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ENVIRONMENTAL PROTECTION those tests. It includes changes in the CONVERSION TaBLE—Continued
AGENCY Agency's original approach which were r
made in response to comments received ,,';g,, Finat
40 CFR Part 790 on the Proposed gtatement of E)ltlemption pils Section ttls g Fan
Policy and Procedures as published in 770
LOPTS-42052; FRL 2613-2] the Federal Register of July 18, 1980 {45 4 ]
Toxic Substances; Test Rule FR 48512), and Changes in Test 7O | A of doni of cxempton sppics: | | 7020
Development and Exempﬂon Standards POliCY and Test Rule 770434 | Termination of conditional exermption .... 790.83
Procedures Development Process as published in 770440 | Hoanr POCOIIEY - (et
the Federal Register of March 26, 1982 ) spone )
AGENCY: Environmental Protection {47 FR 13012). EPA is including both of
Agency (EPA). these procedures in this final rule

ACTION: Final rule.

SUMMARY: EPA is promulgating a
procedural rule describing a process it
will use to develop certain test rules
under section 4{a) of TSCA and to grant
exemptions from those test rules under
section 4{c) of TSCA. This rule sets forth
certain methods for prescribing how
data are to be developed in response to
test rules and describes the procedures
which persons subject to them must
follow in order to obtain testing
exemptions or receive EPA's approval to
conduct testing.

EFFECTIVE DATE: Effective on November
9, 1984,

FOR FURTHER INFORMATION CONTACT:
Edward A, Klein, Director, TSCA
Assistance Office (TS-799), Office of
Toxic Substances, Environmental
Protection Agency, Room E-543, 401 M
Street, SW., Washington, D.C. 20460,
Toll Free: (800~424-9065), In
Washington, D.C.: (554-1404), Outside
the United States: {Operator-202-554—
1404).

SUPPLEMENTARY INFORMATION: This rule
prescribes how data are to be developed
in response to test rules and describes
the procedures to follow to obtain test
exemptions or approval to conduct
testing.

1. Introduction

When the Enviromental Protection
Agency (EPA) promulgates a test rule
under section 4 of the Toxic Substances
Control Act (15 U.S.C. 2601 et seq.) the
responsibility for required tests is borne
jointly by all manufacturers (including
importers) and/or processors of the
subject chemical, depending on which
activities give rise to the testing
requirement. Those persons subject to a
test rule who do not directly sponsor
testing must apply to EPA for exemption
from testing. The test sponsor must
conduct the required testing according
to the standards provided in the test
rule.

This rule establishes EPA’s
procedures for test rule development
under TSCA section 4(a), for granting
exemptions from test rules and for
providing standards for the conduct of

because the processes are inter-related.
This rule does not include exemption
procedures for chemicals being tested
under a category-based rule. The
Agency has not arrived at a final policy
concerning the conduct of such testing.
Final exemption procedures for
category-based rules will be issued prior
to or in conjunction with EPA’s first
category-based test rule.

Test rule development procedures,
described in the Federal Register of
March 28, 1982, were proposed for
codification in Part 799 as part of
specific chemical test rules (47 FR 18388,
April 29, 1982; 48 FR 23080, May 23, 1983;
48 FR 23088, May 23, 1983; 48 FR 30699,
July 5, 1983; 48 FR 57686, December 30,
1983; 49 FR 430, January 4, 1984; 43 FR
438, January 4, 1984; 49 FR 456, January
4, 1984; 49 FR 899, January 6, 1984; 49 FR
1760, January 13, 1984). The final
procedures are being codified as general
test rule development procedures in Part
790.

The proposed exemption procedures,
as published in the Federal Register of
July 18, 1980 were planned to be
codified in 40 CFR Part 770. The final
rule has been redesignated as part 790,
The following table is provided to aid
readers in relating sections in the
proposed procedures to the
corresponding sections in the final rule.

CONVERSION TABLE
Pro-

\ Fingl
rule Section title rule Part
Pant 7%
770 |

770.400 l , purpose, and authority .............. 790 t

770.401 | Applicabiity .

770.402 | Definitions. o .
Submission of information. ; .
Confidentiality - .
Phase | tast ru'a... .5' 790.20
Persons gubject lo Phase l (est ru!o 790.22
Submistion of lstter of intent to tost or 780.25

exemption epplication,

Procedurs if no one tubmits a iotter oi
intant to conduct testing.

Submission of propoced study plans.... }

, Proposed Phase # test rule ..

Finad Phasa ¥ test rute...

Moditication of study p'am dunng cow
duct of study.

Fai‘ure to comply with a test ruls

of

790.30
790.32
79034
790.35

790.39

770.405 7¢0.80

770.408 Con\em of exerrpbon epp’ cation. 790.82
770.420 of lence data ! 79085
770.410 | Approval of exsmphon applications ... 790.87

770410 | Denial of exemption epplication...........- . 79088

I Statutory Background

Section 4{a) of TSCA authorizes EPA
to require manufacturers (including
importers) and/or processors of
identified chemical substances and
mixtures to test the chemicals in
accordance with applicable EPA test
rules. Section 4(b) of TSCA requires that
each section 4(a) test rule identify the
chemical substance or mixture for which
testing is being required, and provide
standards for the development of test
data. These standards are to prescribe
the health and environmental effects,
and information relating to toxicity,
persistence and other characteristics
which affect health and the environment
for which test data are to be developed
and, to the extent necessary to assure
development of adequate and reliable
data, the manner in which the data are
to-be developed, the test protocol or
methodology to be employed, and such
other requirements as are necessary to
provide such assurance {section
3(12)(B))-

Manufacturers or processors required
by rule to sponsor testing may do so
either individually, or jointly through
formation of a testing consortium
(section 4(b)(3)(A)). Alternatively, they
may choose to apply for a testing
exemption under TSCA section 4{c)
based on the belief that the required
testing will be performed by another
person subject to the rule. In order to
approve an exemption application, EPA
must find that: (1) The applicant’s
product is equivalent to the substance or

. mixture for which test data have been

submitted or are being developed, and
{2} data submitted by the applicant
under a section 4 test rule would be
duplicative of data already submitted or
being developed pursuant to the rule.
TSCA does not define what
constitutes ““duplicative data” or what
criteria should be used in determining
whether chemicals are “equivalent.”
However, TSCA's legislative history
states that Congress expected EPA’s
Administrator to consider whether any
additives or impurities in the substance
or mixture for which the exemption is
being sought might cause “significant”
differences in test data and thereby

A}
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render the svbstances “nonequivalent”
(H.R. No. 94-1679 24th Cong., 2d Sess. 9/
23/76, p. 61, Legis. Hist. 674}). For
purpeses of determi-ing equivelence
under section 4, EPA interprets this to
mean thal the Asency must take into
consideration the presence of any
additive or impurity in e chemical which
might cause di*ferrnces in test duta
which are significant for the purpoz=s of
assessing the risk associated with the
chemical. That is, if the presence of such
an additive or ironurity is li‘ely to
produce differences in the test data
which may affect those data’s value in
assess'ng the risk presented by the
chemical. the Agency must find that
forms of the chemical containing that
additive or impurity are not equivalent
to those not containing it and require
testing of the non-equivalent substance.

The Agency is interpreting the term
“duplicative data” to mean duplicative
for purposes of the test rule. A variety of
factors in a test’s design can affect the
data generated by it. In order to assure
the development of data which are
adequute and reliable for purposes of
individual test rules, EPA will provide
standasrds for the conduct of that testing.
So long as the substances being tested
are equivalent. EPA will assume that 2l}
tests adhering to these standards will
produce data which are duplicative for
the purposes of determining the effects
identified in the test rule.

II1. Pris: Proposals

A. Testing Standards and Test Rule
Development

Under EPA’s original approach to
providing testing guidance, the Agency
proposed tc prhlizh and codify in the
Code of Federa! Rxgulations [CFR), &
number of mode! test methodologies. A
number of preposed “tost standards™ for
heal:t effects were published in the
Federal Registzr of May 8, 1979 (44 FR
27334} end on Jaly 26, 1979 (44 FR 24054),
while simiiar prepoued standards for
chemical fate and ecological effects
were p::blished on Movember 21, 1280
(45 FR 77332). The Agency plarned to
adopt such “tzst stzndards™ or “generic
methodology reguirements” for all cf the
major types of tests which migkt be
required under section 4 tezt rules. The
Agency plan=24d to incorpc-ate, by
reference, whickever of these test
methodologies wis anpropria‘e for usz
in each chemical-specitic test rule.

In respcnse to comments that the
codified testing standards epproach
would provide inzufficient flexibility in
test design, EPA proposed a differcnt
approach for providing testing standards
in the Federal Register of March 286, 1882
{47 FR 12012). In that notice, the Agency

proposed to ebandon the idea of
codifying its approved generic test
methodologies and to publish them as
guidelines instead. It planned to make
test rule developmert a two-phase
process. In the first phase, EPA would
establish by rule the effects and
characteristics for which a given
chemical must be tested and refer
subject manufactcrers and/or
processors to suitsble guidelines for
how the testing should be performed.
The subject firms would be required by
a specified date to submit study plans
dete’ling the methodologies and
protocols they intended to use to
perform the required tests. In the second
phase, after consideration of public
comment on the proposed study plans,
the Agency would promulgate another
rule adopting specific test requirements
reflectirg any modifications deemed
necessary by EPA to assure the
development of reliable and adequate
data.

B. Exen:ptions

EPA's exemption proposal published
in the Federal Register of July 18, 1980
(43 FR 48512} called upon each
exemption applicant to submit data
establishing that the chemical for which
the exemption was being sought was
equivalent to the one being tested and
that duplicative data would result from
its testing. The Agency stated its belief
that one properly designed and executed
study will normally provide a sufficient
basis for making a regulatory decision
on a given characteristic or effect of a
chemical and proposed to consider all
tests meeting its standards to be
duplicative of each other as long as the
substances belng tested were
equivaleat. Therefore, if an exemption
applicant established .hat ils chemical
was equivalent to a substance which
waz to be tested according to the
standards described in the test rule, the
Agency would accept the contention
that testing of that applicant’s chemical
would yield duplicative data.

EPA's determination of equivaler.ce
was to be a two-gtage process. In the
first rtage, the Agency would select ¢
test substance or several teat substances
represcatative of all forms of the
chemicel subject to the rule. The
selection was to involve among other
facto-s consideration of the nature of the
test, the various grades of the cherrical
on the market, the toxicity of the various
components found in those different
grades of the chemical. and the effects
that variczs additives and impurities
might have cn the cutcome of the
testing. Where possible, EPA planned to
select a single representative test
substance and to consider all forms of

the chemical “equivzlent” to each other
for exemp'ion purposes.

However, if it was necessary to
require testing of two or more test
substarces, the Agency proposed to
require that each exemption applicant
provide biclogical, chemical,
manufacturing or processing data “as
appropriate” in order to establish which
test substance its chemical was to be
considered equivalent to. Evaluating
these data and determining which test
substance the applicant’s chemical
would be considered equivalent to
constituted the second and final stage of
the Agency's equivalence determination
process.

If, after evaluating the information
provided in the exemption application,
EPA found the applicant's chemical to
be equivalent to one for which testing
plans had been submitted and approved,
the Agency would then proceed to grant
an exemption. All exemptions granted
prior to completion of testing were to be
conditional upon the sponsor’s proper
completion of the required tests.

IV. Sumimary of Final Rula

A. Testing Standards and Test Rule
Development

EPA has consicered carefully the
public comments received on both
proposals in arriving at this final rule.
Under these revised procedures, EPA is
adopling a two-phase process as wus
proposed and published in the Fedszal
Register of March 26, 1982 (47 FR 13012},
The first phase wiil consist of the
propusal and adoption of a test rule
specifying what chemical substance or
substances are to be tested and for what
effects. The Phase [ test rule will provide
testing guidance in the form of specific
suggestions ard/or reference to
published testing methodologies, but test
sponsors may also propose their own
test methods. EPA's provision of final
standards for the devzlopment of data
and time deadlines and reporting
schedules will occur during Phase II of
the rulemaking as part of the study plan
approval process. The second phase will
involve submisgion of industry’s
proposed study plans for conducting the
required testing end public comment on
those study plans. At thet lime, EPA will
make whatever modifications in the
proposed study plans that it finds
necessary to ascure development of
adequate end re’ieble data. The
approved testing plana then will be
adopted a3 tast stand-rds and schedules
in the final Phase I rule and will be
bindirg on the test sponsor(s). These
procedures will be applicable to each
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test rule promulgated under section 4 of
TSCA that are designated as two phase.

B. Exemptions

The Agency has not changed its
approach to determining whether data
that would be generated by testing an
exemption applicant’s chemical would
be duplicative of those which will be
under development. If the exemption
applicant demonstrates his chemical to
be equivalent to one which is being or
will be tested according to the study
plans adopted in the Phase II rule, EPA
will consider this condition to have been
met.

In response to industry comments that
EPA had not adeguately explained what
criteria would be used to evalnate
equivalence, the Agency has modified
its approach to the issue. Rather than
leave substantiation of equivalence
claims to the discretion of the exemption
applicant, EPA will provide guidance
concerning equivalence substantiation
in each proposed test rule. As proposed,
EPA will grant a conditional exemption
provided that the applicant’s chemical is
equivalent to the one which is to be
tested and that study plans have been
approved for all of the required tests.

Unless otherwise indicated in the test
rule, only manufacturers (including
importers) will be expected to submit
exemption applications or study plans.
Normally, processors will share the
testing costs with the manufacturer
through the pricing mechanism.
However, if the exposure or risk upon
which the test rule is based is
associated with processing as well as
manufacturing or with other down-
stream activities (use, distribution in
commerce, and disposal), and if
manufacturers fail to submit study
plans, the Agency will publish a notice
in the Federal Register and call upon
processors to submit study plans or
exemption applications.

V. Discussion of Final Rule
A. Steps in Test Rule Development

EPA's decision to utilize a two-phase
rulemaking process employing test
guidelines rather than mandatory test
methodologies was made in response to
comments that its original approach
could prevent test sponsors from using
new, more economical testing
methodologies or making modifications
in the recommended protocol that would
yield more reliable data when testing a
specific chemical. In order to provide
this flexibility, while retaining EPA’s
opportunity to assure that the tests are
designed so as to yield adequate and
reliable data, the Agency is adopting a

two-phase process composed of the
following steps:

1. Proposals of a Phase I test rule. The
proposed Phase I rule will discuss who
should conduct testing (manufacturers
or processors or both), the health and
environmental effects or other
characteristics for which testing will be
required, appropriate Good Laboratory
Practice requirements, EPA’s
recommendations for testing
methodologies, and the representative
substance or substances to be tested.
Selection of a representative test
substance or substances will be made
based on information available in the
literature and data EPA has received
from industry, environmental groups
and other members of the public. In
making this selection, EPA will consider
the effects of additives and impurities
and how they might affect the risk
which various forms or formulations of
the chemical may present to human
health or the environment.

Normally, EPA expects to select a
single test substance to be
representative of all forms of the
chemical subject to the rule. Under these
circumstances all other forms of the
subject chemical will be considered
“equivalent” for purposes of granting
exemptions. In those rare cases in which
the effects of additives and impurities or
other differences in forms of the subject
chemical make it necessary to test more
than one test substance, the Phase I rule
will define the substances for which the
Agency proposes to require testing, its
rationale for choosing those test
substances, and how it proposes to
determine equivalence.

2. Public comment on proposed Phase
I rule. The Agency will accept comment
on its proposal for 80 days. Comments
will be solicited on EPA’s findings under
section 4(a), on the particular health or
environmental effects or other
characteristics for which testing is
proposed, and on the test substance or
substances proposed to be tested. EPA
will be particularly interested in
obtaining comment on additives and
impurities which may significantly affect
the outcome of testing. Commercial
chemical formulations may contain
many additives or contaminants which
may or may not create differences in
test data significant for assessing the
risk which that chemical presents to
human health or the environment. To
test each of the many individual
components of a commercial chemical
separately would be costly, time
consuming, and in most cases
unnecessary. Therefore, EPA will ask
the assistance of the public in
identifying any additives and impurities

which may be toxicologically significant
as relating to a particular chemical
under consideration. Public comments
on EPA's proposed test substance(s) and
its criteria for determining equivalence
will be used to supplement information
obtained earlier in the information-
gathering phase of the test rule
development process and may lead EPA
to modify its proposals.

Shifting consideration of equivalency
to an earlier phase of rulemaking will
also address the concern expressed by
several commenters that EPA was
inappropriately assuming the burden of
proving equivalency by assuming that,
absent evidence to the contrary, a single
test substance was representative of all
forms of the chemical subject to the test
rule. It was never the Agency's intent to
disregard information concerning the
effects of contaminants or to ignore such
data in selecting a test substance. In the
process adopted today, by considering
additives and impurities early in the
rulemaking process, the Agency will be
better able to select representative test
substances and to determine whether
additives or impurities may make a
significant difference in a chemical’s
effects and what types of data should be
required to substantiate equivalency
claims. The burden for providing
equivalence information remains on the
applicant; but it will be submitted in
response to specific Agency guidance in
the final Phase I test rule. It is in the
public interest to eliminate unnecessary
data submissions whenever possible by
specifying what data are needed.

The Natural Resources Defense
Council (NRDC) commented, and the
Agency agrees, that EPA cannot
guarantee that it will be able to identify.
in advance, all of the toxicologically
significant impurities in a chemical
required to be tested. Nevertheless, due
to the many diverse ways in which
chemicals may be marketed ot used, to
absolutely “guarantee” that data
generated will provide full answers for
the many forms of a chemical, each form
of the chemical would need to be tested
at huge costs to society. Test rules are
designed to gather information
concerning subjects about which
existing information is limited. They are,
by necessity, written in a climate of
uncertainty. Congress limited the time
available for Agency response to ITC
designations to 12 months (section
4{e)(1)(A)). A chemical designated for
testing consideration may be
manufactured in a variety of
formulations and mixtures which can
contain may additives and impurities.
Any of these may or may not create
significant differences in the data which
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are obtained from testing. Just as it is
impractical and unnecessary to require
testing for all effects for all chemicals,
so it is infeasible to require or evaluate
detailed information concerning all of
the additives and impurities that may be
present. The Agency believes that by
considering the effects of additives and
impurities early in the rulemaking
process, and by soliciting aid from the
public in identifying those which may
significantly affect test results, it is
making the most efficient use
practicable of the time and resources
available for assessing risk.

Potential exemption applicants and
other members of the public will have
an opportunity to carefully examine
EPA's plans for selection of test
substances and determination of
equivalence in the Phase I rule. It will
also establish how equivalency claims
are to be supported and judged. By
commenting on EPA’s proposals in the
Phase I rule, the public will have an
opportunity to provide information
which may modify those plans.

3. Publication of final Phase I test
rule. After considering public comments,
EPA will publish a final Phase I rule
specifying the health and environmental
effects and other characteristics for
which data are required to be
developed, a reference to guidelines for
the development of test data, the
persons responsible for testing, and the
required test substance(s), and, if more
than one substance is to be tested, it
will also give instructions for showing
equivalence. The rule will specify who
must respond by submitting either a
notice of intent to conduct testing or an
application for exemption based on the
belief that testing will be performed by
another. Who must respond and the
form of the required response will vary
as follows:

a. Persons subject to final Phase I test
rule. Although both manufacturers and
processors may be found under section
4(b}(3)(B) to be responsible for testing,
EPA expects that only manufacturers
ordinarily will be subject to the
reporting provisions of the test rule.
Once the test rule is in effect, 44 days
after publication in the Federal Register,
each current manufacturer will have 30
days to submit, for each required test,
either a letter of intent to perform the
test or an application for exemption.
Each manufacturer who submits a letter
of intent to perform a specific test will
be obligated, first, to submit, within 90
days of the effective date of the Phase 1
test rule, a proposed study plan for that
test and, ultimately, to perform testing.

If manufacturers perform all the
required tests, processors will not be
required to test or to submit exemption

applications. EPA will automatically
grant such processors exemptions
without requiring the submission of
exemption applications.

Manufacturers who wish to sponsor
testing as part of a consortium may
submit a single letter of intent to test
provided that all members of the
consortium sign it. If the rule requires
testing of more than one representative
substance, each member of the
consortium must also provide
equivalence data.

EPA believes that processors will
rarely be called upon to sponsor testing
directly. However, if the test rule’s
findings are based solely on exposure
associated with processing, the rule will
require processors to submit notices of
intent to test or exemption applications
and to follow the same study plan
submission and approval steps as
described in this rule for manufacturers.

It is expected that, in most cases,
testing will be performed by the
manufacturers and that part of the cost
of testing will be passed on to
processors through the pricing
mechanism, thereby enabling them to
share in the costs of testing. However, in
those instances where manufacturers
{including importers) and processors are
jointly responsible under TSCA for the
conduct and financing of testing,
processors will be called upon to
sponsor tests if manufacturers fail to do
80, or may be required to provide
reimbursement directly ta those
sponsoring this testing unless the
exposure or possible risk associated
with the chemical is due solely to
manufacturing. (See Data
Reimbursement rule 40 CFR 791.45.)

If no manufacturer submits a letter of
intent to perform a particular test within
the 30-day period, EPA will publish a
notice in the Federal Register to notify
all processors of the subject chemical.
The notice will state that EPA has not
received letters of intent to perform
certain tests and that current processors
will have 30 days to submit, for each
test remaining, either a letter of intent to
perform the test or an exemption
application for that test. Each processor
who submits a letter of intent to perform
a specific test will be obligated, first, to
submit, within 80 days of the publication
of the Federal Register notice, a
proposed study plan for the test and,
ultimately, to perform the testing.

If no manufacturer or processor
submits a letter of intent to perform a
particular test, EPA will notify all
manufacturers and processaors, either by
letter or by notice in the Federal
Register, that all exemption applications
will be denied and that within 30 days
all manufacturers and processors will be

in violation of the rule until a proposed
study plan is submitted for that test.

Any person not manufacturing the
chemical at the time the rule goes into
effect or within the first 30 days after the
rule goes into effect, who later begins
manufacturing before the end of the
reimbursement period, will be required
to submit a letter of intent to test or an
exemption application for each required
test 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 tests,
any person not processing the chemical
at the time the rule goes into effect or
within 30 days after the publication of
the notice, who later begins processing
before the end of the reimbursement
period, will be required to submit a
letter of intent to test or an exemption
application for each test specified in the
Federal Register notice by the day the
person begins processing.

b. Submission of letter of intent to test
or exemption application. Thase
responding to a Phase I test rule may do
so either by submitting a letter of intent
to perform testing, or by requesting an
exemption from one or more of those
testing requirements based on the belief
that the tests will be performed by
another.

Letters of intent to conduct testing
must specify which study or studies the
respondent will sponsor and, if more
than one substance is to be tested,
which test substance will be used in
those studies. EPA will consider such
notices as commitments to perform
testing.

Exemption applications must list the
test requirements for which an
exemption is being sought and discuss
the applicant’s basis for believing that
the tests will be performed by another
party. If more than one representative
substance is to be tested, the applicant
must also state which test substance it
believes its chemical to be equivalent to
and support this assertion with the types
of data called for in the test rule.

All responses must include the
following:

i. The name, address and phone
number of the applicant and the rule to
which it is responding.

ii. The name, address and telephone
number of the appropriate individual
EPA should contact for further
information.

iii. For applicants participating in a
testing consortium, the names of all
consortium members and the identity of
the primary spokesperson for the
consortium.
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iv. The test requirements for which
the applicant intends to submit study
plans and conduct testing.

v. The test requirements, if any, for
which the applicant is requesting an
exemption, and its basis for believing
that the tests will be performed by
another.

Responses must also include any
additional information called for in the
test rule. In those cases in which more
than one representative form of the
chemical is to be tested this will include:

(1) For those indicating an intent to
test—which test substance the submitter
intends to use in each of the planned
tests.

(2) For those requesting exemptions—
the test substance the applicant believes
its product to be equivalent to and all
data supporting this assertion which
were required in the test rule.

4. Submission of study plans. All
those who submitted letters of intent to
conduct tests must submit study plans
for those tests unless EPA agrees to
their substitution of an exemption
application in instances where more
than one company indicates an intent to
sponsor equivalent tests. If testing is to
be sponsored by a consortium, its
spokesperson may submit study plans
on behalf of all those who have given
EPA notice of their intent to participate
in that consortium, The procedural rule
published today requires proposed study
plans to be submitted by manufacturers
within 90 days after the effective date of
the Phase I rule unless: (1) The plans are
being submitted by processors after
manufacturers failed to do so; or (2) the
Agency has granted those responsible
for preparing the plans an extension of
the deadline. In the first case,
processors must submit study plans
within 80 days from the publication of
the notice requiring them to submit
letters of intent.

Some commenters remarked that
EPA's plan to allow 30 days for
formation of a testing consortium and/or
to indicate an intent to test, with an
additional 60 days for study plan
development, may not give sponsors
adequate time. EPA's experience in
negotiating testing agreements indicates
that, in most cases, the 90 days allotted
for development of study plans will be
sufficient. However, if unusual
circumstances make this difficult, EPA
may grant requests for additional time
for study plan development on a case-
by-case basis.

Unless EPA has granted additional
time for study plan development,
manufacturers who indicate thay will
perform testing, but do not submit
proposed study plans within 80 days
after the effective date of the rule, will

be considered in violation of the test
rule. Processors who indicate they will
test, but do not submit a study plan by
90 days after the publication of the
Federal Register notice requiring them to
submit letters of intent, will be
considered in violation of the rule.

The categories of information which
must be contained in the proposed study
plans are described in EPA's Good
Laboratory Practice (GLP) Standards for
use in testing under the Toxic
Substances Control Act (40 CFR Part
792). They include the proposed test
protocols and the rationale for their
selection, as well as the identities of the
sponsor(s) and the testing organization,
and proposed schedule for conducting
the testing and submitting required
reports to EPA.

Test protocols must comply with
EPA’s GLP requirements and any
specific requirements given in the test
rule. TSCA, Organization for Economic
Cooperation and Development {OECD),
and Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) guidelines, as
well as methods described in the
scientific literature, may be referenced
in the test rules as guidance for test
methodology development. Sponsors
may elect to use one of the protocols
referenced in these guidelines, or they
may develop their own. If testing is to be
sponsored jointly by members of a
consortium, that member who has been -
designated primary contact with EPA
should submit study plans on behalf of
the entire group.

5. Proposed Phase Il rule. The
proposed study plans will be made
available for a 45-day public comment
period during a second phase of the
rulemaking. The proposed Phase II test
rule will summarize the proposed study
plans and inform the public that the
detailed plans are available for review
in EPA's public docket. The Agency will
hold a public meeting if one is
requested. Following the comment
period, EPA will evaluate the proposed
study plans in view of public comments
and the data requirements in the test
rule. The Agency will require whatever
modifications of the study plans that it
finds necessary to assure the
development of adequate and reliable
data for the purposes of the test rule. If
substantial issues arise or substantial
modifications of the study plans are
required, the Agency may extend the 45-
day comment period.

