notice, a
manufacturer or processor of the

™~

that it intends to perform the test set in
accordance with the test standards in
paragraph (k) of this section.

{3) Any person who fails or refuses to

(m) Scurces of study plans/guidelities.
The various study plans/guidelines
given in this proposed rulemaking are

National Technical Information Service .
(NTIS), 5285 Port Royal Road,
Springfield, VA 22161, (703) 477—4650.
[FR Doc. 84836 Filed 1-12-84 8:45 am) :

BILLING. CODE 6560-50-M

MANAGEMENT AGENCY

National Flood Insurance Program;

AGENCY: Federal Emergency
Management Agency.