The Agency’s evaluation of the study
plans will include an assessment of the
quality of the study design, including
evidence of adherence to EPA GLP
Standards, a determination as to
whether the study as proposed will yield
the proper types of data for the purposes

of the test rule, and an assessment of the
probability that the study design can be
successfully implemented within the
time specified in the test rule. These
specific considerations will vary with
the chemical being tested and the types
of tests required in each test rule. The
Agency cannot, therefore, as one
commenter suggested, discuss all of the
criteria for study plan evaluation in this
procedural rule. Certain aspects of the
evaluation will vary with the type of
testing being required and the purposes
for which the data are to be developed.
Specific guidance concerning the factors
which EPA considers important in the
design of specific studies will be
provided in the individual test rules and
the testing guidelines referenced in
those rules.

6. Evaluation of exemption
applications. During the comment period
on proposed study plans, EPA will
examine exemption applications. Its
review will be to determine that
properly completed exemption
applications have been received from all
those not sponsoring testing or
participating in a consortium sponsoring
testing, and to evaluate equivalency
claims. When a single representative
substance is to be tested, all forms of
the chemical will be considered
equivalent to it, and the Agency will
contact the applicant anly if information
is missing or unclear. :

If two or more chemical substances
are to be tested, equivalency claims will
be assessed according to the criteria in
the test rule. If the Agency finds an
equivalency claim to be in error, or if
information needed to make an
equivalency determination is missing.
the applicant will be notified. If the
equivalency claim is being questioned
because supporting data are inadequate,
the applicant will be given 15 days to
provide explanatory information. If EPA
finds the applicant's chemical
equivalent to a different test substance
than was claimed in its application, EPA
will notify the applicant in writing and
explain why.

Exemption applications will receive
notification that their applications for
equivalency have been accepted or
rejected. Those who have met the
requirement for showing equivalency
will be eligible for exemptions after
study plans have been approved.

7. Final Phase Il test rule. The Phase II
test rule will summarize the testing
requirements set forth in the Phase 1
rule, and the study plans which were
approved and adopted by EPA for
conducting those tests. It will also note
that exemption applicants have been
granted conditional exemptions.



Exemptions will be granted on the
condition that the required testing is
comptleted eccording to the study plans
and the data submitted according to the
prescribed schedules. The approved
study plans will describe, in detail, the
manner in which the study is to be
conducted and will include protocols,
rationale, testing facilities, schedules
and reporting requirements. The study
plans will serve as enforceable test
requirements for the test rule and will
constitute the chemical-specific test
standards required by TSCA section
4(b)(1)(B). The study plans adopted in
the Phase II test rule will also specify
the time period during which persons
subject to the test rule must submit test
data as required by TSCA section
4(b)(1)(C).

This approach to providing test
standards differs from EPA’s May 9, -
1979 (44 FR 27334) proposal in that the
Agency will be providing standards for
the development of data in the approved
study plans, rather than through
separate promulgation of standardized
test methodology requirements. EPA has
noted the point made by the Natural
Resources Defense Council, that this
approach may pose a greater
administrative burden for the Agency
than the use of codified test standards.
EPA does not, however, agree that this
burden will be so great that it will
outweigh the benefit derived by
allowing for the tailoring of test
methodologies to specific testing
requirements. Industry will not be the
sole beneficiary of this approach. In
additicn te providing potential test
sponsors the flexibility in test design
requested in their comments, the revised
approach allows EPA more control over
the final testing scheme through the
study plan approval process. By
mod:fying protocols after public
comment, the Agency will be able to
tailor the test designs to the needs
expressed in the specific test rulez ina
way that would not have been possible
under & system of arnually updated
standardized methodologies.

Public comment o2 propesed study
plans is an important part of this
tailoring process. EPA disagrees with
those commenters who believed that the
requirement for submission of study
plans should be elimina‘ed or that on'y
a general study design should be
incorporated in the fical test rule.

. General informatior concerning study
objectives and methods will not provide
EPA or the public with needed
assurance that data are being developed
in an adequate and reliable manner.
Detailed protocols, schedules and
reporting requirements are needed as

well. Nor does EPA believe that it would
be in the best interests of the regulated
industries or the public 23 a whole to, as
one commenter suggested, a:low data to
be developed with cnly general
guidance and then reguire that testing
be repeated if data were foand to be
inadequate. Such repetition would
impose additional costs on the regulated
industries, which would u!timately be
passed on to the consuming public,
would impose unnecessary
administrative burdens on the Agency,
and would cause serious delays in the
identification and control of health and
environmental risks.

Additionally, generic test standards
developed for use on a number of
chemicals might make chemical-specific
test modifications which would produce
fully adequate and reliable data at a
reduced cost more difficult.
Modifications which reduce testing
costs for industry can be expected to
reduce costs to the public ¢t large and
are to be encouraged so long ag they do
not jeopardize the validity or reliability
of the data under development. More
flexibility to allow for such
modifications is provided for under the
Agency’s revised test rule development
process,

The same commerter who advocated
retaining rigid generic test methodology
requirements for incorporation into
chemical-specific rules approved of the
two-phase test rule development
process proposal only if it would result
in the publication of a final rule
containing specific test protocols within
a year of EPA's receipt of the ITC's
recommendations. The Agency
maintains that such a schedule is
impracticable and is not required under
the law. Using the approach set forth in
this notice, the Agency will satisfy
TSCA'’s requirement thet a rulemaking
proceeding, if required, be “initiated™
within 12 months of & chemical’s
designation by the ITC. At the same
time it will allow public participation in
the evaluation of testing plans, and the
tailoring of those plans to chemical-
specific testing needs.

8. Approval of exemption
applications. Provided that the first
condition for granting exemptions
{equivalence tc the test substance) has
been satisfied, the second,
duplicetiveness of data, will be
considered to have been met and
conditional exemptions will be granted
following EPA's approval of the study
plans. Exeription applicants will be
notified by certified mail or in the final
Phase Il rule thay they Lave received
conditional exemptions. The exemptions
will be conditional because they will be

given based on the assumption that the
test sponsors will complete the required
testing according to the specifications
and schedules in the adopted stady
plans. TSCA section 4(c){4){B) provides
that if an exemption is granted .
prospectively (that is on the basis that
one or more persons are developing test
data, rather than on the basis of prior
test data submissions), the Agency must
terminate the exemption if any test
sponsor has not complied with the test
rule.

9. Appeal of exemption denials.
Persons whose exemption applications
are denied will be notified by certified
mail or by Federal Register notice and
may appeal that denial. Appeals must
be filed with EPA within 30 days of the
receipt of the letter or publication of the
Federal Register notice denying the
exemption. Appeals should include a
detailed explanation of why the
applicant disagrees with EPA’s decision.
The applicant may request a hearing.
EPA will notify applicants of its decision
within 60 days after EPA receives the
appeal or 60 days after the hearing if the
request for a hearing is granted.

10. Termination of conditional
exemptions. Exemptions granted
prospectively in the Phase II rule are
conditional. The Agency will terminate
the exemption if the test sponsors do not
comply with the test rule. If EPA
determines that one or more of the test
requirementg contained in a test rule has
not been fully complied with either
because: {a) No one subject to the rule
has started testing by the date specified
in the rule, (b) data required by the rule
were not submitted by the date specified
in the rule, or (c) data were not
generated according to epproved
potocols or in accordance with EPA';
Good Laboratory Practice requirements,
EPA will notify bolders of exxemptions
based on that testizg by certified letter
or Federal Registzr notice as to itz basis
for believing that the testing supporting
the exernptions has not satizfied the test
rule’s requirements and of EPA’s intent
to terminate those conditior.al
exemptions.

Such exemption holders may file
written comments concerning EPA’s
intent to terminate such exemptions and
may request &n opportunity for a
hearing to refute EPA’s tenative decision
or may submit a letter of intent to
conduct the required test. Comments,
hearing requests and letters of intent to
test must be in writing and must be
received by EPA within 30 days of
receipt of the letter or publication of the
Federal Register notice announcing the
Agency’s intent to terminate the
exemptions. Persons who notify EPA of
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their intent to conduct a test must
submit study plan modifications . , «
concerning test sponsor, test facility and
schedules within 60 days of receipt of
the letter or notice announcing EPA's
intent to terminate the exemptions. The
comments and hearing requests should
include a brief statement of the basis for
the exemption holder's belief that the
conditional exemption should not be
terminated. If an exemption holder
requests a hearing, a single hearing will
be held by EPA to address the concerns
of all conditional exemption holders
objecting to the termination unless
confidentiality claims preclude a joint
hearing. Exemption holders will receive
written notification of EPA’s final
decision as to whether the exemption
will be terminated.

If the Agency finds it necessary to
terminate conditional exemptions, it will
notify the exemption holders to that
effect, will explain the reason for the
Agency’s decision and will give
instructions as to what actions the
former exemption holders must take to
avloid being found in violation of the test
rule.

B. Confidentiality Issues

In addition to the topics discussed in
the preceding sections of this preamble,
the Agency also received comments
concerning certain confidentiality
aspects of its test rule and exemption
process.

1. Proposed confidentiality policy and
public comment. Under section 14(c) of
TSCA, any person submitting data
under the Act may assert a claim of
‘confidentiality with regard to any piece
of information. Sections 14 {a) and (b) of
TSCA provide the criteria for the
Agency's decision on whether a
particular claim of confidentiality
should be upheld by the Agency. As a
general rule, under section 14(a) the
Agency may not disclose trade secrets
and commercial or financial information
obtained from a person and privileged
or confidential. Secticn 14(a) contains
several exceptions to this general rule of
non-disclosure. Among these is section
14(a)(4), which provides that information
may be disclosed “when relevant in any
proceeding under this Act, except that
disclosure in such a proceeding shall be
made in such manner as to preserve
confidentiality to the extent practicable
without impairing the proceeding.”
Section 14(b) substantially modifies the
effect of section 14({a) by stating that if
the information submitted to EPA is a
“health and safety study” section 14(a)
does not prohibit disclosure of the
information unless it “discloses
processes used in the manufacturing or
processing of a chemical substance or

mixture, or in the case of a

mixture, * * * disclos[es] the portion of
the mixture comprised by any of the
chemical substances in the mixture.”

In the proposed exemption policy,
EPA discussed what types of
information submitted in conjunction
with exemptions might be considered
confidential, and how EPA intended to
treat such claims. The Agency indicated
that it regarded as “health and safety”
data the identity and analysis of the test
substance, the processes of
manufacturing and processing of the test
substance (to the extent necessary to
identify the test substance), information
on test protocols, and biological
information submitted to establish
equivalence. Under section 14(b}, any of
this information which revealed
“process” or “mixture” information
would normally be withheld; however,
EPA reserved the right to release such
data under section 14(a)(4) if the Agency
determined this was necessary to avoid
impairment of the test rule proceeding.
Furthermore, the Agency indicated that
it could not conceive of a situation in
which the identity of the testing lab
would be held confidential. EPA
indicated that it did not consider
information on the identity of the test
sponsor or joint sponsors, or on the
identity of exemption applicants to be
health and safety data. However, the
Agency stated that it was considering
disclosing this information, under the
authority of section 14(a)(4), to facilitate
the exemption and reimbursement
process. Finally, EPA proposed that
persons submitting a claim of
confidentiality for the identity of the
principal test sponsor, identity of the
test substance, or the process for
manufacturing or processing the test
substance, be required to substantiate
these claims at the time the information
is submitted to EPA.

Public comments generally concurred
with EPA’s belief that exemption
application and study plan information
would not usually be considered
confidential by the submitter. Some
commenters noted their view that, in
any case, the entire study plan should
be considered health and safety data
and made public unless to do so
revealed process or mixture information,
On the other hand, many industry
comments indicate a belief that the
Agency's definition of health and safety
study is too broad, and that only
information “directly" related to the
chemical substance's effects or
constituting the basis for a study’s
conclusions falls into this category. In
particular, these commenters objected to
the general policy of including identity

of the test substance and test protocol
information as underlying data to a
health and safety study. A comment also
stated that, although identity of the
testing laboratory would rarely be
claimed confidential, if the submitter
established grounds for confidential
treatment, this information could only
be released in accordance with section
14(a)(4). Finally, several commenters
stated that there is no justification under
TSCA for requiring that certain
confidentiality claims be substantiated
at the time the information is submitted.

2. Final confidentiality procedures
and policy. Since the proposal, many
aspects of EPA's test rule process have
been modified. In addition, EPA has
reexamined the need for disclosure of
information in the process. As is
explained below, because of these
changes, many of the issues raised in the
comments have been eliminated.

The question of confidential treatment
for the identity of the test substance
submitted by a test sponsor has been
largely eliminated by the revisions to
EPA’s test rule development process.
Comments pointed out that
confidentiality only becomes an issue
when EPA fails to specify a test
substance. However, EPA will always
specify a test substance or test
substances in the final Phase [ test rule.
If a tester believes that the test
substance’s identity is not confidential
per se, but rather because it is linked '
with the test sponsor’s identification, it
can address this problem by claiming its
corporate identity to be confidential
business information, as discussed
below.

Under EPA’s final exemption
procedures, if the Agency identifies a
single test substance, persons applying
for exemption will not be required to
provide any specific information on the
identity of the substance they are
manufacturing, because either all
varieties of the chemical substance will
be equivalent to the test substances, or

- the test rule itself will define which

substances are equivalent to the test
substance. (If a person believes that the
fact that it is manufacturing a substance
equivalent to the test substance is
confidential business information, it
would be necessary for the person to
claim its corporate identity
confidential.) However, if EPA identifies
more than one test substance, an
exemption applicant will be required to
indicate to which of the chosen test
substances equivalence is claimed, the
identity of the applicant's substance,
and to submit required data supporting
this assertion. If a confidentiality claim
is established adequately for the



—

identity of the substance that the
exemption applicant manufactures or
processes, EPA will not disclose the
identity of the applicant.

If the exemption applicant claims data
supporting its equivalence claim to be
confidential, EPA will generally judge
the confidentiality of this information
under section 14(a) of TSCA. However,
the Agency will generally consider data
from biological tests submitted in
support of a claim of equivalence to be
health and safety data, and under
section 14{b) such data will be withheld
only if it would reveal “process” or
“proportions of a mixture,” which such
information would not generally do.
Manufacturers and processors may also
in some cases be required to submit
information on the manufacturing
process for their substance, or
proportions of a mixture, in order to
establish equivalence. EPA will
withhold this information if the
submitter adequately asserts the claim
that it is confidential business
information.

EPA has reevaluated its proposed
approach to the question of claims of
confidentiality of the identity of the test
sponsor. The Agency continues to
believe that this information would
rarely, if ever, be claimed confidential.
EPA would expect it to be claimed
confidential only when a person wishes
to avoid disclosing that it manufactures
or processes the substance subject to
the rule. If a valid claim of
confidentiality is asserted, the Agency
no longer intends generally to disclose
this information under section 14(a)(4) to
facilitate the reimbursement process.
The study sponsor is responsible, in the
first instance, for paying the cost of the
testing. If the sponsor, for whatever
reason, does not seek reimbursement
from an exemption holder. there would
be no need to reveal the sponsor's
identity. If the sponsor seeks
reimbursement from any person, the
sponsor can arrange for a third party to
represent it in negotiations or in a
reimbursement proceeding under the
Agency's rules. Only if the
confidentiality of the test sponsor's
identity prevented a full and fair
resolution of a formal reimbursement
dispute would EPA consider it
necessary to reveal this information
under the authority of section 14(a)(4).

A claim of confidentiality for the
identity of an exemption applicant poses
a somewhat different problem. An
exemption holder has an obligation
under TSCA to provide reimbursement
to the test sponsor. The test sponsor or a
person who has already paid
reimbursement to a tes! sponsor, and
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thus may wish a contribution from
others subject to the rule, are the only
persons who have a specific need to
identify the exemption holders so that
they can seek reimbursement from them.
If exemption applicants assert a claim of

‘confidentiality, EPA will withhold this

information until the Agency receives a
notification from a test sponsor of an
intent to seek reimbursement from
exemption holders. Then, under EPA
confidentiality procedures, EPA will
notify the exemption holders that it
intends to release this information under
section 14{a){4) unless the exemption
holder immediately takes steps to
contact the requesting party (directly, or
through an intermediary) or proposes a
way for the reimbursement process to
proceed without release of the exempted
company's identity.

Under EPA'’s current process for
developing enforceable test standards
for test rules, the final Phase Il test rule
for a substance will specify the
protocols which must be used for a
particular test. While comments
asserted that a study plan submitted by
a party could contain confidential
business information, EPA does not
believe any test sponsor could assert a
valid claim for confidentiality for the
design of the proposed study. However,
if such a claim were asserted, EPA
believes that such protocol information
is clearly included in the concept of
“data underlying a health and safety
study” and thus would disclose such
information. The only statutory basis
under section 14(b} for withholding such
information would be that it revealed
“process” or “mixture” information, and
EPA cannot envision how a testing
protocol could reveal such data. EPA
will withhold this information only if the
submitter substantiates the claim that it
is confidential business information.

The only circumstance suggested by
the comments under which the identity
of the laboratory performing a test
would be confidential would be if the
test sponsor’s identity were confidential
and revealing the name of the lab would
reveal the identity of the test sponsor.
EPA has concluded that the identity of
the lab performing a test is data
underlying a health and safety study
because the quality of testing may vary
according to the caliber of the
laboratory performing the test.
Therefore. the disclosure of such
information is governed by section 14(b)
and would be released. EPA does not
believe that revealing the identity of a
lab would ever reveal process or
mixture information. If a test sponsor is
concerned about revealing its identity, it

should select a test lab whose identity
would not reveal this information.

EPA is requiring that test sponsors
substantiate at the time of submission
confidentiality claims for certain types
of study plan information. EPA believes
that unexpected disruption to the
process may result if substantiation is
not required at the time study plan
information is submitted. EPA believes
that its revised approach will severely
limit the necessity for confidentiality
claims and that this requirement for
substantiation will not place a
significant burden on the regulated
industry.

VI. Rulemaking Record

EPA has established a public record
for this rulemaking, docket number
[OPTS—42052}, which contains the
following information:

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

(a) Notice of proposed rule pertaining to
exemptions (45 FR 48512). -

{b) Proposed rule related notice describing
changes in EPA’s test standards policy and
test rule development process (47 FR 13012).

(2) Federal Register notices related to this
rule consisting of:

(a} Proposed health effects testing
standards (44 FR 27334 and 44 FR 44054).

{b) Proposed chemical fate and ecological
effects testing standards 45 FR 77332).

{c) Final rule concerning EPA’s good
laboratory practice standards (48 FR 53922).

{d} Final rule concerning data ’
reimbursement (48 FR 31786).

(3) List of comments pertaining to this rule.

(4) List of comment submitters.

(5) Written communications pertaining to
this rule.

This record, which includes basic
information considered by the Agency in
developing this proposal and
appropriate Federal Register notices, is
available for inspection in the OPTS
Reading Room, Room 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. The Agency will
supplement the record with additional
information as it is received.

VIL 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 rule on test rule
development and exemption applicafion
procedures is not major because it does
not meet any of the criteria set forth in
section 1(b) of the Order. The regulation
is a procedural rule and will have
virtually no effect on the economy. The
rule describes the process EPA will use
to develop test rules under section 4{a)
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of TSCA and to grant exemptions from
those test rules under section 4(c) of
TSCA. It will not cause major price or
cost increases but rather provides a
mechanism to avoid duplicative testing,
thereby reducing costs to the regulated
community. The regulation will not
significantly affect competition,
employment, investment, productivity,
innovation, or the ability of U.S.-based
enterprises to compete with foreign-
based enterprises in domestic or export
markets; rather, it encourages the
development of innovative and cost-
effective testing methodologies.

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

VIII. Regulatory Flexibility Act

Under the Regulatory Flexibility Act
(15 U.S.C. €01 et seq., Pub. L. 96-354,
Sept. 19, 1980), EPA is certifying that this
rule will not have a significant impact
on a substantial number of small
entities.

By facilitating an exemption process
in which a single manufacturer or
processor can sponsor tests on behalf of
all those subject to a TSCA section 4
test rule, this rule reduces the
administrative and financial burden
which those testing rules might
otherwise impose on regulated
industries. The impact which test rules
are expected to have on small entities
was discussed in the Dichloromethane,
Nitrobenzene, and 1,1,1-Trichloroethane
Proposed Rule, published in the Federal
Rogister of June 5, 1981 (46 FR 303¢0).
The revised exemption procedures
described in this rule are expected te
present an even smaller burden to the
exemption applicant than those referred
to in that test rule because test rules will
henceforth give specific guidance as to
what typeas of data, if any, are required
to support equivalence assertions. This
will reduce the possibility that an
applicant may submit more data than
the Agency requires to make a decision.

EPA’s decision to provide testing
guidance in the form of suggested
guidelines rather than required protocols
is also expected to reduce the
administrative and financial burden on
affected industries. Under this approach,
firms whose existing testing facilities or
practices differ from those described in
EPA'’s recommended protocols need not
modify their procedures unless EPA
finds that these variations are great
enough to significantly affect the data
generated. Therefore, companies
sponsoring testing are less likely to find

it necessary to medify existing testing
practices and will have more flexibility
in selecting new ones.

IX. Paperwork Reduction Act

The information collection
requirements contained in this rule have
been approved by the Office of
Management and Budget (OMB) under
the provisions of the Paperwork
Reduction Act of 1980, 44 U.S.C. 3501 et
seq. and have been assigned OMB
control number-2070-0033.

List of Subjects in 40 CFR Part 780

Testing, Exemptions, Environmental
protection, Hazardous materials,
Chemicals.

Dated: September 28, 1984,
William D. Ruckelshaus,
Administrator.

Therefore, Chapter I of 40 CFR is
amended by adding a new Part 790 to
read as follows:

PARY 7¢0—TEST RULE
DEVELOPMENT AND EXELIPTIONM
PROCEDURES

Subpart A—~Geoneral Proviclono

Sec.

790.1
780.2
7¢0.3

Scope, purpose, and aathority.
Applicability.

Definitions.

790.5 Submission of information.
790.7 Confidentiality.

Subpzart B—Two Phosa Test Rule
Dovclopment

780.20 Phase ] test rule.

720.22 Persons subject to Phase 1 test rule.

780.25 Submission of letter of intent to test
or exemption application,

780.28 Procedure if no cne submits a letter
of intent to conduct testing.

790.30 Submission of propesed study plens.

790.32 Proposed Phase I test rule.

780.34 Final Phase Il test rule.

780.35 Modification of study plans during
conduct of study.

780.39 Failure to comply with a test rule.

Subparts C-D-—{R2c2rved]

Subpart E—Exemptions

780.80 Submission of exemption
applications.

780.82 Content of exemption application.

790.85 Submission of equivalence data.

780.87 Approval of exemption applications.

780.88 Denial of exemption application.

780.90 Appeal of denial of exemption
application.

780.93 Termination of conditional
exemption.

790.97 Hearing procedures.

780.99 Statement of financial responsibility.

Authority: [TSCA, 15 U.S.C. 2603(b)(3)({A),
2693(c)].

Subpart A—Gaenerzl Provisions

§ 790.1 Scopo, pu-poce, ond cutherity.

(a) This part establishes the
procedures to be used in promulgating
test rules under section 4(a) of the Act
and sets forth the process by which
exemptions from those test rules will be
granted.

(b)(1) Section 4(a} of the Act
authorizes EPA to require manufacturers
and processors of chemical substances
and mixtures to test chemical
substances and mixtures for health and/
or environmental effects.

(2) Sections 4(b)(1) and 3(12)(A} of the
Act specify that each test rule must
include standards for the development
of test data which prescribe the “health
and environmental effects” and the
“information relating to toxicity,
persistence, and other characteristics
which affect health and the
environment” for which test data are to
be developed.

{3) Sections 4(b)(1) and 3(12) of the
Act authorize EPA to prescribe the
manner in which tests are to be
conducted in the development of such
data and any other such requirements as
are necessary to assure the development
of adequate and reliable data.

{4} Section 4(c) of the Act permits any
person subject to a test rule promulgated
under section 4(a) of the Act to request
an exemption from the requirements of
such a rule. The Administrator is
directed to approve an application for
exemption if he/she determines that:

(i) The chemical to which the
application pertains is equivalent to one
for which data have been or are being
developed pursuant to the same testing
rule; and

{ii) Submission of additional data by
the applicant would be duplicative of
data already submitted or under
development.

{5) Section 4(b}{3}{A) of the Act
authorizes the Administrator to permit
two or more persons subject to a test
rule to designate one of themselves or a
qualified third party to conduct testing
and submit data on their behalf.

(8) Sections 4(c)(3) and 4{c)(4) of the
Act provide that persons receiving
exemptions provide reimbursement to
all those persons who have contributed
or are contributing to financing the
development of the data on the basis of
which the exemption was granted. Such
reimbursement is to be for a portion of
the costs incurred. If the persons
involved cannot agree on the amount
and method of reimbursement, EPA is
required to order the person granted the
exemption to provide fair and equitable
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reimbursement to the appropriate
parties.

§790.2 Applicability.

This part is applicable to
manufacturers and processors of
chemical substances or mixtures who
are subject to the testing requirements
of a rule promulgated under section 4{a)
of the Act. These procedures are
applicable to each test rule in Part 799 of
this Chapter unless otherwise stated in
specific test rules in Part 799 of this
Chapter.

§ 790.3 Definitions.

Terms defined in the Act and not
explicitly defined herein are used with
the meaning given in the Act. For the
purpose of this part:

“Act” means the Toxic Substances
Control Act, 15 U.S.C. 2601 ef seq.

“Additive” means a chemical
substance that is intentionally added to
another chemical substance to improve
its stability or impart some other
desirable quality.

“Chemical” means a chemical
substance or mixture.

“Consortium” means an association of
manufacturers and/or processors who
have made an agreement to jointly
sponsor testing.

“EPA" means the U.S. Environmental
Protection Agency.

“Equivalence data™ means chemical
data or biological test data intended to
show that two substances or mixtures
are equivalent.

“Equivalent” means that a chemical
substance or mixture is able to represent
or substitute for another in a test or
series of tests, and that the data from
one substance can be used to make
scientific and regulatory decisions
concerning the other substance.

“Exemption” means an exemption
from a testing requirement of a test rule
promulgated under section 4 of the Act
and Part 799 of this Chapter.

“Impurity” means a chemical
substance which is uninitentionally
present with another chemical
substance.

“Joint sponsor” means a person who
sponsors testing pursuant to section
4(b)(3)(A) of the Act.

“Joint sponsorship™ means the
sponsorship of testing by two or more
persons in accordance with section
4{b}){3)(A) of the Act.

*Person” means an individual.
partnership, corporation, association.
scientific or academic establishment, or
organizational unit thereof, and any
other legal entity.

“Principal sponsor” means an
individual sponsor or the joint sponsor
who assumes primary responsibility for

the direction of a study and for oral and
written communication with EPA,

“Protocol” means the plan and
procedures which are to be followed in
conducting a test.

“Reimbursement period” refers to a
period that begins when the data from
the last non-duplicative test to be
completed under a test rule are
submitted to EPA and ends after an
amount of time equal to that which had
been required to develop data or after
five years, whichever is later.

“Sponsor” means the person or
persons who design, direct and finance
the testing of a substance or mixture
subject to a test rule in Part 799 of this
chapter.

“Test substance” means the form of
chemical substance or mixture that is
specified for use in testing.

§790.5 Submission of information.

All submissions to EPA under this
part must bear the Code of Federal
Regulations (CFR) section number of the
subject chemical test rule (e.g. § 799.4400
for 1,1,1-trichloroethane) and must be
addressed to:

Document Control Office (T$-793), Office of
Pesticides and Toxic Substances,
Environmental Protection Agency.
Washington, D.C. 20460.

In addition, a copy of the cover memo
for all submissions must be addressed
to:

Director, Compliance Monitoring Staff (EN-
342), Office of Pesticides and Toxic
Substances, Environmental Protection
Agency. Washington, D.C. 20460.

§790.7 Confidentiality.

(a} Any person subject to the
requirements of a test rule promulgated
under section 4 of the Act may asserta
claim of confidentiality for certain
information submitted to EPA in
response to the test rule. Any
information claimed as confidential will
be treated in accordance with the
procedures in Part 2 of this title and
section 14 of the Act. Failure to asserta
claim of confidentiality at the time the
information is submitted will result in
the information being made available to
the public without further notice to the
submitter.

{b) A claim of confidentiality must be
asserted by circling or otherwise
marking the specific information
claimed as confidential and designating
it with the words “confidential business
information,” “"trade secret,” or another
appropriate phrase indicating its
confidential character.

(c) If a person asserts a claim of
confidentiality for study plan
information described in § 790.30{c)(1)
(iii}(D). {iv), (v), and (vi) of the part, the

person must provide a detailed written
substantiation of the claim by answering
the questions in this paragraph. Failure
to provide written substantiation at the
time the study plan information is
submitted will be considered a waiver
of the claim of confidentiality, and the
study plan information will be disclosed
to the public without further notice.

(1) Would disclosure of the study plan
information disclose processes used in
the manufacture or processing of a
chemical substance or mixture?
Describe how this would occur.

(2) Would disclosure of the study plan
information disclose the portion of a
mixture comprised by any of the
substances in the mixture? Describe
how this would occur.

(3) What harmful effects to your
competitive position, if any, do you
think would result from disclosure of
this information? How would a
competitor use such information? How
substantial would the harmful effects
be? What is the causal relationship
between disclosure and the harmful
effects?

(4) For what period of time should
confidential treatment be given? Until a
specific date, the occurrence of a
specific event, or permanently? Why?

(5) What measures have you taken to
guard against disclosure of this
information to others?

(6) To what extent has this
information been disclosed to others?
What precautions have been taken in
connection with such disclosures?

(7) Has this information been
disclosed to the public in any forms?
Describe the circumstances.

(8) Has the information been disclosed
in a patent?

(9) Has EPA, another Federal agency.
or any Federal court made any pertinent
confidentiality determination regarding
this information? If so, copies of such
determinations must be included in the
substantiation,

{d) If the substantiation provided
under paragraph (c) of this section
contains information which the
submitter considers confidential, the
submitter must assert a separate claim
of confidentiality for that information at
the time of submission in accordance
with paragraph (b) of this section.

Subpart B—Two Phase Test Rule
Development

§790.20 Phase | test rule.

(a) If EPA determines that it is
necessary to test a chemical substance
or mixture under section 4 of the Act, it
will promulgate a Phase I test rule in
Part 799 of this chapter through a notice-
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and-comment rulemaking which
specifies the following:

(1) 1dentification of the chemical for
which testing is required under the rule.

(2) The health or environmental effect
or effects or other characteristics for
which testing is being required.

(3) Which test substance(s) must be
tested. .

(4) A reference to appropriate
(giuidelines for the development of test

ata.

(5) The EPA Good Laboratory Practice
requirements for the required testing.

(6) Who must submit either letters of
intent to conduct testing or exemption
applications.

(7) What types of data EPA will
examine in determining equivalence if
more than one test substance is to be
tested.

(b} {Reserved].

§Jy9-0'22 Pcreona cubjact to Phzs2 | test
rulo.

{(a) Each Phase I test rule will specify
whether manufacturers, processors, or
both are gubject to the requirement for
testing of the subject chemical under
section 4{b)(3}(B) of the Act and will
indicate who will be required to submit
letters of intent to submit study plans
and to conduct testing.

{1) If testing is being required to allow
evaluation of risks:

(i) Primarily associated with
manufacture of the chemical, or

(ii) Associated with both manufacture
and processing of the chemical, or

(iii) Associated with distribution in
commerce, use, and/or disposal
activities concerning the chemical, each
manufacturer of the chemical will be
subject and must respond to the test
rule. While legally subject to the test
rule in circumstances described in
paragraph (a)(1) (ii) and (iii) of this
section, processors of the chemical have
no obligation to respond unless directed
to do so in a subsequent notice as set
forth in § 790.28(b) or § 790.39%{a){2} of
this part.

(2) If testing is being required to allow
evaluation of risks associated soley with
processing of the chemical, processors
will be subject and must respond to the
test rule.

(b) [Reserved].

§ 780.25 Submission of letter of intent to
test or exemption application.

(a) No later than 30 days after the
effective date of a Phase [ test rule, each
person subject to that rule and required
to respond to that rule as provided in
§ 790.22(a) must, for each test required,
either notify EPA by letter of their intent
to submit study plans and to conduct
testing or submit to EPA an application

for an exemption from the study plan
submisgion and testing requirements for
the test.

(b) EPA will consider letters of intent
to test as commitments to submit study
plans and to sponsor the tests for which
they are submitted unless EPA agrees to
the substitution of an exemption
application in instances where more
than one person indicates an intent to
sponsor equivalent tests. Each letter of
intent to conduct testing must include:

(1) Identification of test rule.

(2} Name, address, and telephone
number of the firm(s) which will be
sponsoring the tests.

(3) Name, address, and telepkone
number of the appropriate individual to
contact for further information.

(4) For sponsors participating in a
testing consortium—a listing of other
members of the consortium signed by
each member, and a designation of who
is to serve as principal sponsor.

(5) A list of the testing requirements
for which the sponsor(s) intends to
submit study plans and conduct tests.

{8) If EPA is requiring testing of more
than one representative substance—
which test substance the sponsor(s)
intends to use in each of the tests.

(c) Any person not manufacturing or
processing the subject chemical as of the
effective date of the final Phase I test
rule or by 30 days after the effective
date of the rule or, when both
manufacturers and processors are
subject to the rule, not processing as of
the effective date of the final Phase I
test rule or by 30 days after publication
of the Federal Register notice described
in § 790.28(b)(2) of this part who, before
the end of the reimbursement period,
manufactures or processes the test
chemical and who is subject to and
required to respond to the test ru'e must
submit the letter of intent to test or
exemption application required by
paragraph (a) of this section or
§ 790.28(b)(3) of this part by the date
manufacture or processing begins.

{d) Manufacturers subject to a Phase [
test rule who do not submit to EPA
either a letter of their intent to conduct
tests or a request for an exemption from
testing for each test for which testing is
required in a Phase I test rule will be
considered in violation of that rule
beginning on the 31st day after the
effective date of the Phase I test rule or
on the date manufacturer begins as
described in paragraph (c) of this
section.

(e) Processors subject to a Phasge I test
rule and required to respond pursuant to
§ 790.22{a}(2) or a Federal Register
notice as described in § 790.28{(b})(2) of
this part who do not submit to EPA
either a letter of their intent to conduct

tests or a request for an exemption for
each test for which testing is required in
a Phase I test rule will be considered in
violation of that rule beginning on the
31st day after the effective date of the
Phase I test rule or 31 days after
publication of the Federal Register
notice described in § 790.26{b)(2} of this
part or on the date processing begins as
described in paragraph (c) of this
section, as appropriate.

§790.28 Procodure if no on2 cubmits o
letter of intent to conduct testing.

(a) If only manufacturers are subject
to rule. (1) This paragraph applies if
testing is being required solely to allow
evaluation of risks associated with
manufacturing and the final Phase I test
rule states that manufacturers only are
responsible for testing.

(2) If no manufacturer subject to the
rule has notified EPA of its intent to
conduct one or more of the required
tests within 30 days after the effective
date of the final Phase I test rule, EPA
will notify all the manufacturers by
certified mail or publish a notice in the
Federal Register of this fact specifying
the tests for which no letter of intent has
been submitted and will give the
manufacturers an opportunity to take
corrective action. If no manufacturer
submits a letter of intent to conduct one
or more of the required tests within 30
days after receipt of the certified letter
or publication of the Federal Register
notice described in this paragraph, all
manufacturers subject to the rule will be
in violation of the test rule from the 31st
day after receipt of the certified letter or
publication of the Federal Register
notice described in this paragraph until
a proposed study plan has been
submitted for each required test.

(b} If manufacturers and processors
are subject to the rule. (1) This
paragraph applies if testing is being
required to allow evaluation of risks
associated with manufacturing and
processing or with distribution in
commerce, use or disposal of the
chemical and the final Phase I test rule
states that manufacturers and
processors are responsible for testing.

(2) If no manufacturer subject to the
rule has notified EPA of its intent to
conduct testing for one or more of the
required tests within 30 days after the
effective date of the final Phase I test
rule, EPA will publish a notice in the
Federal Register of this fact specifying
the tests for which no letter of intent hag
been submitted.

(3) No later than 30 days from the date
of publication of the Federal Register
notice described above in paragraph
(b)(2) of this section, each person
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processing the subject chemical as of the
effective date of the final Phase I test
rule or by 30 days after the date of
publication of the Federal Register
notice described in paragraph (b)(2) of
this section must, for each test specified
in the Federal Register notice, either
notify EPA by letter of their intent to
submit study plans and conduct testing
or submit to EPA an application for an
exemption from the study plan
submission and testing requirements for
the test.

{4) If no manufacturer or processor of
the test chemical has submitted a letter
of intent to conduct one or more of the
required tests within 30 days from the
date of publication of the Federal
Register notice described in paragraph
(b)(2) of this section, EPA will notify all
manufacturers and processors by
certified mail or publish a Federal
Register notice of this fact specifying the
tests for which no letter of intent has
been submitted. This letter or Federal
Register notice will give the
manufacturers and processors an
opportunity to take corrective action. If
no person submits a letter of intent to
conduct one or more of the required
tests within 30 days after receipt of the
certified letter or publication of the
Federal Register notice, all
manufacturers and processors subject to
the rule will be in violation of the test
rule from the 31st day after receipt of the
certifted letter or publication of the
Federal Register notice until a proposed
study plan has been submitted for each
required test.

{c) Only processors are subject to
rule. (1) This paragraph applies if testing
is being required solely to allow
evaluation of risks associated with
processing and the final Phase I test rule
states that only processors are
responsible for testing.

(2) If no processor subject to the rule
has notified EPA of its intent to conduct
one or mare of the required tests within
30 days after the effective date of the
test rule, EPA will notify all the
processors by certified mail or publish a
notice in the Federal Register of this
fact, specifying the tests for which no
letter of intent has been submitted and
give the processors an opportunity to
take corrective action. If no processor
submits a letter of intent to conduct one
or more of the required tests within 30
days after receipt of the certified letter
or publication of the Federal Register
notice described in this paragraph, all
processors subject to the rule will be in
violation of the test rule from the 31st
day after receipt of the certified letter or
publication of the Federal Register
notice described in this paragraph until

" a proposed study plan has been

submitted for each required test.

§790.30 Submission of proposed study
plans.

(a) Who must submit study plans. (1)
Persons who notify EPA of their intent
to conduct tests must submit proposed
study plans for those tests on or before
90 days after the effective date of the
Phase 1 rule; or, for processors
responding to the notice described in
§ 790.28(b)(2) of this part, 90 days after
the publication date of that notice; or 60
days after the date manufacture or
processing begins as described in
§ 790.25(c) of this part, as appropriate.
Only one set of study plans should be
prepared and submitted by persons who
are jointly sponsoring testing, Study
plans must be prepared according to the
requirements of this subpart and Part
792 of this chapter.

(2) Any person subject to a test rule
may submit a proposed study plan for
any test required by the rule at any time, ,
regardless of whether the person
previously submitted an application for
exemption from testing for that test.

(3) Unless EPA has granted an
extension of time for submission of
study plans, manufacturers who notify
EPA that they intend to conduct testing
and who do not submit proposed study
plans for those tests on or before 90
days after the effective date of the Phase
I test rule or 60 days after the daté
manufacture begins as described in
§ 790.25(c} of this part will be
considered in violation of the test rule
as if no letter of intent to test had been
submitted.

(4) Unless EPA has granted an
extension of time for submission of
study plans, processors who notify EPA
that they intend to conduct testing and
who do not submit proposed study plans
for those tests on or before 90 days after
the effective date of the Phase I test rule
or 90 days after the publication date of
the notice described in § 790.28(b)(2) of
this part, or 60 days after the date
processing begins as described in
§ 790.25(c) of this part, as appropriate,
will be considered in violation of the
test rule as if no letter of intent to test
had been submitted.

{(b) Extensions of time for submission
of study plans. (1) The Agency may
grant requests for additional time for
study plan development on a case-by-
case basis. Requests for additional time
for study plan development must be
made in writing to EPA. Each extension
request must demonstrate why that
extension should be granted. EPA will
notify the submitter by certified mail of
EPA’s decision to grant or deny an
extension request.

(2) Persons who have been granted an’
extension of time for submission of
study plans as described in paragraph
(b){(1) of this section and who do not
submit proposed study plans in
accordance with the new deadline
granted by EPA will be considered in
violation of the test rule as if no letter of
intent to test had been submitted.

(c) Content of study plans. (1) All
study plans are required to contain the
following information:

(i) Identity of the test rule.

(ii) The specific test requirements of
that rule to be covered by the study
plan.

(iii)(A) The names and addresses of
the test sponsors.

(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 to
contact for oral and written
communications with EPA.

(D)(7) The names and addresses of the
testing facilities and the names,
addresses, and telephone numbers of
the testing facilities, administrative
officials and project manager(s)
responsible for the testing.

(2) Brief summaries of the training and
experience of each professional
involved in the study, including study
director, veterinarian(s), toxicologist(s).
pathologist(s), chemist(s},
microbiologist(s), and laboratory
assistants.

(iv) Identity and data on the chemical
substance(s) being tested, including
physical constants, spectral data,
chemical analysis, and stability under
test and storage conditions, as
appropriate.

(v) Study protocol, including rationale
for species/strain selection; dose
selection {and supporting data); route(s)
or method(s) of exposure; 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
spontaneous chronic diseases (including
tumors), genealogy, and life span.

(vi) Schedule for initiation and
completion of each short-term test and
of each major phase of long-term tests;
schedule for submission of interim
progress and final reports to EPA.

(2) Information required under _
paragraph (c)(1)(iii}(D) of this section is
not required in proposed study plans if
the information is not available at the
time of study plan submission; however,
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the information must be submitted
before the initiation of testing.

(d)} Incomplcte study plans. Upon
receipt of a propesed study plan, EPA
will review the study p'an to determine
whether it corplies with paragraph (c)
of this section. If EPA datermines thal
the proposed study plan dees ot
comply with paragraph (c} of this
section, EPA will notify the submitter
that the submission is incomplete and
will identify the deficiencies and the
steps necessary to complete the
submigsion. 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
on or before 15 days after receipt of the
notice, the submitter will be considered
in violation of the test rule as if no letter
of intent to conduct the test had been
submitted.

§ 720.32 Propouad Pazza [l test rute,

If EPA determnes that the proposed
study plan complies with § 790.30(c} of
this part, EPA will publish a proposed
Phase I test rule in the Federal Register
requesting comments on the ability of
the study plan to ensure that data from
the test wili be reliable end adequate.
EPA will provide a 45-day comment
period and wiil provide an opportunity
for an oral presentation upon the
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.

§7€0.34 Fino! Phaon I tont rule.

After receiving end considering public
comment, EPA will adop! the study plan,
including tke time deadiine: and
reporting schedules, as proposed or as
modified in response to EPA review and
public comments, in & final Phase 11 test
rule as test standarda and schedules for
the required testing.

§720.35 liodification of ctedy plang
during conduct of stud?.

{(a) Application. Any test sponsor who
wishes to modify the adopted study plan
for any test requi-ed under a tost rule
must submit an application in
accordance with this paragraph.
Application for medification m.st be
made in writing to the Director,
Compliance Manitoring Staff (EN-342),
Office of Pesticidez and Toxic
Substances, EPA, cr by phone, with
written confirmation to follow within 10
working days. Applications must include
appropriate explanation of why the
modification is necessary.

(b) Adoption. To the extent feusible,
EPA will geek 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 if
either:

(1) EPA believes that an immediate
modification to a study plan is
necessary in order to preserve tke
accuracy or validity of an ongoing study,
or

(2) EPA determines that a
modification clearly does rot posz any
substantive issues. EPA will notify the
sponsor of EPA’s approval or
disapproval. When EPA aporoves a
modification, it will publish a notice in
the Federal Register indicating that the
study plan has been modified.

§ 780.39 Falluro to comply with ¢ test rulo.

(a)(1) Persons who notified EPA of
their intent to conduct 2 test required in
a test rule in Part 798 of this chapter and
who fail to conduct the test in
accordance with the test standards and
schedules adopted in the final Phase II
test rule, or as modified in accordance
with § 790.35 of this part, will be in
violation of the rule.

(2)(i) If a person fails to conduct a test
in accordance with the test standards
and schedules adopted in the test rule,
EPA will notify each holder of an
affected conditional exemption by
certified letter or by’ notice in the
Federal Register that all conditional
exemptions from performance of that
test will be terminated unless, within 30
days of receipt of the certifizd letter or
the publicatioa cf the notice, a person
subject to the ru'2 provides adequate
informeticn to rebut EPA's prelimicary
decision or potifies FPA by letter that
they irtend to performo thet test in
accordance vrith the test standards
adopted in the test rul2. Exemption
holders may also requost a hoering in
accordarce with the procedures in
§ 799.93 and 3 722.97 of this part.

(ii) Within €0 days of receipt of the
certified letter or publication of tha
Federal Register notice described in
paragraph (2}(2)(i) of this section,
persons who notify EPA of their intent
to conduct @ tzst must submit the study
plan information described in
§ 720.30{c)(1] (i}, {v), and (vi) of this
part that requires modification Tom that
in the test standards and schedules
adopted in the test rele. EPA will adop!t
modifications to the test standards end
schedules in accordance with the
procedures described in § 763.35(b) of
this part.

{iii) If no person subject to the rules
provides adequa'e information to rebut
EPA's preliminary decision or notifies
EPA by letter of its intent to conduct the
required test, EPA will notify a:l
affected exemption holders by certified
letter or Federal Registur notice that all
cond:tional exemptions for performunce
of that test are tert-dnated.

(b) Any person who fails o; refuses to
comply with any aspect of this Parl or a
test rule under Part 789 of this chapter is
in violation of section 15 of the Act. EPA
wiil treat violations of the Good
Laboratory Practice standards aa
indicated in § 782.17 of this part.

Subparts C-R—[Fezerved]
Sutpait E—Znemnstions

§790.60 Schmission of oxemption
applications.

(a) Who should file applizaticns. (1)
Any menufacturer or processor subject
to a test rule i~ Part 792 of this chapter
may submit ea application to EPA for an
exemption f-om gubmitting propczed
study plans for end from perforreing eny
or all of the tests required under the test
rule.

(2) Processors wili not be required to
apply for an exsmption or condact
testing unless EPA so specifics in 4 tes!
rule or in & special Federal Regiuter
notice as described in § 790.28(b;2) of
this part under the following
circumstances:

(i) ¥f testing is being reguired to ellow
evaluation of risks associated with
manufscturing and processing o7 with
distribution in commerce, dispczal or
use of the chemical & ~¢ mar sfactuiers
do not submil noti )

{s] of intent lo
conduct the roquirzd testing: or

(ii] If testir.z is being required solely to
allow evaluation of risks azsocia wd
with processing of the chemicsl.

(b) Whex applicativiis must be filed.
Exemption applica tions must be filed
within 30 days of the effective date of
the firal Phase | test rule or, if being
subnitted in response to the Fedzral
Register notice described in
§ 790.28(1){2) of this part, v.ithin 30 days
of tize publication of thal notice.
Exemption applications must be filed by
the date manufacture or processing
begins by any person nol manufacturing
or processing the subject chemical as of
the effective date of the final Phase !
test rule or by 30 days after the effective
date of the Phase I test rule, or, when
both manufacturers and processors are
subject ta the rule, not processing as of
the effective cate of the final Phase |
test rule or by 30 days after publication
of the Feder 21 Regtster notice described
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in § 790.28(b){2) of this part who, before
the end of the reimbursement period,
manufactures or processes the test
substance and who is subject to the
requirement to submit either a letter of
intent to test or an exemption
application.

(c) Scope of application. A person
may apply for an exemption from all, or
one or more, specific testing
requirements in a test rule in Part 799 of
this chapter.

§790.82 Content of exemption
application.

The exemption application must
contain:

(a) The identity of the test rule and
specific testing requirement(s) from
which an exemption is sought.

{b) Name, address, and telephone
number of applicant.

_ {c) Name, address, and telephone
number of appropriate individual to
contact for further information.

(d){(1} If required in the test rule to
establish equivalence:

(i) The chemical identity of the test
substance on which the application is
based.

{ii) Equivalence data specified in
§ 790.85 of this part.

(2) If a test rule requires testing of a
single representative substance, EPA
will consider all forms of the chemical
subject to that rule to be equivalent and
will not require the submission of
equivalence data as described in
§ 790.85 of this part.

§790.85 Submission of equivalence data.

if EPA requires in a test rule
promulgated under section 4 of the Act
the testing of twp or more test
substances which are forms of the same
chemical, each exemption applicant
must submit the following data:

(a) The chemical identity of each
technical grade chemical substance or
mixture manufactured and/or processed
by the applicant for which the
exemption is sought. The exact type of
identifying data required will be
specified in the test rule, but may
include all characteristics and
properties of the applicant’s substance
or mixture, such as boiling point, melting
point, chemical analysis (including
identification and amount of impurities).
additives, spectral data, and other
physical or chemical information that
may be relevant in determining that the
applicant's substance or mixture is
equivalent to the specific test substance.

(b) The basis for the applicant’s belief
that the substance or mixture is
equivalent to the test substance or
mixture.

(¢} Any other data which exemption
applicants are directed to submit in the
test rule which may bear on a
determination of equivalence. This may.
include a description of the process by
which each technical grade chemical
substance or mixture for which an
exemption is sought is manufactured or
processed prior to use or distribution in
commerce by the applicant.

§ 790.87 Approval of exemption
applications.

(a) EPA will conditionally approve
exemption applications if:

(1) EPA has received a complete
proposed study plan for the testing from
which exemption is sought and has
adopted the study plan, as proposed or
modified, as test standards in a final
Phase II test rule, and

{2) The chemical substance or mixture
with respect to which the application
was submitted is equivalent to a test
substance or mixture for which the
required data have been or are being
submitted in accordance with a final
Phase II test rule, and

(3) Submission of the required test
data concerning that chemical substance
or mixture would be duplicative of data
which have been or are being submitted
to EPA in accordance with a test rule,

(b){(1) If a single representative
substance.is to be tested under a test
rule, EPA will consider all forms of the
chemical subject to that rule to be
equivalent and will contact the
exemption applicant only if information
is missing or unclear.

(2) If two or more representative
substances are to be tested under a test
rule, EPA will evaluate equivalence
claims made in each exemption
application according to the criteria
discussed in the test rule.

(i) If EPA finds an equivalence claim
to be in error or inadequately supported,
the applicant will be notified by
certified mail. The applicant will be
given 15 days to provide clarifying
information.

(i) Exemption applicants will be
notified that equivalence has been
accepted or rejected.

(c) The final Phase II test rule which
adopts the study plans or a letter by
certified mail will give exemption
applicants final notice that they have
received a conditional exemption. All
conditional exemptions thus granted are
contingent upon the test sponsors’
successful completion of testing
according to the specifications in the
approved study plans.

§ 790.88 Denial of exemption application,
{a) EPA may deny any exemption
application if:

(1) EPA determines that the applicant
has failed to demonstrate that the
applicant's chemical is equivalent to the
test substance; or

(2) The exemption applicant fails to
submit any of the information specified
in § 790.82 of this part; or

(3) The exemption applicant fails to
submit any of the information specified
in § 790.85 of this part if required in the
test rule; or

(4) EPA has not received an adequate
study plan for the test for which
exemption is sought; or

(5) The study sponsor(s) fails to
initiate the required testing by the
deadlines adopted in the final Phase II
test rule; or

(6) The study sponsor(s) fails to
submit data as required in the test
standard and deadlines for submission
of test data as adopted in the final Phase
II test rule or as modified in accordance
with § 790.35 of this part.

(b) EPA will notify the exemption
applicant by certified mail or Federal
Register notice of EPA's determination
that the exemption application is
denied.

§ 790.90 Appeal of denial of exemption
application.

{a) Within 30 days after receipt of
notification that EPA has denied an
application for exemption, the applicant
may file an appeal with EPA.

(b) The appeal shall indicate the basis
for the applicant's request for

* reconsideration.

(c)(1) The applicant may also include
a request for a hearing. Hearings will be
held according to the procedures
described in § 790.97 of this part.

{2) Hearing requests must be in
writing and must be received by EPA
within 30 days of receipt of the letter or
publication of the Federal Register
notice described in § 790.88(b) of this
part. Hearing requests must provide
reasons why a hearing is necessary.

(d) If EPA determines that there are
material issues of fact, then the request
for a hearing will be granted. If EPA
denies a hearing request, EPA will base
its decision on the written submission.

(e) EPA will notify the applicant of its
decision within 60 days after EPA
receives the appeal described in
paragraph (a) of this section or within 60
days after completion of a hearing
described in paragraph (c) of this
section.

() The filing of an appeal from the
denial of an exemption shall not act to
stay the applicant’s legal obligation
under section 4 of the Act.
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§790.93 Termination of conditional
exemption.

(a) EPA shall terminate a conditional
exemption if it determines that:

(1) The test which provided the basis
for approval of the exemption
application has not been started by the
deadlines for initiation of testing
adopted in the final Phase II test rule or
modified in accordance with § 790.35 of
this part; or

(2) Data required by the test rule have
not been generated in accordance with
the test standards or submitted in
accordance with the deadlines for
submission of test data that were
adopted in the final Phase II test rule or
modified in accordance with § 790.35 of
this part; or

(3) The testing has not been conducted
or the data have not been generated in
accordance with the Good Laboratory
Practice requirements in Part 792 of this
chapter.

(b} If EPA determines that one or more
of the criteria listed in paragraph (a} of
this section has been met, EPA will
notify each holder of an affected
conditional exemption by certified mail

or Federal Register notice of EPA’s
intent to terminate that conditional
exemption.

(c) Within 30 days after receipt of a
letter of notification or publication of a
notice in the Federal Register that EPA
intends to terminate a conditional
exemption, the exemption holder may
submit information to rebut EPA’s
preliminary decision or notify EPA by
letter of its intent to conduct the
required test.

(d)(1) The exemption holder may also
include a request for a hearing. Hearings
will be held in accordance with the
procedures set forth in § 790.97 of this
part.

(2) Hearing requests must be in
writing and must be received by EPA
within 30 days of receipt of the letter or
publication in the Federal Register
notice described in paragraph (b) of this
section.

(e) EPA will notify the exemption
holder by certified letter or by Federal
Register notice of EPA’s final decision

concerning termination of conditional
exemptions.

§ 790.97 Hearing procedures.

(a) Hearing requests must be in
writing to EPA and must include the
applicant’s basis for appealing EPA’s
decision.

{b) If more than one applicant has
requested a hearing on similar grounds,
all of those appeals will be considered
at the same hearing unless
confidentiality claims preclude a joint
hearing.

(c) EPA will notify each applicant of
EPA’s decision within 60 days after the
hearing.

§790.99 Statement of financial
responsibility.

Each applicant for an exemption shall
submit the following sworn statement
with his application:

1 understand that if this application is
granted before the reimbursement period
described in section 4(c)(3)(B) of TSCA
expires, I must pay fair and equitable
reimbursement to the person or persons who
incurred or shared in the costs of complying
with the requirement to submit data and upon
whose data the granting of my application
was based.

[FR Doc. 84-26717 Filed 10-9-84; 8:45 am|
BILLING CODE 6560-50-M
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MEMORANDUM MAY 28 185

OFFICE OF
PESTICIDES AND TOXIC SUPSTANCES

SUBJECT: Enforcement Response Policy x\/
for TSCA §4 Test Rules %

FROM: A. E. Conroy II, Director
Office of Compliance Monitoring (EN-34

T0: Addressees

Attached is the final Enforcement Response Policy (ERP) for
TSCA &4 Test Rules., This ERP addresses test rules only. A
separate ERP was issued by the Office of Compliance Monitoring
(OCM) on April 9, 1985 to address violations of the TSCA §4 Good
Laboratory Practices Rule which appears at 40 CFR Part 792. The.
interim final rule for test rules appears at 50 FR 20652 (May
17, 1985) and amends 40 CFR Part 790 which was published in the
Federal Register on October 10, 1984 (49 FR 39774).

Thank you for reviewing and commenting on the draft policy.
The comments and responses are attached for your information. If
you have any questions concerning the ERP, please call Richard
Green of my staff at (FTS) 382-5567.

Attachments
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TSCA SECTION 4 TEST RULES
ENFORCEMENT RESPONSE POLICY

OVERVIEW

Under segction 4 of the Toxic Substances Control Act (TSCA),
EPA is authorized to promulgate rules which require that
selected chemical substances or mixtures be tested to evaluate
concerns for specific effects on human health or the environment,
The Agency shall promulgate a TSCA §4 test rule if it finds that
a) the substance or mixture may present an unreasonable risk of
injury to health or the environment or b) it enters or may enter
into the environment in substantial quantities or it poses or may
pose significant human exposure. EPA must also find that there
are insufficient data and experience to reasonably determine
health and environmental effects and that testing is necessary
to develop such data.

APPLICABILITY

Specific Chemical Substance and Mixture Test Rules (40 CFR
799) apply to persons who manufacture or intend to manufacture
{including import) and/or persons who process or intend to
process specific chemical substances or mixtures identified in
40 CFR 799, Subpart B during the period commencing with the
effective date of the specific test rule until the end of the
reimbursement period. Each set of testing requirements in
Subpart B specifies whether those requirements apply to
manufacturers, processors, or both., This policy does not address
violations which are associated with good laboratory practice
(GLP) requirements for these specific test rules. However, the
Office of Compliance Monitoring (OCM) issued a separate
enforcement response policy on April 9, 1985 to address GLP
violations,

LEVELS OF ACTION

NOTICES OF NONCOMPLIANCE (NON)

A1l notices of noncompliance will involve minor violations
of the TSCA §4 test rule which are not considered substantive.

An example would be the submission of a timely letter of
intent to conduct testing or a timely request for exemption from
testing for each required test but failure to provide all the
required information. However, the submitter provides the
additional information to the Office of Toxic Substances (0TS)
by a date acceptable to and specified by OTS.



CIVIL PENALTIES

Assessment of civil penalties will be appropriate for most
violations -of a TSCA §4 test rule., Specific violations are
addressed in the ASSESSMENT OF CIVIL PENALTIES section under the
CIRCUMSTANCES subsection.

CRIMINAL SANCTIONS

In some instances, the magnitude of a particular violation
or the number of repeat offenses will warrant the use of criminal
sanctions under TSCA §16 or 18 U.S.C. 2 or 1001.

Several factors distinguish criminal cases from
administrative or civil actions., First, criminal sanctions will
ordinarily be limited to cases in which the violation is
accompanied by evidence of "“guilty knowledge" or intent on the
part of the responsible party. TSCA imposes criminal penalties
only for violations of the Statute which are "knowingly or
willfully" committed. For example, criminal prosecution may be
appropriate where manufacturer or processor management personnel
make a decision to. violate the TSCA §4 test rule by falsifying
data or intentionally concealing data through omission or
selective reporting.

ASSESSMENT OF CIVIL PENALTIES

EPA will assess penalties against each manufacturer or
processor in violation of a TSCA §4 test rule. The following
Gravity-Based Civil Penalty (GBP) Matrix will be applied when
assessing civil penalties.

GRAVITY-BASED PENALTY MATRIX

Extent of Potential Damage

Circumstances A B C
(probability of damages) Major Significant Minor
High Range:

1 $25,000 17,000 5,000

2 - - -
Mid Range:

3 15,000 10,000 1,500

4 10,000 6,000 1,000
Low Range

5 5,000 3,000 500

6 2,000 1,300 200
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‘The following general criteria will be applied in making
Gravity Based Penalty determinations for violations of TSCA §4
test rules.

NATURE

A1l violations of TSCA §4 test rules will constitute "hazard
assessment" violations, as defined in the TSCA Civil Penalty
Policy (45 FR 59771, September 10, 1980).

EXTENT

The TSCA Civil Penalty Policy provides for three measures
of the extent of a violation: Major, Significant, and Minor,
Extent is used to take into consideration the degree, range, or
scope of the violation. The criteria are generally based upon
the disruption to an EPA review due to the increased time to
generate acceptable data. The following criteria will apply to
this consideration:

A) Major - Studies requiring at least 90 days to perform.
Examples would include two-year bioassays and avian
reproduction tests,

B) Significant - Studies requiring at least 14 days but
less than 90 days to perform, Examples would include
a 2l1-day Daphnid chronic toxicity test and a 21 to 42
day hen acute delayed neurotoxicity test.

C) Minor - Studies requiring less than 14 days to perform,
Examples would include a 48-hour EC50 Daphnid acute
toxicity test and a rat oral LD50 test.

Note: The time periodé are the time spent in the laboratory
exclusive of the time spent to write reports, analyze
data, etc.

CIRCUMSTANCES

The matrix retains five levels of the “Circumstances" axis.
The following criteria will apply to this consideration.

1) High Range (Level 1) - Violations which seriously impair
- the Agency's ability to evaluate the hazards of chemicals.
Level 1 violations include the following categories:
Level 1
(1) Falsification of submitted data.

(2) Failure to test.
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(6)
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Failure to complete required testing after making
a commitment to conduct testing.

Failure to adhere to test standards or failure to
obtain written EPA approval on modifications to test
standards before effecting changes which results in an
0TS determination that the failure seriously impairs
the Agency's ability to evaluate the substance (GLP
violations addressed in a separate ERP).

Failure to submit letter of intent to test or a valid
request for exemption from testing more than 60 days
after the letter of intent to test is required.

Submitting a letter of intent to test or a valid
request for exemption from testing more than 60 days
after the letter of intent to test is required.

Middie Range (Levels 3 and 4) - Violations which impair
the Agency's ability to evaluate chemicals in an important
but less than critical way. Level 3 and 4 violations
include the following categories:

Level

(1)

Level

(1)

3

Completing a study but submitting it to EPA more than
30 days after the required date without having an EPA
written approved modification to the schedule.

Failure to adhere to test standards or failure to
obtain written EPA approval on modifications to test
standards before effecting changes which results in an
0TS determination that the Agency's ability to evaluate
the substance is impaired in an important but less

than critical way. -

Failure to submit study plans or submitting study plans
more than 30 days after the required date taking into
consideration any extensions approved in writing by
EPA.

Submitting letters of intent to test or submitting a
valid request for exemption from testing more than 30
but within 60 days after the letter of intent to test
is required.

4

Failure to submit or submitting interim progress
reports more than 30 days after the documents are
required.
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3) Low Range (Levels 5 and 6) - Violations which minimally
impair the Agency's ability to evaluate the hazards of a
chemical. Level 5 and 6 violations include the following
categories:

Level 5

(1) Completing a study and submitting it to EPA more than
15 but within 30 days after the required date but
without an EPA written approved modification to the
schedule. :

(2) Submitting a letter of intent to test or valid request
for exemption from testing more than 15 but within 30
days after the letter of intent to test is required.

(3) Submitting study plans, interim progress reports or
submitting final reports more than 15 but within 30
days after the required date without an EPA written
approved modification to the schedule,.

(4) Initiating a study after the date indicated in the
approved study plan without an EPA written approved
modification to the schedule but the final report is
submitted by the required date and accepted by EPA
(late initiated studies resulting in late final reports
shall be dealt with as late final reports or late study
submissions).

(5) Failure to adhere to test standards or failure to
obtain written EPA approval on modifications to test
standards before effecting changes which results in an
0TS determination that the Agency's ability to evaluate
the substance is minimally impaired.

Level 6

(1) Categories 1, 2, and 3 described under Level 5 above
if submitted not more than 15 days after the required
date,

CONTINUING VIOLATIONS

“Under section 16 of TSCA, EPA may assess penalties for each
day a violation continues. Per day assessments will apply when
the gravity of the violation warrants a higher penalty than can
be assessed through a single day penalty assessment.
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Continuing violations include the following categories
described in the CIRCUMSTANCES subsection of this ERP:

(1) Falsification of data.

(2) Failure to test.

(3) Failure to complete tests after making a commitment to
conduct testing.

(4) Failure to adhere to test standards or fajlure to
obtain written EPA approval on modifications to test
standards before effecting changes which results in a
serious impairment or impairment in an important but
less than critical way of the Agency's ability to
evaluate the substance.

(5) Failure to submit or late submission of letters of
intent to test after required date.

(6) Failure to submit valid requests or submission of
invalid requests for exemption from testing after the
letter of intent to test is required.

The period of violation should apply from the date the
violative action begins to the date EPA grants a modification to
the standards or schedule. The number of days for the violation
shall be calculated based on the number of days a manufacturer
manufactures (imports); or when a processor is required to test,
the number of days a processor processes a substance during the
entire violative period. When a person both processes and
manufactures during the violative period, the number of days
shall be based on the greater of the two (either processing or
manufacture only when the test rule requires manufacturers and
processors to test. If the rule requires only the manufacturer
to test, then the violative period is based on the days of
manufacture, If a single batch is manufactured or processed in
more than one day, each batch shall be calculated as one day in
violation, except for continuous operations. Two or more batches
manufactured or processed in a single day at the same site shall
be calculated as one day in violation.

MULTIPLE VIOLATIONS

Multiple violations will apply to situations where a single
manufacturer or processor, or consortium commits to perform more
than one test required by a TSCA §4 test rule. Each test found
with violations shall warrant the assessment of a separate
penalty.,
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Multiple violations include all of the categories described
in the CIRCUMSTANCES subsection of this ERP except for certain
instances involving failure to submit study plans. A multiple
violation situation shall not exist for study plans if they
address all required tests under one test rule and are submitted
at the same time by one company or consortium.

ADJUSTMENT FACTORS

Once the GBP has been determined, upward and downward
adjustments to the penalty amount may be made in consideration
of culpability, history of violations, ability to pay, and such
other matters as justice may require. EPA will apply these
adjustment factors as described in the TSCA Civil Penalty Policy
(45 FR 59770, September 10, 1980). Considerations unigue to
TSCA §4 test rules are discussed below.

1. Voluntary Disclosure

Penalty reductions up to 25% will be applied for voluntary
disclosure of violations by manufacturers or processors subject
to a TSCA &4 rule. To be eligible, a manufacturer or processor
must make the disclosure prior to being notified of a pending
inspection and prior to EPA receiving any information relating
to the alleged violation. This reduction may be made in
calculating the proposed penalty before issuing a civil
complaint. The complaint should state the original penalty, the
reduced penalty, and the reason for reduction., All other
reductions in the GBP should be made after the complaint is
issued.

2. Immediate Voluntary Disclosure

In cases where manufacturers or processors subject to a TSCA
§4 rule report potential violations to EPA within 30 days of
having reason to believe that they may have a violation,
additional penalty reductions up to 25% may be applied.

3. Gains from Noncompliance

Noncompliance with a TSCA §4 test rule may enable a person
to accrue significant economic gains, since the responsible
party may not expend the necessary funds to properly conduct
the required testing or to conduct the test at all, Gains may
also be realized because EPA does not regulate many substances
or mixtures until required testing is submitted and evaluated.
Therefore, the penalty policy specifies that violations likely
to result in economic gain result in level 1 penalty calculations
for each day the chemical is manufactured, processed or imported.
The extent category for level 1 violations depends on the type
of study, i.e., chronic, subchronic, or acute and is therefore
relative to the costs for such tests. In settling cases, the
Agency should assure that the final penalty is greater than the
economic gain,



-~ Hazard Assessment only

after the required date

*MSTANCES EXTENT OF POTENT MAGE
LEVEL ) - MAJOR _ [SIGNJFIC MINOR
*+ 1) Falsification of submitted data -
T oy ) Failure to test
*s 3; Fatlure to complete required tests after making commitment to conduct testing
*y Failure to adhere to test standard: »r failure to obtain writte~ EPA approval on $25,000{ $17,000 |)$5,000
modifications to test standards befui:: whics sults in an OTS
determination that the Agency's ability .ubstain.e is seriously impaired
*+ 5) Failure to submit letter of intent to test ur 4 va..u iequest for exemption from
testing more than 60 days after the letter of intent to test is required
*+ 6) Submitting a letter of intent to test more than 60 days after the required date
+ 7) Submitting a valid request for exemption more than 60 days after the letter of intent
to test is required
LEVEL 2 - ; - -
Level 3 .
+ 1) Completing a study but failing to submit it to EPA more than 30 days after the $15,000{ $10,000 {$1,500
required date without having an approved modification to the scheduie :
+ 2) Failure to adhere to test standards or failure to obtain written EPA approval on
modifications to test standards before effecting changes which results in an 0TS
determination that the Agency's ability to evaluate the substance is impaired in
an tmportant but less than critical way
3) Failure to submit study plans**or submitting study plans more than 30 days after the
required date taking into consideration any extensions approved in writing by EPA
+* 4) Submitting a letter of intent to test more than 30 but within 60 days after the
required date
+ 5) Submitting a valid request for exemption from testing more than 30 but within 60 days
after the letter of intent to test is required
LEVEL 4
+ 1) Failure to submit or submitting interim progress reports more than 30 days after the $10,000| $ 6,000 |$1,000
documents are required
LEVEL 5
+ 1) Completing a study and submitting it to EPA more than 15 days but within 30
days after the required date but without an approved modification to the schedule
*+ 2) Submitting a letter of intent to test more than 15 but within 30 days after the
required date ' $ 5,000 $ 3,000 $ 500
+ 3) Submitting a valid request for exemption from testing more than 15 but within 30 days
after the letter of intent to test is required
+ 4) Submitting study plans**, interim progress reports or submitting final reports more
than 15 days but within 30 days after the required date without an EPA written
approved modification to the schedule
5) Initiating a study after the date indicated in the approved study plan without an
EPA written approved modification to the schedule but the final report is submitted
by the required date and accepted by EPA
6) Failure to adhere to test standards or failure to obtain written EPA approval on
.modifications to test standards before effecting changes which results in an 0TS
determination that the Agency's ability to evaluate the substance is minimally impaired
LEVEL 6 .
+ 1) Same as numbers 1, 2*, 3, or 4 under level 5 violations except submitted within 15 days{$ 2.000{ $ 1.300 $ 200

*  Subject to Continuing Nay Assessment

¥ Subject to WMultiple Violation Tactor

** A mu]tlple violation situation shall not exist if study plans to address all required tests are

ot st the enmn tima ynder one test rule hv one company or consortium
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 707 and 766
{OPTS-83002C; FRL-3212-1]

Polyhalogenated Dibenzo-p-Dioxins/
Dibenzofurans; Testing and Reporting
Requirements

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

SUMMARY: This document promulgates
regulations under sections 4 and 8 of the
Toxic Substances Control Act {TSCA),
15 U.S.C. 2603 and 2607 for certain
chemicals which may be contaminated
with certain chlorinated and brominated
dibenzo-p-dioxins (HDDs) and
dibenzofurans (HDFs). HHDs and HDFs
have been recognized as having
potential public health and
environmental significance because of
their potential for industrial toxic effect
at very low doses. The regulations
promulgated under this document
require analytical testing for certain
chemicals for HDD/HDF contamination,
submission of existing test data on
contamination of these chemicals with
HDDs/HDFs, submission of health and
safety studies on HDDs/HDFs, and
submission of worker allegations of
significant adverse reactions to HDDs/
HDFs. A summary of the requirements
of this rule is set forth under
SUPPLEMENTARY INFORMATION, below.
DATES: In accordance with 40 CFR 23.5,
this rule shall be promulgated for
purposes of judicial review at 1 p.m.
eastern standard time on June 19, 1987.
This rule shall be effective on July 6.
1987.
FURTHER INFORMATION CONTACT:
Edward A. Klein, Director, TSCA
Assistance Office (TS-799), Office of
Toxic Substances, Environmental
Protection Agency, Rm. E-543, 401 M
Street SW., Washington, DC-20460,
Telephone: (202-554—-1404).
SUPPLEMENTARY INFORMATION: This rule
requires manufacturers and importers of
12 organic chemicals to test their
chemicals for the presence of certain
chlorinated and brominated dibenzo-p-
dioxins and dibenzofurans. This testing
will also be required for 20 additional
organic chemicals not currently
manufactured or imported in the United
States if their manufacture or
importation should resume. -
Manufacturers, importers, and
processors of the 12 chemicals must also
submit existing test data on
contamination of these chemicals with
HDDs or HDFs, health and safety

studies on HDDs/HDFs, and consumer
or worker allegations of significant
adverse reactions to HDDs/HDFs; the
same information on the 20 additional
chemicals is required should
manufacture or importation resume.

If either the testing required under this
rule, or the existing test data on
contamination submitted under this rule
show that any of these chemicals
contain any HDDs/HDFs in
concentrations above the Levels of
Quantitation (LOQ) designated in this
rule, the manufacturers and/or
importers must submit the following
information with respect to the
chemicals: (1) Production volume,

‘process, use, exposure, and disposal

data; (2) unpublished health and safety
studies, and (3) records of allegations of
significant adverse reactions.

This rule also requires the submission
of process and reaction condition data
by importers and manufacturers of
chemical substances made from any of
29 precursor chemicals to determine
whether there is a need for dioxin and
furan testing of the chemical substances
made from these precursor chemicals.

If testing of a chemical under this rule
shows the chemical does not contain
HDDs/HDFs, this rule provides for
termination of export notification
normally required under section 12(b) of
TSCA, 15 U.S.C. 2611(b), for a chemical
subject to section 4 test rules.

1. Organization of this Final Rule

This is a final rule issued after
consideration of comments submitted in
response to a proposed rule published in
the Federal Register of December 19,
1985 (50 FR 51794), an amendment to the
proposed rule published in the Federal
Register of October 23, 1986 {51 FR
37612), and all relevant information
submitted to or otherwise obtained by
EPA.

The preamble to this final rule begins
with the historical background (Unit I},
and continues with a short summary of
changes from the provisions proposed
(Unit ). Unit IV discusses findings and
considerations under section 4 of TSCA:
Unit V discusses costs of testing and
reporting: and Unit VI discusses the
availability of testing facilities and
personnel to perform the proposed
testing. Unit VII discusses EPA’s
rationale for issuing information
gathering rules under section 8 of TSCA.
Unit VIII discusses the relationship of
this rule to export notification
requirements under section 12(b}) of
TSCA; Unit [X discusses compliance
and enforcement; Unit X describes the
rulemaking record; and Unit XI lists
references used by EPA in preparing this
rule. Requirements EPA must meet

under other authorities before it may
issue a rule are discussed in Unit XII.

II. Background
A. Regulation of HDDs/HDFs

EPA has long recognized the potential
public health and environmental
significance of 2,3.7.8-
tetrachlorodibenzo-p-dioxin (2,3.7.8-
TCDD). 2,3.7,8-TCDD exhibits delayed
biological response in many species and
is lethal at exceptionally low doses to
aquatic organisms, birds, and some
mammals. It has been shown to be
carcinogenic, teratogenic, fetotoxic, and
acnegenic. In addition, 2,3,7,8-TCDD has
been shown to adversely affect the
immune response in mammals. EPA also
recognizes the potential health
significance of a variety of tetra- through
hepta-halogenated dibenzo-p-dioxins
and dibenzofurans (HDDs and HDFs)
that are structurally related to 2.3.7.8-
TCDD in that they are chlorinated or
brominated at the 2,3.7 and 8 positions
on the molecular structure (Refs. 5 and
15). Limited /n vivo and in vitro data
support the structure-activity based
argument that laterally substituted
2,3.7.8-HDDs/HDFs share qualitative
toxicity properties with 2,3,7.8-TCDD.
There is also evidence that 2,3,7,8-
TCDD, some of the other HDDs/HDFs
and by implication the remainder of t
HDDs/HDFs may be hazardous to
human health and the environment at
low levels. These 2,3,7,8-substituted
tetra- through hepta- dibenzo-p-dioxins
and dibenzofurans, as well as 2.3,7,8-
TCDD. are the subjects of this
rulemaking. Hereafter, unless otherwise
stated, this document will refer to tetra-
through hepta- chlorinated and
brominated dioxins and dibenzofurans
substituted at the 2,3,7 and 8 positions
as a group by using the term “HDDs/
HDFs.” The 2.3.7,8-HDDs/HDFs have
been measured in a number of
commercial chemicals (Ref. 43). EPA has
reason to believe that they also appear
in & number of other commercial
chemicals which are structurally similar
to thase in which HDDs/HDFs have
been measured, and are manufactured
under conditions favorable to HDD/
HDF formation.

EPA's National Dioxin Strategy (Ref.
32), issued in December 1983, offers a
comprehensive overview of EPA’s past,
present, and planned activities in this
area. EPA's past regulatory efforts on
HDDs/HDFs focused on a number of
products and processes that could
generate HDDs and HDFs or could
otherwise lead to human or
environmental exposure to these
substances. These activities were notcom”
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in the preamble to the proposed rule
under Unit L. Since that time EPA has
.aken the following additional actions:
1) A final agreement between EPA and
manufacturers of wood preserving
products containing pentachlorophenol,
subject to regulation under the Federal
Insecticide, Fungicide, and Rodenticide
Act (FIFRA) was reached regarding
analysis and maximum permissible
limits in pentachlorophenol for HDDs;
(2) treatment standards under the
Resource Conservation and Recovery
Act (RCRA) for dioxin-containing
hazardous waste were proposed [anuary
14, 1986 (51 FR 1602), and promulgated
November 7, 1986 (51 FR 40572, 40615);
{3) cancellation of the dioxin-
contaminated herbicides 2,4,5-T and
silvex were completed in February 1985;

{4) a notice of intent to cancel most non-

wood preservative registrations of
pentachlorophenol was published on
January 21, 1987 (52 FR 2282); (5) a
Dioxin Update Committee (Ref. 40) of
scientific experts was convened to
determine their views in the areas of
human health effects, immunotoxicity,
bioavailability, mechanism of action
and appropriate risk assessment -
procedures for 2,3,7,8-TCDD:; and {6} a
favorable review was issued by the
Science Advisory Board of the
plication of Toxicity Equivalency
ctors developed by Drs. Barnes and
ellin to estimate the toxicity of
congeners of HDDs/HDFs other than
2,3.7,8-TCDD (Ref. 35). In addition, the
following regulatory activities are
underway within EPA to control or
eliminale potential human or
environmental exposure to HDDs/HDFs:
RCRA listing of HDDs/HDFs as “acutely
hazardous” wastes; RCRA land ban
disposal rule; evaluation of waste
streams from pentachlorophenol wood
treaters; municipal waste combustion
guidelines and evaluation of ash
residues from municipal combustion;
establishment of National Pollutant
Discharge Effluent Standards (NPDES)
discharge limits, and numerous
~Superfund site cleanup activities,

B. Background to This Final Rule

On October 22, 1984, the .
Environmental Defense Fund and the .
National Wildlife Federation filed a
citizens' petition under section 21 of
TSCA, 15 U.S.C. 2620. The petition (Ref.
14) requested that EPA commence
certain regulatory actions related to
certain HDDs and HDFs and initiate _
related investigations and research.

More specifically, the petitioners
ed EPA to use its authority under
to analyze aggregate hazards
d by multi-media releases of the
*zific HDDs/HDFs subject to this rule

(those substituted al the 2.3.7 and 8

positions on the benzene rings) and to
take action under TSCA to commence
an integrated, multi-media effort to
reduce the risks from the release of
these chemicals.

Although the petitioners
acknowledged that EPA in its Dioxin

_ Strategy (Ref. 32} has recognized the

need for a multi-media approach in
cleaning up contamination, they believe
that EPA has not taken sufficient action
to prevent future contamination from the
continued generation of HDDs and
HDFs as contaminants during the
manufacture of other chemicals and
materials. The petitioners requested that
EPA take a number of specific
regulatory and information-gathering
steps under TSCA to regulate the
HDDs/HDFs generically, as a class of
chemicals.

EPA decided that, in general, it would
deny the request to regulate the
specified HDDs/HDFs under a multi-
media TSCA approach for two reasons:
(1) The Agency was already proceeding
to gather extensive data and initiate
regulation under other, more appropriate
statutes, and (2) EPA did not have the
data needed to make a finding of
unreasonable risk under section 8 of
TSCA, the provision of the Act that
authorizes substantive regulation of
chemicals. EPA did decide, however, to
grant part of the petition and on
December 19, 1985 (50 FR 51794}
proposed this rulemaking under sections
4 and 8 of TSCA to gather additional
information on HDDs/HDFs in
commercial chemicals. EPA will review
the data submitted as a result of this
rule to decide whether additional
regulatory action under section 6 of
TSCA is warranted to limit or control
the further manufacture, processing,
distribution in commerce, and/or use of
chemicals contaminated with HDDs/
HDFs.

EPA received 13 comments to the
propased rule during the public
comment period, which closed on
February 18, 1986. On March 4, 1986,
EPA held a public hearing in
Washington, DC where three
organizations presented testimony. A
transcript of this meeting is in the public
docket file for this rule. EPA also held a
meeting closed to the public on March 4,
1986, at the request of Great Lakes
Chemical Co. (Great Lakes), to receive
confidential business information (CBl}
from Great Lakes and to request
additional CBI on listed chemicals
manufactured by the company. A
transcript of the meeting and a copy of
letters in which EPA requested specific
data are included in the rulemaking -

record for this rule. A second public
meeting was held April 22, 19306, in
Washington. DC, at the request of the
Chemical Manufacturers’ Association
(CMA), to allow CMA to present the
Agency with a proposal for an
alternative procedure for collecting the
needed data. This procedure and EPA's
evaluation of it are discussed under Unit
IV of this preamble.

As a result of comments made at
these meetings and other information
received by EPA, the Agency amended
the proposed rule and solicited public
views and data on whether to collect
process and reaction condition data on
18 additional chlorinated and
brominated benzenes under section 8(a}
of TSCA (51 FR 37612, October 23, 1986).
The Agency received five comments to
that proposed amendment and responds
to those comments in appropriate
sections of this preamble.

Also in response to comments, EPA
has amended 40 CFR Part 707 to provide
for termination of reporting for export
purposes under section 12(b} of TSCA
when testing shows no contamination of
a chemical by HDDs/HDFs above the
LOQ:s.

EPA has considered all the comments
received and other relevant information
obtained by the Agency. and has
madified other parts of the rule
appropriately. The comments are
addressed under the appropriate
sections of this preamble.

EPA believes that production,
processing, distribution, use, and
disposal of the listed chemicals may
present an unreasonable risk of injury to
human health and the environment
because of their potential for
contamination by chlorinated and
brominated dibenzo-p-dioxins and
dibenzofurans. EPA believes these
contaminants may present a health risk
at very low levels, down to 0.1 part per
billion {ppb) for 2,3.7,8-TCDD, the most
toxic congener, and for 2,3,7.8-
tetrabromodibenzo-p-dioxin (TBDD},
believed to be equally as toxic.
Therefore, this target level of
quantitation has been set for 2,3.7.8-
TCDD and 2,3,7,8-TBDD, with higher
levels for the remaining congeners
based on toxicity equivalent to that of
2,3,7.8-TCDD. These levels are targets,
and EPA expects testing laboratories to
make a good faith effort to reach these
targets. EPA's Director of the Office of
Toxic Substances (OTS) will determine
whether good faith efforts are made,
advised by a panel of experts in
analytical chemistry convened by EPA.
In cases where good faith efforts are
made, EPA will accept results higher
than the target LOQs. EPA also believes
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thal the differences in cost to test for
HDDs/HDF at 0.1 ppb or 10 ppb or even
100 ppb are very small because the
major part of the cost of testing is
incurred by separation of matrix and
clean-up of sample, and this cost will be
approximately the same for these levels.

111. Comparison of Proposed and Final
Rule

A. Testing Requirements Under Section
4

Under section 4 of TSCA, explained in
the proposed rule under Unit IL.B., EPA
proposed to require testing of 14
currently manufactured or imported
chemicals and 20 chemicals not
currently manufactured or imported. In
this rule, EPA is requiring testing for
HDD/HDF contamination of 12 currently
manufactured or imported chemicals,
and 20 chemicals not currently
manufactured or imported if their
manufacture or importation resumes.
The two chemicals removed from the list
are 2,4-Dichlorophenoxyacetic acid and
2.4-Dichlorophenoxybutyric acid,
chemicals which are both pesticides and
pesticide intermediates. Contamination
of these two chemicals by HDDs/HDFs
will be determined by a Data Call-In
Program conducted under FIFRA. The 12
chemicals, which are subject to testing
as of the promulgation date of this rule,
are listed below with their Chemical
Abstract Services (CAS) registry
numbers.

cas No. | Chemica! name

79-94-7
118-75-2

Tetrabromobisphenol-A.

2.3,5,6-Tetrachloro-2.5-cyclohexadiene-1.4.
dione.

2,4,6-Tribromophenol.

2.4-Dichiorophenol.

Decatromaodiphenylioxide.

Tetrabr phenol-A-bise! Y

Tetrabromobisphenol-A-bis-2.3-
dibromopropyiether.

Allyl ether of tetrabromobisphenol-A.

Pentabromodiphenyloxide.

Octabromodiphenyioxide.

1,2-Bs{tribromophenoxy)-ethane.

Tetrabromobisphenaql-A diacrylate.

118-79-6
120-83-2
1163-19-5
4162-45-2
21850-44-2

25327-89-3
32534-81-9
32536-52-0
J7853-59-1
55205-38-4

{EPA has assumed that a chemical is
currently manufactured if it was
manufactured since January 1, 1984.)

The 20 chemicals, which will be
subject to testing after their manufacture
or importation resumes, are listed
below.

CAS No. Chemical name

75-95-8
87-10-5
87-65-0
95-77-2
85-85-4
99-28-5
120-36-5
320-72-9
488-47-1

Totrachiorobisphenct-A.

3.4.5- frioromosalicytanikde.

2.6 Dichlorophenol.

3,4-Oichiorophencl.

2,4.5- Tachiorophenol.
2.6-Dibromo-4-nitrophenol.
2(2.44Dichiorophenoxy) ]-propanoic acid.
3.5-Ochiorosancyciic acd.
Tetrabromocatechol.

CAS No. Chemical name

§76-24-9
583-78-8
608-71-9
615-58-7
933-75-5
1940-42-7

2.3-Drchiorophenot.
2.5-Dichiorophenct.

Pentabr X
2.4-Dibromophsenol.
2.,3.6-Trichiorophenol.
4.8romo-2,5-chichiorophenol.
2577-72-2 | 3.5-Dibromosatcyianilide.
3772-94-9 | Pentachiorophenyl taurate.
37853-61-5 | Bismethyiether of iSpPhenci-A.
Akylamme tetrachiorophenate.
T "

phenol-8.

Manufacturers of any listed chemical
may request an exclusion or waiver
from testing for any of four reasons: (1)
Detailed process and reaction condition
data for the chemical show the absence
of conditions. conducive to HDD/HDF
formation: {2) existing test data on the
chemical meet the testing requirements
of this rule in terms of Quality
Assurance/Quality Control {QA/QC)
and best effort to analyze at lowest
possible LOQs; (3) an affirmation signed
by a responsible company official that
the chemical is produced at levels of 100
kilograms per year or less, and is used
only for research and development
purposes; and {4) the manufacturer
provides evidence that the chemical, due
to the cost of testing, will either be taken
off the market or will not reach the
market, and the chemical can be shown
to result in no unreasonable risk. This
last exclusion/waiver is intended to
provide an opportunity for EPA to grant
relief from testing requirements in
circumstances where the cost of testing
would preclude production of a chemical
and no unreasonable risk would result if
the chemical were produced. Requests
for exclusions/waivers must be
submitted within 60 days of the effective
date of this rule. Persons who plan to
resume manufacture. import or
processing of a chemical listed for
testing must apply for an exclusion 60
days prior to actual such resumption.
EPA will issue in the Federal Register a
notice of receipt of any requests for
exclusion under this rule, and a notice of
its decision on each such request.

Persons required to test under this
rule must, within 60 days of the effective
date, or 60 days after they become
subject to the rule, submit to EPA either
a letter of intent to test or an application
for exemption/waiver. For chlorinated
chemicals, persons who submit a notice
of intent to test must submit to EPA,
within 12 months of such submission,
chemical matrix-specific test protocols
sensitive enough to quantitate to the
target LOQs specified in this rule, or if
one or more of those levels are not
possible for a given matrix, for the
lowest possible level of quantitation
achievable. For brominated chemicals,
the protocols must be submitted within
24 months of submission of the notice of

intent to test. Should testing Le require
in the future for a chemical in whicg
both chlorine and bromine occur,
neither predominates, testing wou
required for both chlorinated and
brominated HDDs/HDFs. For a
discussion of requirements for such
protocols, see Unit IV.B.2. and §§ 766.1
766.12, 766.14, 766.16, and 766.18 of this
rule.

LOQs for each congener have been
adjusted based on toxic equivalency t
2.,3.7.8-TCDD, using the Toxic
Equivalency Factors developed by Drs
Barnes and Bellin of EPA (Refs. 4 and
35). Using very limited data, and in the
absence of data to the contrary.
brominated HDDs/HDFs have been
assumed to be as toxic as their
chlorinated counterparts.

The rule requires that these target
LOQs be achieved through the use of
high-resolution gas chromatography (1
GC) with high resolution mass spectra
detection (HR MS), unless another
method can be demonstrated to reach
the target LOQs as well or better.

EPA will convene a panel of
analytical chemists employed by the
U.S. Government and expert in HDD/
HDF analysis to review the protocols
and offer recommendations where
necessary to ensure that the metho
are capable of accurately and pre
measuring HDDs/HDFs at the tar,
or the lowest possible levels. During®
review process EPA will take into
account the possibility that interferenc
may not allow quantitation to the leve
specified and. in those cases where gc
faith efforts have been made to reach
the target LOQ, the Agency may agret
to an analytical protocol which result:
in a higher LOQ. This determination v
be made by the Director of the Office
Toxic Substances based on the
recommendation of the expert panel.

To facilitate the development of
extraction, cleanup, and analysis
procedures in these protocols. EPA w
provide a guidance document titled,
“Guidelines for the Determination of
Polyhalogenated Dibenzo-p-dioxins a
Dibenzofurans in Commerciai Produc
{Ref. 24). This guidance document ha:
been adjusted to allow (QA/QC) as
follows: the level of reproducibility is
plus/minus 20 percent, recovery leve!
for spiked internal calibration standa’
are 50 to 150 percent.

Within 6 months of the completion
EPA review of the protocols, test rest
must be submitted to EPA.

To summarize, as a result of
consideration of comments, EPA mac¢
some changes from the proposal.
chemicals manufactured both as
pesticides and as isolated interme
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of pesticide products, 2.4-
Dichlorophenoxyacetic acid and 2.4-
Dichlorophenoxybutyric acid, were
deleted from the list of chemicals to be
tested. LOQs were modified to take into
account Toxic Equivalency Factors
(TEFs) developed by EPA for the
different HDD/HDF congeners. The
timeframes for submission of protocals
and test results have been maodified.
QA/QC requirements have been
adjusted. Testing for one chemical
manufactured by Dow Chemical
Company (Dow) has been excluded as a
result of comments submitted on the
proposed rule. The rule provides
procedures whereby companies may
present to EPA information that may
convince the Agency to exclude their
chemicals from testing or waive the
testing requirements.

Finally, the regulations under TSCA
section 12(b) have been amended to
provide termination of reporting for
export purposes when data have been
submitted showing no HDDs/HDFs ]
present above the LOQs. These changes
and the reasons therefor are discussed
in the appropriate places later in this
preamble.

B. Reporting Requirements Under
Section 8

Under section 8(a) of TSCA. EPA may
require chemical manufacturers and
processors to maintain such records and
submit such reports as the Agency may
reasonably require. EPA has determined
that certain chemical manufacturers
must submit information to assist the
Agency in evaluating the risk from
chemicals potentially contaminated with
HDDs/HDFs. The data required to be
submitted under section 8 will be used
to complete a comprehensive overview
of uses, exposures, risks, and
advantages of chemicals containing or
potentially containing the HDDs/HDFs
so that EPA may assess the need for and
nature of future regulatory control
measures.

This rule requires manufacturers
(including importers) and processors of
the 12 chemicals listed for testing to
submit, 90 days after the effective date
of this rule, any available test results,
with necessary protocols, which show
the results of any existing testing of their
chemicals for concentrations of HDDs/
HDFs. These test data may also be used
to support an exclusion from testing.
Persons who manufacture or import any
of the 20 chemicals not currently in
production must submit this information
within 90 days of the resumption of )
manufacture or importation.

The manufacturers, importers, and
processors of the 12 chemicals must also
submit, under section 8(c) of TSCA.

allegations in their possession of
significant adverse reactions to HDDs/
HDFs-and. under section 8(d) of TSCA,
any unpublished health and safety
studies they may have on HDDs/HDFs.
This information must be submitted to
EPA within 90 days from the effective
date of this rule. or 90 days after the
person begins manufacture or import,
whichever is later.

In addition, should the testing
conducted under this rule or the existing
test data submitted under section 8 of
TSCA show that particular chemicals
contain HDDs/HDFs above the
designated LOQs. the manufacturers
(including importers) of those particular
chemicals must submit, under section
8(a). production volume, process and
reaction conditions, exposure, use and
disposal data as specified on EPA Form
7710-51. Submitters may request copies
of the form from the TSCA Assistance
Office, or submit the data required by
the form. In addition, these
manufacturers and importers must then
submit, under section 8(c) of TSCA,
records of alleged adverse reactions to
the tested chemicals, and, under section
8(d) of TSCA. unpublished health and
safety studies on the tested chemicals.
This section 8{a). (c), and (d})
information must be submitted 90 days
after the submission of a positive test
result as defined at § 766.3.

If testing data from this rule show that
for a particular chemical, some -
manufacturers report HDDs/HDFs
significantly above the designated LOQs
and others show no contamination, EPA
may require through publication of a
notice in the Federal Register, that all
manufacturers and importers of that
chemical submit process and reaction
condition data. This means that
manufacturers who have reported no
contamination may be required to
supply data.

Finally, under section 8(a) of TSCA,
manufacturers (except small
manufacturers) of chemicals using any
of certain listed precursor chemicals as
feedstocks or intermediates must submit
data on manufacturing process and
reaction conditions for the chemicals
they manufacture using these
precursors. These precursor chemicals
are not themselves contaminated, but
can, during further processing and under
certain reaction conditions, lead to
formation of HDDs/HDFs in other
chemicals. Should EPA learn from this
data gathering process that reaction
conditions favorable to HDD/HDF
formation exist, EPA may propose
additional chemicals for testing.

The original December 1985 proposal
listed 12 precursor chemicals. After
considering comments, however, EPA

amended the proposal and opened a
comment period to accept comments on
the addition of 18 chlorinated and
brominated benzenes to the list of
precursor chemicals.

One of these 18 added chemicals,
pentachloronitrobenzene (PCNB). was
removed from the list after comments
received in response to the proposed
amendment showed that this chemical is
not currently manufactured in the U.S.,
is imported only for use as a registered
active ingredient {pesticide use onily),
and as such is regulated under FIFRA.
All details concerning manufacturing
process, intermediates, reactions and
product chemistry for this chemical have
been submitted to EPA as required
under FIFRA's special Data Call-In letter
of May 8, 1985. Because this chemical is
not subject to TSCA jurisdiction at this
time. it has been deleted. Should EPA
receive information indicating that
PCNB manufacture or importation
resumes for non-pesticidal uses subject
to jurisdiction under TSCA. this
chemical may again be added to the list
of precursors subject to the reporting
requirements outlined above. This final
rule thus incorporates all 29 chemicals
into the precursor list.

The complete list of the 29 precursor

-chemicals appears below.

CAS No. Chemical name

85-22-3
87-61-6
87-84-3
89-61-2
89-64-5
89-69-0
92-04-6
94-74-6
94-81-5
. 95-50-1
95-56-7
95-57-8
95-88-5
95-94-3
97-50-7
99-30-9
99-54-7
106-37-6
106-46-7
108-70-3
108-86-1
108-90-7
117-18-0
120-82-1
348-51-6
350-30-1
615-67-8
626-39-1
827-94-1

Pentabromoetrryibenzens.
1.2,3-Trichiorobenzena.

1,2,3.4,5, Pentabromo-6-chlorocycichexane.
t,4-Dichiorp-2-ntrobenzene.

4 Chioro-2-nitrophenal.
2.4.5-Trichioronstrobenzene.
2-Chioro-4-phenytphenol.
4-Chioro-o-toloxy acetic acd.
4.{2-Methyl-4-chlorophenoxy) butryic acid.
0-Dichlorobenzene.
o-Bromoghenol.

o-Chiorophenot.
4-Chiororesorcinol.
1,2.8,5-Tetrachiorobenzene.
5-Chioro-2,4-dimeTthoxyandine.
2,6-Orchioro-4-sutroanitine.
1.2-Oichioro-4-nirobenzene.
Oibromobenzene.
p-Dichiorobenzene.
1.3.5-Trichlorobenzene.
Bromobenzene.

Chiorobenzene.
1,2.4,5-Tetrachioro-3-nitrobenzene.
1,2.4.Trichiorobenzene.
o-<Chiorofiuorobenzene.
3-Chioro-4-fluoronitrobenzene.
Chiorohydroquinone.
1,3.5-Tribromobenzens.
2,6-Dibromo-4 wuiroantine.

EPA made only two changes to
reporting requirements under section 8
of TSCA. After considering comments,
EPA added the 17 chlorinated and
brominated benzenes to the original 12
precursor chemicals. In addition, EPA
deleted a number of reporting
requirements for chemicals
manufactured from the precursors.
Specifically, requirements for all data
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other than process and reaction
conditions have besn eliminated. These
changes and the reasons therefor are
discussed in the appropriate places in
this preamble.

1V. Findings and Considerations
A. Findings Under Section #(a)

Section 4 of TSCA suthorizes EPA to
require. by rule. that chemical
manufacturers or processors conduct
tests to develop data relevant to the
determination that the chemicals do or
do not present an unreasonable risk of
injury to health or the environment. EPA
must make a number of findings before
it may issue a section 4 rule. Under
section 4(3)(1)(A). EPA must find that a
chemical may present an unreasonable
risk of injury to health or the
environment. that there are insufficient
data and experience upon which the
effects of activities involving the
chemical can reasonably be determined
ar predicted. and that testing of the
chemical is necesssary to develop such
data.

EPA makes four findings under
section 4(aj(1}({A} of TSCA with respect
to the 32 chemicals listed in this final
rule. First. EPA finds that these
chemicals may present an unressonable
risk of injury to health or the
environment because they may be
contaminated with HDDs/HDPFs. which
may be highly toxic even at trace levels.
Second. EPA finds that there are
insufficient data upon which the effects
of these chemicals on health or the
environment could reasonably be
determined because EPA has very little
data on whether there is any HDD/HDF
contamination and. if so, the leveis of
such contamination. Third. EPA finds
that analytical testing is necessary 0
develop data on HDD/HDF contaminant
levels because such testing is the only
way to determine conclusively whether
and at what levels HDDs/HDFs are
present. Fourth. EPA finds that this
analytical testing is relevant to
determining whether activities involving
the. 32 substances do or do not present
an unreasonable risk. Further, EPA finds
that the cost of testing for the presence
of these contaminants at the levels
proposed by EPA is reasonable given
the potentially highly toxic nature of
these HDDs/HDFs.

In support of these findings. EPA -
adopts the analysis set forth in the
preambile to the proposed rule under
Unit IV.A. and V.. modified as discussed
below. These modifications were made
as a result of consideration of comments
and other relevant information. Below,
EPA discusses the comments received
on its proposed findings. and the

Agency's response. Discussion of each
comment also contains a reference to
the person(s) who submitted it.

1. EPA's legal authority to require
analytic testing under section 4 of
TSCA—Comment 1: EPA lacks legal
authority under section 4 of TSCA to
require analytical testing for impurities
in chemicals. Section 4 does not
explicitly refer to testing for
contamination. but rather limits EPA to
requiring testing on “health and
environmental effects.” Section
4(b)(2)(A) describes the “effects” and
“characteristics” for which testing is
permitted and does not mention tests for
contamination. This position is
supported by the legisiative history. An
early Senate version of TSCA (S. 778
(1973}) contained specific language
allowing contaminant testing. That
langusge was left out of the final version
of TSCA, thus indicating that Congress
did not intend to ailow contaminant
testing under section 4. (CMA pp. 6-9;
Vulcan p. 1).

Response to Comment 1: EPA
disagrees with this narrow reading of
TSCA. EPA interprets section 4 to allow
the testing of chemicals to obtain data
relevant to & determination of
unreasonable risk. These dats include
the types of information which would be
generated by testing under the proposed
rule. EPA rejects the position taken by
these commenters, which would imit
section 4 to toxicity testing, rather than
“effects” testing.

Section 4(a) provides that EPA. after
making certain findings, may require
testing of a chemical—
to develop data .. . which sre relevant to s
determination that . . . {the chemical] does or
does not present an unreasonable risk of
injury to beaith or the environment.

Section 4{b)(2){A) states that the effects
for which test standards may be
prescribed inciude & number of specific
effects “and any other effect which may
present an unreasonable risk of injury to
heaith or the environment.” In addition.
characteristics for which standards may
be prescribed include specific
characteristics and “any other
characteristic which may present such
a(n unreasonable]j risk.”

The potential for a chemical to be
contaminated with dangerous
impurities. such as HDDs, falls within
the “effects” or “characteristics” of that
chemical which would be relevant to

" whether the chemical may present an

unreasonable risk. Requiring analytical
testing of the type discussed in the
proposed rule— the levels at which &
particular toxic contaminant, such as
HDDs. is present in a chemical
substance—is an important factor in any

determination of unreasonable risk
because it provides EPA with
information from which human and
environmental exposure to the
contaminant can be assessed. Moreover.
information on the amount of the
contaminant in e chemical substance
allows the Agency (o better assess the
hazard of that particular chemical
substance. Finaily, requiring chemical
manufacturers to conduct such
analytical chemistry testing is consistent
with the well-defined Congressional
intent in enacting TSCA that "sdequate
data should be developed with respect
to the effect of chemical substances and
mixtures on health and the environment
and that the development of such data
should be the responsibility of those
wha manufacture and those who
process such chemical substance and
mixtures{.]” TSCA section 2(b)(1).

The fact that section 4 does not
specifically mention contaminant testing
is not dispositive. The types of tests
listed in section ¢ are only examples.

Finally, CMA’s reference 10 S. 778
does not support CMA's position. S. 778
provided that. if EPA determines that a
chemical may present an unreasonable
risk. the Agency shall “prescribe
standards for a test protocoi for such
substance.” A test protocol is
specifically defined as a method to be
followed in tests to "determine the
effects of the manufacture, processing.
or distribution in commerce of &
chemical substance.” The bill goes on to
state that in prescribing the protocols.
EPA:

shall require that information pertaining to el
relevant factors with respect to the
applicable chemical substancs be developed.
Such factors include—

(A) the effects of the substance on human
health, and the magnitude of human
exposure; and.

(B) the effects of such substanca on the
environment. and the magnitude of
environmental exposurs.

(2) Standards for test protocols . . . may
require that tests be performed. in
sccordance with those protocols. for
carcinogenicity, mutagenicity, terstogenicity.
acute toxicity. subacute toxicity. chronic
toxicity. cumulative properties. synergistic
properties. clinical sffects, spidemiological
offects. ecological effects and other effects of
such substance which might cause
unreasonable risk to human health or the
environment.

CMA apparently argues that the
language referring to the “magnitude of
exposure” was deleted from the final

" version of TSCA and. thus. supports the

position that Congress limited EPA’s
authority to "effects” testing. CMA cites
no further explanation in the legisiative
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history for the deletion of the

“magnitude of " languags.

EPA views mun history as
supportive of its position. Both 8 778
and the final version of TSCA indicate
an intention that “relevant” factors be
tested. There is an additional parsllel
between the two versions. indicating
they both refer to the same types of
testing. S. 776 refers to factors relevant
10 health effects and magnitude of
exposure; TSCA refers to factors
relevant to “unreasonable risk.” Plainly,
unreasoaable risk includes elements o
toxicity and exposure.

CMA's in:ﬁnmion of the legislative
history, regardless of the effect of
deleting the “magnitude of exposure™
languags. does not affect this rule.
Contaminant testing, as noted sbove, is
“effects” testing.

2. Comments on EPA'’s approach to
this rule—Comment 2: Before requiring
testing under section 4 of TSCA on .
HDDs/HDFs, EPA should use TSCA
section 8(a) authority to collect
extensive exposure data, specifically
information on production, process. use.
and disposal. Only then can EPA
determine whether there may be an
unreasonable risk requiring testing
under section 4(a). This approach
(collecting section 8(a) information
before proposing section 4 testing rules)
is the Agency's standard spproach to
responding to recommendations for
testing chemicails made by the
Interagency Testing Committee (ITC)
under section 4(e) of TSCA. The Agency
could use the SNUR provision to gather
information on the chemicals. (CMA at
pp. 2-4: Dow at p. 2: Great Lakes at p. 2
pp. 3/4 in comments to p
amendment adding additional precursor
chemicals).

Response to Comment 2 EPA
disagrees with this comment. The
amount of exposure information nseded
to test under section ¢ of TSCA. which
requires 8 finding that a chemsicsl “may”
present an unreasonable risk, need not
be as extensive as that needed to
regulate under section 6 of TSCA. which
requires a finding that a chemical "will"
present an unreasonable risk. The
comments confuse the of
information and level of detail needed to
issus a sectioa 4 testing rule with
information needed to issus
requirements under section 6 of TSCA.

Furthermore, when EPA has
information, as it does for HDDs/HDF's,
that a chemical may be highly toxic at
very low levals, the amount of exposure
data needed to make a section 4(8)
finding may be even less definitive. For
HDDs/HDFs the major uncertainties are
their presence and levels of
concentration in commercial chemicals.

If HDDs/HDF's are present. even at low
levels, the toxicity of that chemicai may"

be high based oa the impun'l&.‘

In addition, EPA believes that it
wauld be countarproductive to obtain
section 8(a) exposure data on chamicals
potentiaily contaminated with HDDs/
HDF if testing shows that these
contaminants are in fact not preseat.
This would aiso delay the Agency’s
ability to concentrats its attention on
thoss chemicals contaminated and to
determine whether regulation to reducs
exposure is necassary. Only if
contamination is present above the
LOQs will EPA collect the detailed
procass. reaction coadition. production,
use. exposure, and disposal data to
determine whaether the chemical does in
fact present an unressonabie risk of
harm to human hesith or the
environment

Finally, EPA disagrees with the
suggestion that. instead of section 4
testing rules, SNURs under section 5{a)
of TSCA shouid be used to gather
information on particular uses of the
chemicais subject to this rule. EPA
believes the logic behind this comment
is reversed. Doing & SNUR before testing
these chemicals would only prolong the
regulatory procsss unnecessarily. The-
Agency should firet gather general
information ca HDD/HDF levels in the
manufactured chemical and then
coasider whether particular downstream
uses should be subject to regulatory
requirements. At that point, EPA could
decide such issues as whether potential
downstream uses should be subject to
SNURSs or whether substantive
regulatory requirements under section 8
of TSCA should be promuigated.
Further, gathering information oa
specific uses first would be
counterproductive, since it is a useiess
exercise 0 uigate a SNUR if, in
fact. HDDs/HDFs are not present in the
manufactured chemical Finally, a SNUR
could not be used to obtain information
on ongoing uses.

Comment 3: EPA must establish en
exposure pattern for each chemical to be
tested. (CMA at pp. 2 and 4).

Response to Comment X EPA does oot
agree. As noted above. information
required to make a section 4(a)
unreasoaable risk finding is not as
extensive as that required to regulate
under TSCA section 8. Furthermore.
under section 28 of TSCA EPA is
authorizad to take action under the Act
with respect to categories of chemicals.
Categories of chemicals include groups
that are similar in molecular structure,
in physical chemical or biological
properties. in mods of entrance into the
human body or into the environment or
in some other way suitable for

. classification. The chemicals subject to

this rule all bave the possibility of being
contaminated with HDDs/HDFs based
oa chemical structure. known pathways
to contamination. and manufacturing
coaditions which are conducive to the
formation of HDDs/HDPs. The HDDs/
HDFs are also suitabie for
categorization aiso becauses. as
discussed more {uily in the preamble of
the proposed rule and sisewhere in this
preamble. HDDs/HDFs are structurally
similar. certain of the HDDs/HDF's are
highly toxic even at low exposure levels.
there are numerous important physical/
chemical similarities between the
HDDs/HDF's and these physical
similarities have been related to the
induction of toxic effects. Thus. EPA is
justified in considering these chemicals
as a class for section 4 testing purposes

EPA believes there is potential for
human exposure to each of the 32
chemicals when they are manufactured.
processed, distributed in commerce,
used or disposed of at the levels of
concemn stated in this rule.

Comment 4. In order to set analytic
targets for impurity analysis (LOQs),
EPA must collect exposure data on each
individual chemical using section 8a) of
TSCA. (CMA st pp. 3Jand 4/p. 4n
comments to proposed amendment
adding precursors).

Response to Comment 4: EPA
disagrees. As with the comments
discussed above. this comment confuses
the data needed to determine a level at
which testing will be required with the
“action” level at which regulation may
be imposed under section 8 of TSCA.
The preamble to the proposed rule made
this distinction ciear (S0 FR 51800
(column 2)). EPA indicated that any
action level would be derived for each
individual chemical based on its
contamination levels and its potential
for exposure. and taking into account
cost of testing and benefit to society
resulting from information generated by
such testing. For testing purposes the
Agency chose levels that could possibly
present risks of concern. using genetic
exposurs scenarios, choasing the worst
cases to ensure that EPA has adequate
data to evaluate any potential risk
resuiting from low levels of all 7 HDDs
and 8 HDF's occurring in a single
chemical. Thus. the Agency can catch in
its analytical net any use that could
potentially cause uareasonable risk.

Comment 5: EPA has adequate
information under TSCA not only to
require testing under section 4. but also
has ail data needed to regulate the
chemicals immediately under section 6,
and should do so. (EDF p. 2).
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Response to Comment §: EPA
disagrees. EPA lacks important data
required to make the finding of
unreasonable risk required by section 6,
as detailed in its response to the EDF/
NWF Petition at 30 FR 4428 (Jenvary 30,
1985). EPA has determined that it can
find that the listed chemicais may
present an unreasonable risk. as
required by section 4 of TSCA. and
therefore can gather the dats needed to
determine whether these chemicals
present an unreasonable risk and
whether regulation of these chemicals
under section 8 of TSCA is appropriate.

Comment & EPA has not
demonstrated that reductions below 0.1
ppb are {easible for all HDDs and 1.0
ppb for all HDFs. EPA only referenced
Dow Chemical Company's studies of
2.3.7.8-TCDD reductions during the
manufacture of a pesticide. 2.4.5-T: thesa
studies only show reduction of one
congener to a 10 ppb level. (CMA at pp.
22 and 23). This comment, apparently, is
meant to support the position that EPA
cannot make a finding of unreasonable
risk for purposes of this rule.

Response to Comment & This
comment also confuses the nature of the
TSCA section #(a) finding with the
TSCA section &(a) finding. EPA can
justify testing a chemical based on the
limited dats indicating that Dow was
able to reduce 2.3.7.8-TCDD levels in its
product, thereby showing that regulation
may be feasible (Ref. 12). EPA does not
comment on whether such information
would justify setting particular
contaminant leveis in products.

Comment 7: The risks from exposure
to contaminants at low levels may be
much lower than predicted. based on the
low nsk from exposure to the substance
itself. Reducing the level of impurities
will have negligible effects on risks from
use of the commercial substance. The
unreasonable risk determination must
be made on the risk from the
commercial substance as marketed;
other determinations are useless from a
ris: reduction standpoint. (Dow at pp. §
and 8).

Response to Comment 7: The effect of
an impurity on risk, of course,
on the nature of the impurity. The data
on contamination of the chemical with
HDDs/HDF4. gathered from this
rulemaking, will be used by EPA to
examine the risk from exposure to the
chemical when the Agency considers ~
regulation under section 8 of TSCA.

Comment 8: EPA must consider the
conditions of use for the chemicals
listed for testing, especially when the
conditions invoive elevsted
temperatures which increase the
possibility of exposure to both residual
HDDs/HDFs and newly formed HDDs/

HDFy. Plastics workers are commonly
exposed to decomposition products
during equipment plugging and/or
malfunctions. and firefighters and
consumers are exposed to such products
during fire-related exposures. (Workere'
Institute for Sefety and Health pp. 1 and

2).

Response to Comment 8: EPA has
considered worker exposure t0 a
chemical contaminated with low levels
of HDDs/HDFs in its generic exposure
scanarios. lssues of combustion
products which may pose an
unreasonable risk are not immediately
applicable to a consideration of whether
to test a chemical for HDDs/HDFs. If
such contaminaton is found. however,
this issue will be considered in the
determination of unreasonable risk
under section 6.

Comment 9: CMA believes thet all
companies required to test will be
willing to do eo if the program is a
reasonable one. The key to CMA's
reasonsble program is establishment of
reasonable LOQs. based on o full
exposure and risk sssessment for each
chemical. and on demonstrated
capability to analyze HDDs/HDFs in
chemical matrices. The companies
required 1o test will be willing to begin
by summer (1988) and provide results
within 1 year. (Transcript to April 22
meeting. pp. 5 and &: p. 4 in comments to
proposed amendment adding sdditional
precursors.) CMA also believes the
companies would be willing to provide
the section 8 data required to establish
exposure for each chemical to determine
a reasonable LOQ based both on
exposure and capability. (Transcript at
pPp.7and 8.)

Response to Comment 8: EPA’s
concerns with s voluntary t
program lie chiefly in the lack of
enforcement powers, and the potential
for lost time if CMA and EPA could not
arrive st an agreement on the testing
conditions. CMA implies that the

must collect ax data for
each cal and perform a risk
assessment to set an LOQ for each
HDD/HDPF for each chemical. Then the
Agency must further revise its LOQ
based on what has been done in the
past to anaiyze HDDs/HDFs in
commarcial chemicals. EPA refected
that approach in response to comments
2 and 3. However, to meet CMA's
concerns about the low ievel of the
LOQs as proposed. EPA has adfusted
the LOQs somewhat. based on toxicity

" equivalencies to 2.3.7.8-TCDD. This

system allows higher LOQs for higher
halogenated HDDs/HDFs. which CMA
has said will be the more difficuit
congeners to analyze. EPA has also set
the LOQ not as an inflexible level, but

rather as a target to be met if possible.
given s reasonable emount of time buth
for an experienced analyst and for
required equipment. All of these
adjustments should considerably reduce
CMA's concerns.

3. Comments on proposed findings
under section ¢{c)}—a. Unreasonable
risk. EPA bases its unreasonable risk
determination on the analysis contained
in the preamble to the proposed rule (50
FR $1797-51800 and 31805-351808). The
data and analysis described therein
with the modifications discussed below
justify a finding under TSCA section
4(a) that the chemicals subject to this
rule may present an unreasonable risk.
such that testing of the chemicals for
HDDs/HDF is required at the LOQs
described in this rule. The toxic
potental of HDDs/HDFs carry
considerable weight in making this
determination. Two of the HDDs/HDFs
which have been tasted for
carcinogenicity are quantitatively
estimated to be potent carcinogens.
Many of the remaining HDDs/HDF's, all
of which are structurally similar to the
two which have been tested in long term
studies. have been shown 1o produca
toxic effects in animals and exhibit
biological activity in in vitro and in vivo
studies at very low levels. These HDDs/
HDFs may be present as impurities in
certain chemicals based upon reactions -
which can reasonably be expected to
occur under conditions expected to exist
during their manufacturing processes.
Thaerefare. people may be exposed to
these chemicals and their associated
impurities during production. processing.
distribution in commerce. use. and
disposal of these chemicals, and may
thereby be at risk of potential adverse
health effects associated with these
impurities.

There is an indication that exposure
to chemicals contaminated with 2.3.7.8-
TCDD at levels as low as 0.1 ppb may
pose e significant risk to workers who
manufacture the chemicals. Therefore.
the testing leveis have been set as low
as reasonably sttainable. with target
LOQs beginning at 0.1 ppb and
adjustments for esch congener based on
its toxicity relative to that of 2.3.7.8-
TCDD. the most toxic congener. EPA
expects manufscturers to make good
faith efforts to reach the target levels,
but will allow reporting of higher leveis
if it determines. based on review of the
protocol and the results of testing under
those protocois, that the manufacturer
has made a good faith effort to measure
HDDs/HDFs as low as possible in his or
her chemical. An additional reason for
targeting 0.1 ppb as the LOQ for 2.3.7.8-
TCDD is that the specification of this
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LOQ as a 1arget at the outset of the
methods development program for a
particular product can be factored into
the estimated costs necessary to achieve
the target LOQ: therefore, the actual
cost per sampie should not be
significantly affected. If the requirement
for a higher target LOQ were specified
at the outset of preliminary method
development and then lowered after
initial method development were
completed. an increase in cost of
analysis per sample would be expected
due to requirements for totai reanalysis.
EPA has found no reason to alter its
determination that the overall costs of
testing are reasonable. See Unit V,
below.

Elimination or preclusion from the
market due to cost of testing for
individual manufacturers and individual
chemicals has been considered. and
EPA has allowed manufacturers to file a
request {or exclusion from the testing -
requirements if the manufacturer can
_ also show that the chemical will not
present an unressonable risk of injury to
health or the environment. Additional
treasons for which an exclusion from
testing may be granted are: (1) The
manufacturing process is such that
conditions which may lead to formation
of HDDs/HDFs are not present: (2) the
pre-existing test data are adequate
under this rule: and (3) the chemical i»
produced in quantities of 100 kilograms
or less per year and is used for research
and development purposes. Discussion
of the comments on toxicity and
exposure appears below. Discussion of
the comments on cost appears in Unit V.

(i) Toxicity. The toxicity discussion in
the preamble to the proposed rule (30 FR
51797-51798) applies to EPA’s toxicity
finding on HDDs/HDFs. One isomer,
2.3.7.8-TCDD has been estimated by
EPA's Carcinogen Assessment Group
(CAG) to be the most potent of 38
suspected human carcinogens (50 FR
51798, column 1). The other HDDs/HDFs
subject to this rule appear to be
qualitatively similar to0 2.3,7.8-TCDD in
their toxic action and sppear to have
strong structurel and chemical
reactivities similar to 2.3.7.8-TCDD (50
FR 51798). As discussed below, EPA
sees no reason to change these basic
aspects of its toxicity finding. Howaver,
EPA has changed its determination in
one respect. Rather than considering all
HDDs/HDFs to be as toxic as 2.3.7.8-
TCDD. EPA has used TEFs to relate the
toxicity of each HDD/HDF to the
toxicity of 2.3,7.8-TCDD. These TEFs
have been deveioped by the EPA and
have been favorably reviewed by the
Agency's Science Advisory Board (SAB)
(Ref. 38). In addition. all comments

submitted in response to EPA's proposal
were favorable to use of the TEFs.

Comment 10: EPA has overestimated
the tox:c potential of HDDs/HDFs. This
is because EPA incorrectly relies on the
incremental cancer risk for lifetime
exposure t0 2.3.7.8-TCDD developed by
the Agency's CAG. This calculation is
that the incremental cancer risk is 1 in a
mitlion if an individual is exposed to
0.008 picograms per kilogram of body
weight per day (pg/kg/day) based on &
linesr low-dose model. Instead. EPA
should base its determination of potency
on a No Observed Effect Level (NOEL),
such as that developed in an analysis by
the Canadian Ministry of Environment
(Environment Canads). Environmeant
Canada recommends & maximum
Allowable Daily Intake (AD!) for 2.3.7.8-
TCDD of 10 pg/kg/day. which is 1.000
times higher than the EPA risk level.
{CMA at pp. 14 and 18.) The
Environment Canada assessment is
more appropriate because it is based on
the determination that 2.3.7,8-TCDOD is
an animal cancer promoter and not a
cancer initiator. Thus, the linear no-
threshold model used by EPA is not
appropriate. (Dow at pp. 4.)

Response to Comment 10: EPA
disagrees that it has overestimated
carcinogenic potency for purposes of
this rule. Rather EPA has employed &
scientifically acceptable method to
determine potency. This determination
applied a no-threshhold. linear low-
dose. muiti-stage mathematical model to
the results of a 2.3.7.8-TCDD feeding
study by Kociba 1978 {see Ref. 34) that
showed statistically significant
incidences of tumors in the liver. lungs,
hard palate. snd nasal turbinates of
femaie rats.

EPA believes that the no-threshold.
linear low-dose model is appropriate for
a number of reasons. First, while there is
no conclusive proof that 2.3.7.8-TCDD Is
a cancer initiator, the biological half-life
and prolonged retention time of this
compound in the human body may result
in “promoter effect” which is essentially
irreversible (Ref. 28). Thus. aithough
2.3.7.8-TCDD is not & proven cancer
initiator. the no-threshold, linear low-
dose modei is appropriate because of
the plausible mechanistic model of
tumorigenesis, which suggests that there
is some risk of tumor formation at any
level of exposure. Second. for chronic
exposure of 2.3.7.8-TCDD. experimental
evidence suggests a linear dose-
response relationship in the low dose
region for tumorigenesis and enzyme
induction (Ref. 36). Finally, for 2.3.7.8-

" TCDD the mechanisms of

carcinogenesis (the biochemical changes
that ultimately result in the

manifestations of cancer) are uninowa.
See EPA's Health Assessment
Document for Polychlorinated Diberzo-
p-Dioxins at pages 2 thraugh 7 (hereaiter
"HAD") {Ref. 34); also see Ref. 27
According to the Office of Science and
Technology Policy (OSTP). (30 FR 10371.
March 14. 1988). a linear low-dose
model. such as the one used by EPA. is
the preferred risk assessment approach
if mechanisms of carcinogenesis for a
chemical are not known. The EPA
Guidslines for Carcinogenic Risk
Assessment (51 FR 33881. September 24.
1988) agree with the OSTP policy on this
point.

With respect to the promoter versus
initiator issue. EPA agrees that ail
evidence points to the fact that 2.3.7 8.
TCDD. and by implication the HDDs/
HDFs in this rule. are potent cancer
promotors. However, current EPA policy
is contained in the Agency's Cu:Zehines
for Risk Assessment and the HAD.
which concludes that 2,3.7.8-TCDD
should aiso be trested as a cancer
initiator a8 well as & promoter. based on
a series of animal studies with 2.3.7.8.
TCDD and other compounds (Ref. 34 at
11-38 and 11-58). This approach is
endorsed by EPA's SAB (Ref. 35). While
it is true that some experts believe that
2.3.7.8-TCDD is only a cancet promoter,
and not a cancer initiator (Ref. 38]. and
that some agencies in other countries
have acted on that belief. EPA has. at
least for purposes of this testing rule.
maintained the current Agency position
to treat the HDDs/HDF's as complete
carcinogens (capable of both promotion
and initiation).

In any case. the promoter vs. in:tiator
issue may be irrelevant for risk
assessment purposes. even if 2.3.7 8-
TCDD is only a promoter. The threshold
modetl is appropriate for a promoter if
the effects trom the promaoter are
assumed to be reversible if the promoter
is removed. Thus. one may estimate a
level [reference dose) which wouid be
accepted to be without risk of harmful
effects in humans by applying an
uncertainty factor to a threshoid or
NOEL level. Because retention time and
biological haif-life of 2.3.7.8-TCDD is so
long (up to 8 years: Ref. 26), and because
its “promoting action” may not be
reversible. it may not be possible to
estimate a Reference Dose for use in a
threshoid model which takes into
account the manifestation of prolonged
effects from multipie promoters/
initiators. EPA believes that this
approach more completely addresses
the question of simultaneous exposure
10 multiple initiators in the environment
at the same time. as weil as exposure to
accumulative doses of compounds with
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g half-lives in the human body. such

1.3.7.8-TCDD.

:nvironment Canada based its

ermination that 10 pg/kg/dsy is an

:eptable level of exposure to 23.7.8-

DD 1n humans on the fact that

roductive and cancer studies show

observable effects in animais at a

se of 0.001 ug/kg/day. and set this

el as the NOEL. The NOEL is the

el at which there would be no

‘erence n risk between the

pulations exposed to 2.3.7.8-TCDD

d populations not exposed. A safety

:tor of 100 was applied m order to

1ve at the 10 pg/kg/day level. Such an

proach does not address the question
simultaneous exposure to muitiple
tiators in the environment at the same

e, and exposure to accumulative

'3es of compounds with long half-lives

the human body. such as 23.78-

Z0D.

Thus. the difference between the 10
i/kg/day level adopted by
wvironment Canada and the 0.008 pg/
3/ day level used by EPA reflect

fferences in views of the mechanism
“action by which these compounds
fect their toxicity. as well as
‘tempting to estimate the effect of
ultipie or additive initiators. EPA’y
cproach is therefore acceptable from s
'gulatory standpoint.

Comment 11: Evidence against EPA's
nduly high estimates of toxic potency
»r HDDs/HDFs can be seen in results
‘om human epidemiology studies.
xposures t0 2.3.7.8-TCDD among
erbicide manufacturing workers were
1gh enough to produce readily
uscermibie cancer excesses if potency
vere as high as EPA suggests. No such
sxcesses have been found. Further. if
ZPA’s potency values were correct. and
" background exposures to HDDs/HDF's
30 to 40 years ago were similar to
:urrent background expasures. as
iuggested by Czuczwa. et a/. (Refs. 9
ind 10]. a discernible upward trend in
:ancer mortality beginning 15 to 20
ears ago would have been cbserved.
This 1s not the case. In both the
1erbicide worker study and the
predicted background levels, the number

of excess cancer deaths predicted by
EPA exceeds the sensitivity of
measurement by a factor of 10.
Therefore. the EPA potency estimate is
at least ten times too large. (CMA at pp-
15 and 168.)

Response to Comment 11: EPA
disagrees that the results from the -
epidemialogy studies cited above show
that EPA’s estimate of the potency level
for 2.3.2.8-TCDD is too high. EPA has
always maintained that the Agency’s
estimate of toxic potency for 2.3.7.8-
TCDD is in fact an upper mit; that is.

the Agency does not think that the
potency is likely to be greater than the
given estimate and, in fact. may be less.
While it may be true that the real
potency may be something less than
EPA's suggested upper himit. it is not
clear that the scientific data base
availabie at this time presents evidence
strong enaugh to support some other
(lower) estimate.

Further. epidemiologic studies are
inherently capable of detecting only
comparatively large incidences of
cancer, and confounding factors such as
long latency periods. bias. and poor
exposure charecterization often affect
the adequacy of the study. The use of
data by Czuczwa, et o/. cannot be used
to identify genersl population exposure
levels. because neither study was of &
statistical design from which one could
infer genera] U.S. exposures. Czuczwa
studied twao lakes in Michigan, Lake
Siskiwit and Lake Huron. These studies
of the lake sediments show that HDDe/
HDFs were deposited in lake sediments
beginning around 1940. generaily
increasing thereafter. and that the
distribution of congeners found -
corresponds with present-day
concentrations of congeners associated
with emissions from combustion of fuel
and wastes. While these studies were
not directly intended to address the
question of general environmental levels
of HDDs/HDFs. Cauczwa notes that the
levels of HDDe and HDFs in the Great
Lakes Basin may be higher than in other
areas of the U.S. due to heavy chemical
production and waste mcineration.

Commeniers suggested a comparison
between general background levels of
HDDs/HDF's and cancer mortality
trends. Such a comparison is limited due
to the inability to characterize general
popuiation ba und exposurs 0
HDDs/HDFs. While EPA bas no resson
to believe that the HDD/HDF lavels
found by Czuczwa, et ol.. are
represeniative of levels in the rest of the
U.S.. there does appear to be » plausible
basis for the hypothesis that background
levels of HDDs/HDF's exist in the
general population. The sources of these
background levels are likely to be
dispersed. and could include point
sources (such as suggested by
Czuczwa's Great Lakes Basin data
above) that lead to general
contamination of the food chain. up to
and including mother's milk, for
example.

- If one hypothesized that general
population exposures have been
increasing in the last 30 to 40 years.
although it is not-possible to identify
level or magnitude of increase. one
might expect to see increases in cancer
mortality. In reality, however. the

incidence of most forms of cancer is
generally steady or declining, with the
notable exception of lung cancer
(directly attributable to cigarette
smoking). which is on the increase.
particularly among women. Without »
definitive link between general
background leveis of HDDs/HDFs in the
environment as weil as in the general
population. and the current increase or
decrease of specific types of cancer. the
increase (or decrease) in excess cancer
mortality attributable to exposure t0
HDDs/HDFs in the environment or the
individual cannot be accurately
predicted. as suggested above by CMA.

Examination of total neoplastic
mortality is insensitive for this type of
ecologic analysis due to 8 high
background incidence. but examination
of site-specific mortality can yield
information. It is not unreasonable o
look at connective tssue and soft tissue
cancer mortality since a limited amount
of evidence suggests this may be a
target site. From this ecolognc
examination. an increase in connective
tissue and soft tissue cancer mortality
rates is ssen for all races {white and
nonwhite) and sexes (male and femaie).

The epidemiologic evidence from both
Sweden and New Zesland regerding
HDD exposure from contaminated
herbicides and the incidence of cancer
in humans have been subjected to
considerable scrutiny due to poorly
charscterized exposare estimates and
other confounding factors. but
emphasizes that the epidemiological
inference supporting the relationship
between human exposures to phenoxy
herbicides contaminated with TCDD
and the occurrence of soft tissue
sarcoma remains strong. EPA believes
the associstion reported in the two
Swedish soft tissue sarcoma studies are
strong enough to make it unlikely that
they have resulted entirely from rsndom
variations. bias. or confounding faciors.
A similar view has been expressed by
Dr. Aaron Blair. of the National Cancer
Institute (NCI), who after evaloating
existing human data regarding dioxin
and cancer summarized that,

The epidemiologic svidence regarding
dioxin exposare end cancer is coatradiciary.
In fact the contradiction is striking. On one
hand we have the Scandinavian studiss
where striking excesses of lymphoma (5-foid}
and soft tigsus sarcomas (3-$ fold) ocenr and
on the other hand studies from New Zaaiand
find no risk or only slight nek of these .
tumors. As it stands now the epidemuolagic
data are not persuasive regarding one
interpretation over the other. The high
relative risk seen in \he Swedish studies.
however. cannot be dismissed (Ref. 40).
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Regarding the analysis of HDDs/
HDFs in adipose tissue from persons
{rom the St. Louis. Mo. areq, the analysis
of 35 samples. of which 8 showed
detectable HDD/HDF levels. is too small
a sample size to be representative of the
U.S. population as a whole. Furthermore.
the samples were not taken from a
statistically-designed study. The
epidemiologic swudies are limited in thoir
ability to be compared with the animal-
based prediction of human cancer risk.

The issue of determining exposures in
epidemiologic studies is a perennial one,
confounded even more by the potential
for background exposure and the
existence of background levels ia the
general population. as discussed above.
Although scientific conjecture and
subsequent relative studies in the U.S.
and elsewhere have not yet resolved
these discrepancies, EPA maintains that
this suggestive link is indicative of ths
unresolved concern relating 23.7.8-
TCDD exposure to cancer in humans.
Until these concemns are resolved. EPA
will continue to interpret these studics
as suggestive evidence of the potential
carcinogenic effect of 2.3.7.8-TCDD.

Comment 12: EPA has overiooked the
fact that animal species vary greatly in
their toxic response to HDDs/HDFs.
(CMA at p. 14.}

Response to Comment 12 EPA is
aware that there is & wide species
difference in toxicity for HDDs/HDFs.
For 2,3.7.8-TCDD. science has been
unable to determine why such variation
exists, or where humans fit into the
spectrum of other mammals. This issue
was discussed in an EPA SAB hearing
November 4, 1988. where the SAB noted
that the species difference in toxic
responses to different HDDs/HDF's is
likely to be due to genetic, metabolism.
and absorption factors. The SAB
acknowledged the lack of data in these
areas and encouraged EPA to sponsor
research on metabolism and on
carcinogenicity of untested co

[n the absence of data. EPA cannot
say that the human is more or less
sensitive than any other species. EPA’s
Carcinogenicity Risk Assessment
Guidelines indicate that for regulatory
purposes EPA will choose the most
sensitive species. Por HDDe/HDFs,
moreover. the cause for concemn is that
those HDDs/HDFs which have been
tested show toxic responses at very low
levels. See Unit {V.A.1.a. of the
proposed rule. A

Comment 13: EPA assumes without
verification that ail HDDs/HDF's are
carcinogenic. although most have never
been tested for carcinogenicity. (CMA at
p. 14).

Response to Comment 13: This
comment misinterprets the nature of

EPA'’s decision n this rulemaking. EPA
acknowledges that few of the HDDs/
HDF's have actuaily been tested for
carcinogenicity. Only 2.3.7.8-TCDD and
a mixture of 2.3.7.8-substituted Hx CDDs.
have been tested. but they are the most
potent animal carcinogens evaluated by
EPA 0 date. The basis of the
toxicological finding in this rule is the
structurai activity reistionships among
the HDDs/HDFs. Experimental data
have accumulated which clearly
indicate & link between intraceilutar
biochemical mechanism and whole
animal toxicities from exposure to
HDDs/HDFs. The occurrence of these
biochemical phenomena sppear (o be
closely related to the structure of the
HDDs/HDFs: the more similar the
structure 10 2.3.7.8-TCDD the more toxic
is the compound. (Refs. 3. 21. and 22).
Limited /n vivo and in vitro dats support
the structure/activity argument that
2.3.7.8-substituted HDDs/HDF's share
qualitative toxicity properties with
2.3.2.86-TCDD (see 50 FR 51798). This
similarity of response is noted in a wide
range of toxic endpoints including
limited carcinogenicity and
teratogenicity results. Therefore it is
prudent to consider that similar HDDs/
HDF's have similar toxic potentials,
including carcinogenicity (Ref. 4).

Comment 14; EPA incotrectly refers to
“suggestive” epidemiological evidence
linking 2.3.7.8-TCDD to the occurrence of
cancer. All studies other than those of a
single investigator have not found any
such link and this study has been
subjected to significant criticism. (CMA
at p. 14},

Response to Comment 14: EPA does
not mean to state that epidemiological
studies are persuasive regarding any
interpretation. The epidemiological
evidencs is contradictory. See Response
to Comment 11 above. Howaver. the
high relative risk of certain Swedish
studies of herbicide workers cannot be
totally dismissed. Furthermore. & recent
study of farmers in Kansas provides
additional evidence that epidemiological
evidence is suggestive of & positive link
between excess cancers and exposure to
a HDD-containing herbicide (Ref. 18).

Comment 15: In setting LOQs EPA
should use the Toxic Equivaiency
Faclors (TEFs) developed by the
Agency. (Dow at p. 8: March 4 1966,
Hearmg Transcript at pp. 12 and 13. 20
and 21: CMA at pp. 39 and 40).

Response to Comment 15 EPA
requested comment on the use of its
TEFs in the preamble to the proposed
rule. 50 FR 51800, column 2 Sinca that
time the concept has been reviewed
favorably by the Agency's Risk
Assessment Forum., the Risk
Assessment Council, and the SAB (Ref.

15}. Moreover. the response both from
commaents and from the pubiic meetings
was favorable toward using TEFs to set
LOQo. aithough the various parties
recommended different approaches to
their use. CMA sdvocated using the
TEFs along with actusi exposures to
each congener to deveiop LOQs. [n
contrast, the Environmental Defense

- Fund (EDF) recommended applying the

TEFs so that the sum of all HDD/HDF
congeners found in any chemical would
not exceed 0.1 ppb. This would involve
an analysis to determine which
congeners were present. and an
application of the TEFs to determine the
level of quantitation for each. (March 4.
1988, Hearing Transcript at pp. 33 and
34). This would necessitate levels in the
parts per trillion range. which EPA
believes is not generally achievable in
chemical matrices. based on experence
in EPA laboratories.

Since EPA has elected to treat the
chemicals as a class for purposes of this
rule, EPA has rejected setting LOQs on a
chemical-by-chemical basis. as noted
above in response to comment 4. With
respect to EDF s scheme. EPA believes
that these LOQs would be tao low ta be
reasonably and accurately measured.

EPA has decided to use 0.3 ppb as a
target leval for 2.3.7.8-TCDD. because
the Agency's generic assessment of nsk
shows a potential worst-case risk from
dermal exposure to workers from that
congener present at that level. and has
set target LOQs for all other congeners
at some level above 0.1 ppb because
those congeners are. according to the
TEF scheme. likely to be less toxic than
2.3.7.86-TCDD.

With regard to the brominated
species. EPA had a different problem
since the TEFs have been set only for
chlorinated HDDs/HDFs. Thus. EPA had
the choice of setting the LOQs for the
brominated HDDs/HDF's at the same
level as their chlorinated counterparts.
based on the assumption that the
brominated counterpart is equally toxic.
or of leaving the LOQ for brominated
HDDs/HDF's at the proposed level of 0.1
ppb. Very little data have been collected
on bromunated HDDs/HDFs. but that
which have been collected suggest that
brominated HDDs/HDF's are generally
as toxic as their chiorinated analogues
{Ref. 28).

For purposes of this rule. EPA has
assumed equal toxicity. and has
adjusted the LOQs for brominated
HDDs/HDFs to match those of their
chiorinated analogues.

The new LOQs are as follows: 0.1 ppb
for T,HDDs: 0.2 ppb for RRHDDs. 2.5 ppd
for Hxe HDDs: 100 ppb for HprHDDs: 1.0
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ppb for T{HDFs: 1.0 ppb for AHDFs: 10
ppb for HxeHDFs: 100 ppb for HwWHDFs.
Comment 16 EPA should eliminate

the heptahalogenated congeners from
the testing requirement because toxicity
for these congeners is orders of
magnitude less than that of 23,78
TCDD. (CMA at p. 42).

Response to Comment 16: EPA agrees
that its TEF scheme indicates that the
heptahalogenated congeners are
considerably less toxic than 2.3.7.8-
TCDD. but does not agree that they
should be dropped from the testing
requirement. [n chemicals which have
been tested. such as pentachlorophencl
the heptachlorinated dioxins are present
in such large quantities that they couid
produce a toxic effect, even though their
individual toxicity is many times lower
than that of 2.3.7.8-TCDD (Refs. 4 and 8).
In addition. the higher halogenated
congeners have a tendency to
dehalogenate in the presence of light to
lower halogenated. and more toxic,
congeners. (April 2. 1988. Hesring
Transcript at pp. 46 and 47: comments
submitted by Cambridge Isotope
Laboratories (CIL)). There is also some
evidence that higher halogenated
HDDs/HDFs may have longer haif lives
in the human body. thereby enbancing
their toxic potential (Ref. 28). For these
reasons EPA has not removed the
heptahalogenated congeners from the
testing requirement. but bas adjusted the
LOQs based on the TEFs.

Commen: 17: EPA shouid not have
excluded iodinated and fluorinated
species from this rule. Studies suggest
that fluonnated dioxins are more
biologically active than chlonnated or
brominated ones and there is the
possibility that fluorinated compounds
could replace chlorinated or brominated
compounds. (March 4. 1386, Hearing
Transcript at p.  EDF atp. & p. 2 in
comments to proposed amendment
adding additional precursors).

Response to Comment 17: EPA has
decided not to focus on the fluorinated
and iodinated compounds in this rule.
Straight substitution of fluorine or iodine
for chlorine or bromine producss
compoundas with considerably different
physicochemical and biological
properties, thus indicating that fluorine
and iodinated compounds would not be
good substitutes for chiorinated or
brominated compounds as commercial
products. However. 1t i3 possible that -
fluorinated and ioamated compounds
{which may theoretically be pregisposed.
to HDD/HDF contamination) may be
used to formulste commercial chemical
products on an increasingly larger scale
in the future. At the present tirme,
however. the use of these compounds in
the manufacture of commercial chemical

products is smail in comparison to the
number of products using chiorinated or
brominated chemicals.

Devslopment of the anaiytical
methodology. including appropriste
stendards. Neceseary 10 ensure accurste
analysis with appropriate QA/QC
procedures for the iodinated snd
fluorinated compounds does not appear
to be cost effective at this time. There is
no indication that any commercial
laboratory is stiempting t0 make such
standards. end the coet of developing
standards was one of the major costs of
this final rale.

EPA may receive information. either
as & result of the reporting requirements
in this rule, or from information reported
to the Agency in response to
requirements promulgsted under TSCA
or other statutes, on the production. we.
or disposal of these iodinated or
fluorinated compounds. in the event this
information indicatas thet these
chemicais are being used on an
increasingly frequsnt basis to replace
chlorine and bromine in the manufacture
of chemicals to which perscns may be
exposed. EPA will investigata. as it has
for the chiorinated and brominated
chemical compounds in this final rale,
the potentiai for contamination with
HDDs/HDFs, the likelikood of
subeequent human exposure and the
potential for unreasonabie risk.

(id) Exposure. EPA's proposed rule
estimated exposure 1o the HDDe/HDFs
subject to this ruie by analyzing the
risks that could theoretically occur Hf the
chemicals subject to testing were
contaminated with 2.3,7,6-TCDD. and by
implication the other HDDe/HDFs, in
the 0.1 ppb to 1.0 ppm runges. The
Agency spplied these ranges 1o

eXposurs Cenarics
consisting of dermal exposure to &
household cleaner and to chemicals in
the workplece. Theoretical risks
resulting from the 0.1 ppb and 1.0 ppm
cantemina on levels in the
representative EXposurs SCERArios were
calculsted using Lifetime Average Daily
Dose (LADD) values in the muitistage
linear low-dose model discussed sbovs.
{See 30 FR §1798-31798). The rizks

" ranged from a theoretical 1 in 1

occurrence for cocupational dermal
exposure at a contaminast level of 1
ppm to an individual risk level of
approximately 4 n 10 million for
consumer exposare to household
cleaners contaminated at 0.1

EPA ackpowledges that of the
exposure analysis in the proposal
indicated a higher risk than may be
expectad: however. after analywing the
comments on its expesure modeling. the
Agency has conciuded that. for parposes
of this rule, the 0.1 ppb LOQ is an

appropriate target level for testing
2.3.7.6-TCDD. This is based on
modifications to the existing
occupational exposure scenaria. which
indicates there could be potential risk to
chermical workers from 2.3.7.8-TCUD
exposure st 0.1 ppb. The same target
LOQ has been set for 2.3.7.8-TBDD. As
noted above. the target LOQs for the
other HDDs/HDF's have been adfusted
upward using the TEFs. Analysis for any
HDDs/HDFs in chemical matrices down
to 0.1 ppb will be very difficuit, but
especially difficuit for higher
halogenated HDDs/HDFs. However, the
toxicity of the HDDs/HDF's in this case
may be expected to decrease with the
degree of halogenation. so that use of
the TEF's adjusts the LOQs upward for
the higher halogenated congeners. EPA
has also set the LOQs as a target. since
the leveis set may not be achievable in
some chemical matrices. A review of the
cost of analysis on a per-sample basis at
these target levels indicated that the
diffarences in costs associated with
analysis at higher lewals are not
appreciably significant if the target LOQ -
is specified at the outset in analytical
method deveiopment. If the target LOQ
were established at s higher level before
allocation of resources for method
development. then lowered 10 & more
conservative target level. an increase in
cost per analysis would be expected
because of reanalysis at the lower level.
The exposure scenarios show that the
risks posed by exposure to workers at
the 1 ppm range may be substantial.
Therefore, EPA has decided that the
modified occupational dermal exposure
scenario provides an adequate basis for
choosing 0.1 ppb as the appropriate
target testing level for the tetra HDD/
HDF congeners, which are those of
greatest concem to the Agency.
Choosing the 0.1 ppb level as the lowest
testing level will allow EPA to evaluate
m;‘g’ the potential risks resulting from
low levels of all the HDDs/HDF's once
the testing data are submitted. and will
allow the Agency to catch in its
analytical net any use that could
potentially cause unreasonabie risk.
including possible new uses.

In additian. it is better to analyzs
these compounds st low levels when
they are first created. rether than weit
unti] they bave entered environmental
pathways, such as food chains end
water supplies. and may have caused
widespread contamination. in addition,
because these compounds are difficult
to monitor at trace levels in the
environment using standard techniques,
they are best anslysed when they are
first created in the manufacturing
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precess for later prediction of
environmental contamination.

EPA's responses to comments on its
exposure analysis are discussed below.

Comment 18 EPA’s consumer
exposure scenario based on a household
cleaner is not representative of the uses
of the chemicals subject to this rule,
since none of those chemicals are used
in such products and many are used
almost exclusively in applications in
which they are bound into polymeric
matrices and thus are unavailable for
human exposure. In fact, the household
clesner scenario is based on use of
phenolic compounds in pesticides,
which are not subject to TSCA
jurisdiction. (CMA at pp. 18 and 19.)

Response to Comment 18 EPA
concludes that the household cleaner
scenario is relevant to this rulemaking.
While the specific scenario used by EPA
on househoid cleaners is based on a
pesticide use not subject to regulation
under TSCA. EPA has no indication that
the chemicals subject to this rale may
not be in products intended for similar
uses that may be subject to TSCA. For
exampls. no comments indicated that
particular chemicals are not or could not
be used for some kind of sprayed
application or might aot bave some
potential high exposure pattern. [ndeed,
there is some evidence that the use of
certain chemicals may possibly result in
high exposure patterns, most notably
compounds used as additive or blended
fire retardants. or as dye carriers for
textile dyes. An additive fire retardant is
topically applied to the desired
materials (e.g.. fabric, wood. synthetics),
rather than incorporsted into the
product matrix by physical bonding or
chemical reactivity (Ref. 13).

Since EPA has some indication that
chemicals related to chemicals subject
to this ruls may be used in high
exposure situations. of
the chemicals subject to this rule have
an affirmative duty to inform the
Age::zd thlthﬁz chemicals. in ‘ﬁ" are
not in high exposure situations,
and could not be used in high exposure
situations. After all. manufacturers
should have such information in their
possession and in many cases may
tepresent the only way in which EPA
may obtain it. [nstead. CMA. the -
representative of the industry, only
states that none of the chemicals to be
tested is “currently” used in hounshold
cieaner applications and that “many" of
the chemicals are used “almost
exclusively” in bound matrices. (CMA at
19). EPA assumes this statement does
not refute the Agency's determination
that the chemicals could possibly be
used in high exposure situations or that
some are currently being used other

than in bound matrices. Indeed. while a
particular manufacturer may feel
confident that its current uses are in
totally bound matrices. the same
manufacturer may develop a new high
exposure use in the future or another
manufacturer may be currently
producing the same chemical for a high
exposure use.

The household cleaner analysis.
therefore, which shows individual risks
at ¢ in 10 million for the 0.1 ppb level
and individual risks of 4 in 1 thousand at
the 1.0 ppm level. merely indicates that
EPA. for testing purposes. should be
concernad with some intermadiate level
if no other risk scenario were to apply.
Of course as noted above and more fully
discussed below, the dermal
occupational scenario gives EPA reason
to belisve that the 0.1 ppb level may be
of concern for soms HDDs/HDFs.

Comment 19: Even if EPA's
calculations regarding risk of the
household cleaner scenario are relevant
to this rule. the Agency's calculations
are unrealistic. A realistic scenario
demonstrates that this use would not
pose an unreasonable risk even if
2.3.7.8-TCDD were present at 1 ppm. If &
disinfectant with active ingredisats
present at 0.1 percent levels were
contaminated with 1 ppm HDDs/HDFs,
once weskly usage. even assuming 100
percent absorption, over 58 years would
yield s LADD of 4.8 x10"'* mg/kg/day
(4.8 10" ug/kg/day). This is two
orders of magnitude less than EPA's
LADD of 27 x 10°* ug/kg/day. (CMA at
pp. 18 and 19).

Response to Comment 19: EPA rejects
this comment. The Agency's calculations
at the 1 ppm contamination level are
reasonable. The difference between the
two calculations resuits from CMA's
assuming active ingredients present at
0.1 percent and EPA’s assumption of a
4.8 percent active ingredient
concentration. EPA’s assumption comes
from a common household cleansr label
CMA gives no reason for assuming & 0.1
percent level. or why that level is more
appropriate than EPA'S level. The
remainder of the difference is accounted
for by EPA’'s assuming a 70-year lifstime
exposure and CMA's assuming 58 years
CMA gives no reason why EPA’s
assumption is incorrect. or why EPA
should deviate from its usual '
assumption. In any event, the difference
between these two assumptions is
negligible for analytical ses.

EPA's individual risk analysis at 1
ppm concentration in household
cleaners of ¢ in 1.000, therefore, is a

-reasonable calculation and gives EPA

cause for concern.
Comment 20> A more relevant worst-
case consumer ¢xposure scenario would

be the leaching of chemicais from pias:.c |
handles containing flame retardants.
This shows a negligible consumer
exposure. This exposure scenario. even
with chemicais contaminated with
HDDs/HDF's at 1 ppm. shows a worst-
case LADD at 1.3 x10"*mg/kg/day
(1.3x10°* ug/kg/day). (CMA p. 20).

Response to Comment 20: EPA
disagrees that the plastic handle
scenario is the worst-case consumer
exposure scenano that should be used
for this rule. As noted above. EPA
believes that the appropnate analysis to
use is the household cleaner scenano.
Furthermore. the LADD cslculated by
CMA would still present a nsk of
concern for testing purposes under
EPA'’s linear low-dose nsk assessment
model, because CMA's calculated
worst-case LADD of 1.3x10"* mg/kg/
day (1.3x10°* ug/kg/day) wouid sull
yield oncogenic risk estimates higher
than 1x10°* This level can be used as a
trigger for testing purposes. given EPA's
other concaras with respect to the
chemicals subject to this rule.

Comment 21: EPA’s worker exposure
scenarios are uarealistic. The Agency
assumes that both hands are immersed
in the chemical daily. despite the fact
that in some cases, such as 2.4-
dichlorophenol. a single such incident
would cause severe thermal and
chemical burns. Similar burns would be
expected for most of the chemucals to be
tested as they are high-melting solids. In
fact, using medical records from certain
chemical companies showing average
worker dermal exposure of less than 2
cmy skin surface per year. and assum:ng
the matertal contains 1 ppm 2.3.7 8-
TCDD. the LADD wouid be only
8.7x10" " mg/kg/day (8.7 10" * ug/kg/
day). This contrasts with EPA’s LADD
of 0.1 ppb of 2.11 %10 * ug/kg/day (or
2.11x10"* ug/kg/day at 1 ppm.} (CMA
atpp. 20 and 21).

Response to Comment 21: EPA’s
exposure scenario is not a statement by
the Agency that workers would. in fact.
immerse their hands in vats of chem:cal
liquids: rather. the scenario s a
quantitative surrogate for the types of
exposures that may occur in a chemical
plant. usually as a result of accidental
spills, resultant cleanup efforts invoiving
the lack of protective clothing (e.g..
gloves. goggles. etc.). and instances of
worker igence in handling small
amounts of potentially hazardous
chemical substances. Thus. EPA’s intent
was not to suggest that worker exposure
results from total immersion of the
hands in chemical liquids. but rather to
provide a worst-case estimate based on
the total unprotected area of the hands
which could be exposed resulting from
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these types of spills, cleanup efforts. or
improper handling practices.

In response to comments regarding
the reasonableness of EPA's estimate of
worker exposure. EPA re-evaiuated its
occupational exposure estimates. EPA
contacted representatives of OSHA.
NIOSH. the Amencan Industrial
Hygienists and the American Council of
Government industriai Hygienists to
solicit data on the reasonableness of
EPA’s exposure assumptions (Ref. 42).
Although EPA's contacts were unable to
provide estimates for the entire
chemical synthesis industry (because of
subatantial differences among the
processes. worker activities and
industrial hygiene practices), they did -
agree that the sssumption that a skin
area equal to both hands. exposed to a
chemical each day. is too high. Based on
their information EPA believes a more
reasonable estimate ranges from the
area of 1 hand to the area of one-half of
1 hand exposed to the chemical
substance during each time. or event,
when the worker is exposed. or an
estimate of 10 percent of the skin area
equivalent 10 2 hands exposed each day.

To estimate the number of times a
worker is exposed to a chemical each
year. EPA used as a surrogate an
estimate of 77 as the average number of
drumming. bagging and transfer
operations per year. Then EPA
calculated the LADD assuming that both
an area equal to one-half of 1 hand and
an area equal to 1 hand. was exposed to
the chemical substance each time. The
LADD for one half of 1 hand exposed. if
the chemical is contaminated at 0.1 ppd
i$ 2% 10" ug/kg/day. The LADD for 1
hand exposed. if the chemical is
contaminated at 0.1 ppb, is 4X10"% both
LADD's result in a risk of 10°% If the
assumption is made that only 10 percent
of the skin area of a worker’s 2 hands
will be exposed to the chemical
substance each work day, the LADD {s
2x10°", agsin resulting in a risk of 10™*
(Ref 42).

Minor differences in seversl other
assumptions account for the remaining
difference in the LADDs. but these
differences are insignificant. Por
example. EPA assumned the liquid ilm -
thickness on exposed skin surfaces at
1.8 10" % cm: the density of the liquid at
1.38 gm/cm3, and the number of years of
exposure at 70 years. CMA assumed
liquid film thickness at 1.5x10"*cm. a
liquid density of 1.3 gm/cm? and 58
years for lifetime exposure. . -

EPA believes that CMA's suggestion
of an average dermal exposure of less
than 2 cm? skin surface per year is
unrealistic based on normal chemical
manufacturing practices. including
accidental spills and resulting cleanup

efforts involving lack of protective
clothing. and even isolated instances of
worker negligence in handling such
chemical substances. Unless the event is
serious or widespread enough to cause a
slowdown or halt of the production
process. the event usually goes
unreported. The estimate of skin area
exposed during chemical manufacture
by the personnel contacted by EPA are
orders of magnitude larger than CMA's 2
cm?®per year (Ref. 42).

Comment 22: Hypothetical worker
inhalation exposures show extremely
low LADDs and would not justify the
LOQs in this rule. (CMA at p. 21).

Response to Comment 22: Because of
the very low vapor pressure of 2.3.7.8-
TCDD in its pure form (1.7 x10"* mm/
Hg). inhalation toxicity scenarios were
inctuded in a support document {Ref. 43)
but were not used to calculate
exposures for purposes of this rule.
Thesae calculations can provide LADDs
which may be useful in assessing an
overall estimate of risk when considered
with rigk estimates based on other
routes of exposure but, taken alone. do
not allow a meaningful evaluation of
potential risk. While EPA is unable to
state whether risk from inhalation
exposure. alone. is significant, such risk
adds to the Agency's concern when
considered with risk from posaible

dermal ure.

($i) &Sucim and wajsvers. EPA will
exclude chemicals from testing based
upon submission of prior test data which
satisfy TSCA section 4(a)(1){a)i)
requirements, or submission of detailed
process and reaction condition data
which show that conditions known to be
conducive to HDD/HDF formation are
not presant. EPA will waive testing
requirements for any chemical produced
in quantities of 100 kg/year or less for
purposes of ressarch and development.
When production of that chemical
exceeds 100 kg/year, the waiver expires,
and the producer then becomes subject
to the testing requirements in this rule.
EPA will also waive testing
requirements for those developmental
chemicals that. due to the costs of
testing, either will be taken off the
market or will not reach the market.
While EPA believes that a potentially |
highly toxic chemical should notbe .
marketed if it cannot bear the costs of
testing, the Agency will consider a
waiver to testing in appropriate
circumstances.

If a manufacturer has a developmental
chemical that, due 10 the costs of testing,
either will be taken off the market or
will not reach the market. it may apply
for a waiver by submitting information
to EPA that shows such adverse market
effects. EPA will evaluate that

information to determine whether the
manufacturer's allegations of market
effects will, in fact. occur. If EPA agrees
with the manufacturer. the Agency will
then weigh the potential risks of the
chemical egainst the costs of testing to
determine whether testing is warranted
under this rule even at the
developmental stage. EPA will grant the
waiver, with appropriate conditions. if
the risks do not outweigh the costs of
testing for that particular chemical.
These criteria are similar to those EPA
employs in evaluating whether chemics!
substances should be restricted under
section 3{(e) of TSCA.

EPA axpects this waiver to be
applicable only to chemicals
manufsctured in amounts of no more
than 2,000 to 5.000 total pounds
annuaily. Preliminary analysis of data
submitted for this rule shows that this
waiver will apply to only one chemical
produced by Arco Speciaity Products
Division. which was recently sold to
Horsehead Industries. ,

b. Insufficient dato. In the preamble to0

the proposed ruie EPA stated that, with -

the exception of some data on 2.3.7.5-
TCDD and even less data on seversl
related congeners. the Agency has little
or no data on concentrations of HDDs/
HDFs in commercial chemicals upon
which to base s determination of
unreasonable risk (38 FR 51800). EPA
recsived comments relative to this issue
on two chemicals. and discusses those
comments below. As a result of the data
submitted. the Agency has excluded 1
gade of decabromodiphenyl oxide
produced by DOW, for which a 2-year
bioassay and an anslysis for HDDs/
HDF's in the test article was done. For
Tetrabromobisphenol-A. the other
chemical on which comments were
received with respect to insufficient
data. the CY see$ no resson to
change its determination that existing
data is insufficient and thus testing is
necessary to obtain that data.

Comment 23: Existing bioassay data
plus chemical analysis for HDDs/HDFs
for decabromodiphenyl oxide provide
sll data needed to show absence of
unreasonable risk. Acuts, 28-day
feeding, mutagenicity and 2-year feeding
studies found no significant adverse
toxicologic effects for
decabromodiphenyl oxide. An snalysis
of the test article used in these studies
for the presence of HDDs/HDFs
revesied none present at 1.0 ppb. the
lowast level achievable in the analysis.
(CMA p. 4. Dow pp. 5-8).

Response to Comment 23: EPA has
examined the data submitted on
decabromodiphenyl oxide in which
toxicology and carcinogenesis studies

[
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were performed by NTP, along with a
chemical analysis for the presence of
HDDs/HDFs. The toxicology and
carcinogenesis studies were perforraed
on both rats and mics, at doses of 0.
25,000 and 50.000 ppan in the dist.
Results included increased incidences of
neoplastic nodules of the liver in low
dose males. and in high dose groups of
each sex, equivocal evidence of
carcinogenicity for male mice as shown
by increased incidences of
hepatoceilular adenomas or carcinomas
(combined) in the low dose group and of
thyroid gland follicular cell adenomas or
carcinomas (combined) i both dosad
groups, and ne evidence of
carcinogenicity for female mice. An
accompanying analysis by NTP with
appropriate QA/QC and using GC/MS,
showed no HDDs/HDF's in the 2
sampies analyzed at the level of 1 ppb.
While EPA does not necassarily concur
with the fact that the tests show no
unreasonable risk. the Agency does
agree that testing under this ruls would
not be warranted. in view of the
extensive bicassay data combined with
existing test data with adequate QA/
QC. Tharefore. EPA will exempt the
grade of decabromodipheny! oxide
produced by Dow for the ressarch NTP
project. provided Dow can supply
evidence showing which grade was
produced for the NTP project. If Dow
produces other grades by different
processes, or produces by the same:
process a grade in which higher
temperatures or more alkaling
conditions occur. that grade will have to
be tested under this rule.

Comment 24: The [nteragency Testing
Committes (ITC) has determined that
Tetrabromobisphenol-A (TBBPA) should
not be recommendad for hsalth effocts
testing, and EPA has accepted that
recommendation. Thus, the compound,
containing whatever HDD/HDF
impurities may be present, has alrea
been found to demonstrate absencs
unreasonables risk. (CMA pp- 26 and 23
and Dow pp. 3 and 8).

Response to Camment 2¢: EPA did not
find that TBBPA did not present an
unreasonable risk to buman health in
accepting the ITC's recommandation to
not require health effacts tes A
determination that s chemical oot
present an unreasonabls risk can oaly
be made after extensive testing. The
issue of contamination by HDDE/HDFs
was not examined-at the time TBBPA
was evaluated as s candidate for testing
by the [TC, and the short-tarm tests
which showed low mammalian toxicity
would not be capable of identifying the
latent toxic effects characteristic ¢
2.3.7.8-TCDD. However. in Septamber

1986. & paper was presented which
showed HDD contamination of TRBPA
(Ret. 30). Therefore. there is a basis for
requiring testing of TBBPA in this final
rule. and this finding is not inconsistent
with EPA’s earlier decision not to
include hesith effects tasting of TBBPA.

¢. Necessity for testing. EPA has
determined that testing is necessary to
generats data on which to base toxicity
and expasure. because such data are
fundamental to the assessment of risk.
and because the analytical data
geaerated by required testing in this
final rule is currently not available in
any accessible or usable form for
purposes of assessing these potentiai
risks. No comments other than those
already addressed in comments 23 and
24 above were received on the necessity
for testing.

EPA has decided, however. that it is
not necessary to test under TSCA two
chemicals originally proposed for
testing. These chemicals are 2.4-
Dichlorophenoxyacetic acid (2.4-D) and
2.4-Dichiorophenoxybutyric acid (2.4-
DB). Both are registered pesticides as
well as isolated intermediates used to
produce pesticides. Used as pesticides,
they are subject to testing under FIFRA.
Used as pesticide intermediates, they
are subject to testing under TSCA. At
the time this rule was proposed, plans
had not been completed to require
testing of these pesticides under FIFRA.
so they were listed in the proposed rule.
EPA plans to require undsr FIFRA
equivalent testing of pesticides for
contamination by HDDs/HDFs. EPA
believes that testing these two
chemicais under TSCA would be
duplicative and unnecsssary,
particularly since EPA doas not expect
them to be used for non-pesticide
purposes. y. they will oot be
subject to the tasting provisions of this
final rule under TSCA. but (nstead are
subject to the FIFRA Data Call-In
program. They will be subject to the
sama tasting provisions as j
lmlod for testing l;%%nth rule.
including target s, the same
methods. QA/QC procedures. and under
the same deadlines as the chemicals
listed for testing in this final rule.

EPA has also examined anothar
chemical that has both pesticide uses. as
well as non-pesticide uses subject to
TSCA and has decided.
similarly, that testing is not necessary
under this rule because that chemical is
being tested under Data Call-in
provisions of FIFRA. This chemical,
pentachlorophenol. was not originally
proposad foe testing, but EPA
subsequently learned that it has aon-
pesticide uses. Nevertheless. EPA has

decided that testing under TSCA s not
necessary for pentachlorophenol
because such testing would be
duplicative of the testing under FIFRA.
However. because pentachlorophenol
has uses other than as a pesticide. data
collected through the OPP Data Call-ln
will be available for OTS review and
evaluation.

B. Requirementa Undesr Section 4(b)

Section 4(b) of TSCA. discussed in
detail in the preamble to the proposed
rule (50 FR $1797. cols. 1 and 2), requires
EPA to deal with a number of issues
before promulgating a test rule. Section
4(b)(1) sets forth three additional issues
to be included in a test rule. First. EPA
must identify the chemical substances
for which testing is required under the
ruie. Second. EPA is to include
“standards for the development of test
data.” Third. section 4(b) requires EPA
to specify the period within which
persons required to conduct tests shail
submit data to EPA. In determining the
standards for development of test data
and the period for submission of data,
EPA's considerations shall iaclude the
relative costs of the various test
protocols and methodologies that may
be required and the reasonably
foreseeable availability of faatlities and
personnel needed to perform the testing
required. Section 4(b)(3](B) sets forth the
criteria for determining who should test.

The preamble to the proposed rule
discusses the section 4(b) considerations
(S0 FR 51800). Below. EPA discusses the
comments received on these issues and
the changes the Agency has made to its
final reguiation.

1. [dentification of substances to be
tested. EPA chose the chemucals for
testing based on two broad criteria.
Some chemicals have actually been
tested in the past and found to contain
2.3.7.8-substituted HDDs/HDFs. The
others are chemicals which EPA hes
good reason to believe are contaminated
based on structursl similarities with the
chemicals actually tested. and the use of
manufacturing process conditions
believed to aid the tormation of dioxins
and dibensofurans. Thus. these listed
chemicals coatain carbon and utilize
chiorinated and/or brominated
compounds in their manufacture and are
manufsctured under circumatances that
include high temperature or pressure
and the presence of alkaline conditions.

Contamination of the listed chemicals
is expected to occur during manufacture.
Thus. the focus of the testing is on
detecting contamination at the beginning
of the manufacturing chain to allow EPA
to draw conclusions about the degree of
contamination dunng further processing
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of the chemical. Comments on chemical
idenufication are discussed below.

Comment 25: The process and
reaction conditions under which
brominated phenolics are produced
make it unlikely that dioxins or furans of
concern will be formed. These chemicals
should be removed from the list of
chemicals to be tested. (Great Lakes p.
17: p. 4 in comments to proposed
amendment adding additional
precursors; Ameribrom p. 2.)

Response to Comment 25:
Confidential data detailing the
manufacturing process and reaction
conditions were submitted by these
commenters. These commenters
provided detailed datd to substantiate
their claim that the processes under
which certain chemicals are produced
are different from those assumed by
EPA. and that reaction conditions are
such that HDDs/HDFs would not be
expectad to {orm. EPA has asked
several clarifying questions about the
pracess and reaction condition data
submitted. The response to these
questions will form the basis for a
decision by EPA to exclude or waive &
company {rom testing certain specific
chemicals based on a process different
Trom that expected by EPA and reaction
conditions not expected to form HDDs/
HDFs.

Even if the exclusions or waivers are
granted, EPA will not remove the
chemicals from the list. however. since
another manufacturer may use the
process specified by EPA to produce
these chemicals. thus making production
of HDDs/HDFs likely.

Comment 26: EPA’s list of chemicals
to be tested is 100 narrow. and must be
broadened to include all chemicals
likely 1o be contaminated with HDDs/
HDFs. as were included on the list of 238
chemicals from which EPA chose those
to be tested under this rule. (EDF at p. 5:
p. 2 of comments to proposed
amendment adding additional
precursors.}

Response to Comment 26: EPA
disagrees. The list of 238 chemicals
which was widely circulated in July
1988. to get early comment from all
segments of the community most
involved with HDD/HDF analysis. was
compiled from every available reference
in which chemicals theorized to contain
HDDs/HDFs were listed. Its purpose
was as a starting point for additional _
analysis. lts circulation was to get input
on chemicals or classes of chemicals
which shouid or shouldn't be included.
and the reasons therefor. The
breakdown of this list is detailed in
Reference 43 10 this rule. EPA first
looked for chemicals which in the past
have been tested and found to contain

HDDs/HDFs. Chemicals structurally
similar to these chemicals. with ¢
theoretical chemical pathway to HDD/
HDF formation, and msnufactured under
conditions likely to produce HDDs/
HDF's have been listed for testing. For
the other chemicals, there is not s strong
theoretical basis at present to conclude
that the chemicals are contaminated
with significant levels of HDDs/HDFs,
due to lack of any documented pathway
for HDD/HDF formation and lack of
favorable process conditions. In seversl
cases chemicals were not listed because
contamination would occur from a
contaminated feedstock chemical, which
was already listed. The rationale is that
s chemical testing contaminated will
undergo further investigation. including
investigation of contamination of all
chemicals produced from the known
contaminated chemical. Thus testing at
this time is not indicated for the
downstream chemicals. Finally. those
chemicals with uses only as pesticides
were separated into & separate list.

The result of this selection process is
the list of 32 chemicais. 12 manufactured
and 20 not currently manufactured,
which are required to be tasted under
this rule.

Comment 27: EPA has omitted the
halogenated anilines and benzenes and
most diethy! ethers from consideration
for testing, although the publication
“Dioxins” (Ref. 15) and the support
document (Ref. 43) cite these chemicals
as highly likely to be contaminated.
Further, it is well known that heating
halogenated benzenes will yield PHDDs.
(EDF p. 4.}

Response to Commaent 27: EPA
disagrees that halogenated anilines and
diethyl ethers should be added as a
class of compounds. Although the
halogenated anilines were cited as
highly likely 10 be contaminated (Ref.
43), the formation of HDDs/HDFs during
their manufacture (s dependent on
specific reaction criteria of heat,
pressure, aikalinity and duration of
reaction empioyed in manufacturing the
chemical. In most cases such conditions
are not believed to be present in their
manufacture. However. several
halogenated anilines are listed as

recursor chemicals. since they are
lieved to be conducive to the
formation of HDDs/HDFs. and the
application of heat during the synthesis
of other chemicals could produce HDDs/
HDFs in those other chemicals.
Conversely, pentachlorobenzens. which

" may be predisposed to HDD/HDP

contamination during synthesis. would
require dechlorination in an aerobic
environment at high temperatures to
produce chlorinated dioxins or furans.
This combination of reaction coaditions

is unlikely under current manufactunng
processes.

Diethyl ethers are not discussed in
either Reference 43 or in the publication
“Dioxins' (Ref. 18).

As a result of EDF's comments and
additional information received after
publication of the proposed rule. EPA
issued an amendment to the proposed
rule (51 FR 37812; October 23, 1888),
proposing to add 18 chlorinated and
brominated benzenes to the original list
of 12 precursor chemicals. This rule
adds 17 of those chemicals to the
category of precursor chemicals and
requires reporting under section 8(a) of
TSCA on chemicals made from those
precursors. lf process and reaction
condition data submitted show that
HDDs/HDPs are likely to be formed.
additional chemicals may be listed for
testing.

Comment 28: EPA should require
testing of precursor chemicals. (EDF p.
s.)

Response to Comment 28: EPA
disagrees. The precursor chemicals are
listed separately because they do not
maeet EPA's criteria for testing, namely.
the reaction conditions needed to form
HDDs/HDFs are not present. All
published research shows that heat,
pressure and slkalinity. or some
combination of thesa conditions. are
needed for the formation of HDDs/
HDFs.

These chemicals are listed as
precursors because the application of
the listed conditions during further
chemical processing may occur, and
may produce HDDs/HDFs in the final
chemical substance produced. Reporting
of process data and reaction conditions
will help EPA determine whether any of
the chemicals manufactured from these
precursors should be proposed for
testing.

Comment 28: EPA does not specify
what grade of substance must be tested.
(Dow p. 19.)

Response to Comment 29: EPA
requires that manufacturers test
chemicals which are listed in this final
rule in all grades normally marketed in
active commerce only if manufacture
occurs by different processes. If
manufacturing occurs by the same
process under variable conditions, the
test substance may be a single grade:
the grade subject to the most intense
heat and alkalinity for the longest
duration. If these two factors do not
differ for the various grades, the test
substance should be the grade with the
highest volume of sales. In the test
protocol, the manufacturer must tell the
Agency how many grades of the
chemical are produced and describe the
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reasons for choosing the grade to be
tested.

2. Standards for the development of
test data. This term is defined under
section 3(12) of TSCA and refers to the
prescription of the information for which
test data are to be developed and any
analysis to be performed on such data. [t
also includes the manner in which the
data are to be developed, the
specification of any test protocol or
methodology. and any other
requirements needed to provide
assurance of the reliability and
adequacy of the data. These standards
should be differentiated from analytical
standards, which are reference chemical
materials used to calibrate and
quantitate specific substances.

a. General analytical method
consideration. The analytical
procedures specified in this final rule for
the quantitative measurement of HDDs/
HDF's in commercial products mciude:
(1) The quantitative extraction or
partitioning of the analytes from the
commercial product: (2) separation of
the HDDe/HDF's from interferences
preseat in the extract: and (3}
separation. identification and
quantitatio.n of HDD/HDF congeners,
using high-resolution gas
chromatography (HRGC) and high-
resolution mass spectrometry (HRMS) or
low-resolution mass spectrometry
(LRMS). if it can be shown to be as
effective as HRMS for a particalar
matrix.,

The most significant difference in the
analysis of HDDs/HDFs in cammercial
products in comparison with
environmental and biological samples
will be the extraction and cleasup
procedures. The physical and chemical
properties of environmental and
biological matrices are typicelly
different enough from the properties of
the analytes 0 allow relative easo of
separation. [n contrast, the cammnaercial
products. in most cases. may be
structurally similar to the analyten,
complicating the separation and
necessitating the complete removal of
the matrix to avoid interfersnces in the
final determination (Ref. 24). The
analyst is therefore confronted with a
choice of two basic options in achieving
final analysis: (1) The analyst can
develop sample preparation procedures
that effectively separate the commercial
product matrix from the HDDe/HDFs
that allow for LRMS analysis at the
LOQs designated tn this ficial rele: or (2}
the analyst can elect to prepare sumples
in which some potential interfarence
remains. but rely on the resolving
capabilities of HRMS to distingmish the
difference from HDDs and HD¥Fs and

potential interference at the LOQ. The
option for use of LRMS is viable only to
the extent that the analyst can ‘
demonstrate that the LOQ specified in”
this final rule can be achieved using this
method.

b. Detection method. In the proposed
rule. EPA chose HRGC/HRMS as the
analytical method of detection (see 50
FR 51801. unit [V.B.2.b.).

Comment 30: EPA has [ailed to
consider that the differences in the
nature of halogenated compounds would
present problems in loss of sample
during the detailed extraction and
cleanup procedures necassary to
prepare samples for analysis by HRGC/
MS. Dow states that extensive
experience exists with samples of the
chlorinated species. while very little
work has been done on the brominated
species. Dow predicts that problems
with chemical reactivity and heat and
light stability will present major
problems in preparing these brominated
species for analysis. (Dow p. 14: CMA p.
4S).

Response to Comment 30: EPA agrees
with these observations. and. based
partly on these comments. has extended
the required reporting deadline for
submission of study plans for the
analysis of totally brominated
compounds for an additional year after
the effective date of this final rule. The
deadline for reporting the results of
analyses of these compounds is within 6
months after EPA review of these study
plans.

EPA has extended these deadlines
because of the lack of experience in
analyzing brominated compounds for
HDDs/HDF's at these low levels. An
extension of & year will provide time to
modify and perfect for brominated
compounds the methods used to analyze
chlorinated compounds. The additional
time also aliows more freedom in
scheduling available laboratory capacity
to perform these analyses.

Comment 31: Dow noted that the
HRMS recommended for testing would
not scan the atomic mass unit range but
would use single ion monitoring.
Because of the difference in atomic mass
between chiorine and bromine. Dow
asserts. many of the instruments used
for molecular ions up to -
octachlorodioxins and octachlorofurans
are not suitable for any brominated
materials above the tribrominated
compounds (e.g.. tetra thru hepta). This
will result in the necessity of procuring a
separate instrument for detection of the
chlorinated and brominated congeners.
Dow notes that their instrument. a
quadrupole mass spectrometer with
molecular ion capability up to 800

atomic mass units. would allow anaiyvs.s
up to and including the pentabrominates
congeners. but would not allow simiiar
analysis of hexa- or heptabrominated
congeners. {Dow p. 14).

Response to Comment J1: EPA agrees
that Dow may need a separate
instrument to analyze for higher
brominated HDDs/HDFs. but notes that
newer quadrupole instruments capable
of extending detection at the higher
atomic mass units required for the
brominated HDDs/HDF's are available
(Ref. 38). EPA recognizes that the
analyses of these compounds can
possibly best be achieved using
magnaetic sector focusing instruments.
This final rule does not define the
resolution mode (increment of mass/
mass of interest) necessary to compiete
the analysis. Since HRMS magneuc
sector instruments may be operated :n
either high or low resolution medes. the
analyst has the opportunity to delire
instrument parameters to meet 'ne
requirements for g spec:fic analys:s.

This does not mean that
manufacturers required to analyze
brominated dioxins and furans must
make large additional investments n
new intrumentation solely for the
purpose of completing analyses for these
chemicals. EPA expects thatthese
manufacturers will make arrangements
to contract these analyses out or lease
time on svailable instruments using
their own analytical support staff to
perform analyses. rather than commut
the funds necessary to purchase these
instruments.

¢. Method sensutivity. As EPA
discussed in the proposed rule a chief
concern in using any analvtical method
is the ability to achieve the desired level
of detection/quantitation.

Comment 32: There is a definite
possibility of decreasing analytic
sengitivity as the analyses for the more
highly substituted HDDs/HDFs are
attempted. There are three reasons for
this predicted loss in sensitivity: (1) The
additional halogens will result in lower
volatility and thus greater tendency for
the compound to either adsarb or find
cold sites in the column. thereby
preventing elution or detection: (2} the
mass spectrometer will experience a
loss in sensitivity as the degree of
halogenation of a congener increases.
because the mass spectrometer detects
molecules. rather than grams of
substance. Thus, higher halogenated
congeners. having fewer molecules than
lower halogenated congeners. will be
more difficult to detect and quantify (3)
a considerable edditional loss in
sensitivity (40 to 50 percent) can be
expected in going from tetra to hepta
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halugenated congeners because. in the
case of the tetra halogenated congeners,
3 major molecular ions carry
approximateiy 38 percent of the ion
current. while in the hepta balogeuated
congener. 8 major molecular ions carry
23 percent of the ion current. These 3
factors can be expected to result in a
loss of 50 percent analytical sensitivity
in going from the tetra te the hepta
halogenated congeners. (CMA p. 28).

Response to Comment 32: EPA did. in
fact. consider this situation. and
generally agrees with this comment on
the loss of analytical sensitivity.
However, LOQs have been sdjusted
hased on toxicity of the congeners
relative to the toxicity of 2.3.2.8-TCDD.
This adjustment has allowed the LOQ
for the heptahalogenated dioxins to rise
to 100 ppb. 3 orders of magnitude less
sensitive than that proposed. The LOQ
for all congeners higher than tetrs have
been adjusted so that all are lass
sensitive than the 0.1 ppb and 1 ppb
proposed for HDDs and HDFs
respectively. These adjusted LOQs
should more than compensate for the
predicted loss of analytical sensitivity
for the higher halogenated congeners,
since the loss of analytical sensitivity
from tetra- to heptahaiogenated is only
50 percent, and the adjusted LOQs offer
a level 3 orders of magnitude higher.

d. Quality assurance/quality contro!
{QA/QC) procedures. In the proposed
rule. EPA specified QA/QC
requirements. including reproducesbility
of =10 percent for at least 2 analyses of
the same isotopically labeied HDDs/
HDFs spiked to a concentration of the
LOQ. and determination of the LOQ by
recovery within 70 to 130 percent of the
amount spiked for the internal
calibration standard which has run
through the entire chemical analysis.
Otherwise documented corrective
actions must be taken and the sample
set must be rerun.

Comment 33: EPA has set QA/QC
requirements that are far too stringent.
Crummet et al. reported in their review
of a human adipose study (Ref. 7) that 8
of the world's most experi
{aboratories in HDD/HDF analysis
reported highly variable results {e.g-
more than 50 percent higher or lower
than background and spiked leveis)
Recovery of spiked samples ranged from
27 to 100 percent. Crummet et al. also
found that. aithough interlaboratory
agreement is good for experimental
work. many values still differ by 100 -
percent or more. even in matrices
(tissue) that are not nearly so difficukt to
extract or cieanup as chemical product
samples. Experienced laboretories.
Crummet observes. have not achieved

reproducible spiked sample results
“within =10 percent of each other.” and
recoveries “within 70 to 130 percent of
the amount spiked.” as EPA specified.
and such an expectation on replicate
samples at the LOQ specified is not
scientifically sound. Anaiytical chemists
always strive for narrow limits but
recognuze that this cannot be achieved
unless they are operating orders of
magnitude above the LOQ since that
value is defined as the limit where they
can first assign a legitimate quantitative
number to the concentration. The
generally accepted lower limit of
recovery has been 30 percent and
changing this percentage of required
recovery could greatly increase the
protocol development and the snalysis
costs.” (Dow p. 15-20 CMA p. 30).

Responsa to Comment 33: EPA agrees
that the reproducibility and recovery
requirements are overly stringent for the
LOQs specified. and. based on the
observations outlined above. will accept
an adjustment in precision to =20
percent. and an adjustment in recovery
to 30 to 150 percent. The intemal
standards added st initial sample
preparation are subjected to each phase
of extraction, separation and cleanup as
experienced by the native HDDs/HDFs
which may be present in the sample.
Thus. the final quantitation using the
ratio of responses of the native HDD/
HDF to the internal standard paire
compensates for the recovery through
the method.
 e. Analytical standards. In specifying
HRGC/HRMS to perform the analysis in
the proposed rule. several possible
methods of quantitation were examined.
based on analytical standards of 2.3.7.8-
HDD/HDF compounds in concentrations
similar to the concentration range of
mterest (0.1 ppb for 2.3.7.8-HDDs and 1.0
ppb for 2.3.7.8-HDFs) found in chemical
products to be tested.

Quantitation using internal standards
was selected as the preferred method in
the proposed ruls. because the use of
internal standards can provide
continuous monitoring of extraction
efficiency and method precision in the
analysis of actual product sempies: thus
the internal standards may provide
information on matrix effects. Since the
HDD and HDF compounds of greates(
concern are those substituted at the
2.3.7.8 positions, EPA specified that
these compounds (isotopically labeled)
be used as reference standards in the
proposed rule. These analytic standards
are expected o be available from at
least one manufacturer at the time this
rule becomes effective. (See comments
to the proposed rule submitted by
Cambridge Isotope Laboratories).

Comment 34: CMA's review of the
availability of standards required
indicates only 1 of the required 30
brominated and 23 of the 30 required
chlorinated standards are available.
{CMA p. 38).

Response to Comment 34: EPA relies
on comments submitted by Cambridge
Isotope Laboratories in which its
president, Dr. Joel Bradley. states that
all chiorinated and brominated
standards required in the proposed rule
will be avaiiable by the time this rule 1s
promuigated. with the possible
exception of 1.2.3.4.8.7.8- and
1.2.3.4.7.8.9-HpBDF.

3. Period for submission of test data.
EPA propesed that manufacturers
subject to the testing requirements of
this rule submit protocols developed for
the analytical methodology within 8
months after promulgation of a final
rule. and that test results {or the listed
chemicals be submitted no later than 1
year after EPA review of protocois for
analytical methodology.

Commaent 35: EPA should extend the

ume for completing the analyses for all .

chemicals. and analyses for brominated
congeners should be extended even

more. All previous work has been done

on chlorinated compounds. and even
that is state-of-the-art. In addition. the
brominated HDDs/HDF's are expected .
to present additional problems such as
chemical reactivity and heat and light
instability. (CMA p. 45; Dow p. 13: Ethyl
p.1. Vulcan p.1; Ameribrom p.1: Great
Lakes p.1).

Response to Comment 35: EPA agrees
that the time should be extended for
development of orotocols, since most of
the methods devefopment work will be
done during that period. However, the
time allowed for actual analysis. once
the method has been deveioped, can be
decreased from 1 year to 8 months.
Further. EPA agrees that additional time
is needed to adapt and develop methods
for analysis of the brominated
congeners, since very little work has
been done in this area. Therefore, EPA
has adjusted the schedule for
development of methods and submission
of protocols to 1 year for predominantly
chiorinated compounds and 2 years for
predominantly brominated compounds.
Time for analysis has been adjusted to 8
months after EPA review of the protocol.

Comment 36: EPA should require
tiered testing within the testing scheme
for brominated chemicals so that
brominated diphenyl ethers are tested
before brominated phenolics and their
derivatives, and so thst
Tetrabromobisphenol-A is tested before
any of its derivatives. The rationaie for
this scheme is that the more difficult

’
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analytical problems posed by the
brominated diphenyl ethers will
facilitate the development of an
analytical method for the phenolics. and
that Tetrabromobisphenol-A as the
parent compound should be tested
before its derivatives. since the only
source of HDDs/HDFs in the derivatives
would be from the parent compound.
(Great Lakes pp. 48 thru S0).

Response to Comment 36: EPA agrees
with the expected difficulty of testing
diphenyl ethers. since the molecule is so
similar to the HDF molecule that
separation of the matrix will be difficult.
Howevar, the logic of testing the more
difficult compound first seems reversed.
In any case. the decision about which
compounds to test first is an intemal
management decision to be made by
each manufacturer depending en the
circumstances. EPA has added an oxtra
year to the timetable for testing of
brominated compounds. and believes
each manufacturer should determine
testing priorities within that time.

EPA listed the derivatives of
Tetrabromobisphenol-A because the

—contamination is expected to result from
manufacturing conditions the sams as or
similar to those for the parent
compound. not as & result of a
contaminated feedstock. as would be
the case if the contamination is
expected to result from the parent
compound. However, EPA will leave
testing order or priority up to each
manufacturer.

4. Persons required to test. Persons
required to test has been fully discussed
in the preambie to the proposed rule
under Unit [V.B.4. (50 FR 51803, Dec. 19,
1985). EPA has found that there is
insufficient data and experience upon
which to determine or reasonably
predict the effects of the manufacture.
processing. distribution in commerce.
use. and disposal of the chemicals
subject to the testing requirements of
this rule. Therefore, in accordance with
section 4({b)(3)(B} of TSCA.
manufacturers and processors are
responsible for testing.

[t is expected that in all cases subject
to this rule. testing will be performad by
each of the manufacturers on the most
appropriate grade ofthe substance they
produce. and that part of the cost of
testing will be passed on to the
processors through the pricing
mechanism. thereby enabling them to
share in the costs of testing. Section 4(c)
of TSCA permits & manufacturer to
obtain exemptions from testing if the
substance it produces is equivalent to a
test substance and testing the substance
would result in generation of duplicative
data. A manufacturer will not be
permitted to obtain an exemption based

upon another manufacturer's testing
unless it can demonstrate that the
substance it produces is equivaient to
the substance being tested. A
manufacturer must designate the test
substancae it believes is squivalent to the
substance it produces and submit
detailed. complete process and reaction
condition data to substantiate its claims
of equivalence.

Processors will be called upon to
sponsor testing only if manufactusrers
fail to do so: howevar. in some cases
processors may be required to provide
reimbursement directly to those
sponsoring this testing, If the
manufacturer does not submit a letter of
intent to perform testing within the 45-
day period. EPA will issue a notics in
the Federal Registee to notify all
processors of the subject chemical. The
notice will state that EPA has not
received letters of intent to perform
testing and that current processors will
have 45 days to submit either a letter of
intent to perform the test or an
exemption application for such testing.
Each processor who submits 4 letter of
intent to perform testing will be
obligated to submit a proposed study
plan and. ultimately. to perform testing.
If processors are required to sponsor
testing, they may apply for exemptions
from testing by submitting process data
to demonstrate squivalence.

{f no manufacturer or processor
submits a letter of intent to perform
testing. EPA will notify ail
manufacturers and processors. either by
notice in the Foderal Register or by
letter. that all exemption applications
will be denied and that within 30 days
all manufacturers and processors will be
in violation of the rule until a proposed
study plan is submitted for required
testing.

5. Chemical screening methods. (n the
preamble to the proposed rule, EPA
noted that ail chemical screening
methods investigated were either as
expensive as the required testing or
were unreliable. EPA requested
comments and information on the
availability of a screening method which
could be used to determine whether the
full-scaie analysis would be necessary.

Comment 37: EPA should allow &
manufacturer to test for the most likely
congener to form based on predictive
reaction chemistry, and if that congener
was not quantifiable, discontinue further
testing. Dow cited an analytical effort in
which reaction chemistry predicted that
dichloro dioxins would predominate.
and analysis ratified that prediction.
(Dow p. 10: April 22 Transcript pp. 88
and 87).

Response to Comment 37: EPA finds
three drawbacks to this approach. First,

the predicted congener may or may not
be formed according to the most
probable reaction pathway. For
example. in the case of
pentachlorophenoli. reaction conditions
favorable to the formation of dioxin
should yieid a predominance of
octachlorodioxins as reaction products:
yet a large number of lower chlorinated
dioxins are routinely observed as well.
Additionally. under this scheme. a
significant level of a congener different
from that predicted or analyzed for
would never be measured or reported.
Finally. any chemical subjected to this
type of screen would have to undergo
extraction and cleanup identical to that
required for the required HDD/HDF
analysis. Because extraction and
cleanup comprise most of the testing
cost for a given sample. very little
economic advantage would be realized
by adopting such a screen.

Comment 38: EPA should allow a
screen for total dioxins at a level of 0.1
ppb. and. if none were found. the
chemical could be considered “clean.”
with no further analyses necessary.

Responsa to Comment 38: EPA finds
this approach acceptable in terms of
evaluating the chemical from a potential
health risk standpoint. but EPA did not
propose this screen, believing’it
unacceptable to manufacturers in degree
of difficulty and cost of the method. As
noted above in the Dow comment. the
chemical subjected to such a screen
would necessarily undergo extraction
and cleanup procedures identical to a
sample prepared for the standard HDD/
HDF analytical methods now in use:
thus EPA believes no substanual cost
saving would be realized. and the
manufacturer could incur large
additional costs to test for congeners if
the screen resulted in HDDs/HDF's
above the level of 0.1 ppb.

EPA has not found a perfect chemical
screening method which is acceptable
both in terms of sensitivity and cost
effectiveness when compared to the
analytical approach outlined in this final
rule. However, EPA will consider results
from a screen for total HDDs/HDFs at a
level of 0.1 ppb for HDDs/HDFs. or 0.1
ppb for HDDs and 1.0 ppb for HDF's. for
which a protocol must be submitted and
reviewed by EPA. The screen must be
carried out using acceptabie methods as
described in the protocol reviewed by
EPA. :

Should EPA identify a chemical
screening method which it believes
suitable both in terms of sensitivity and
cost. EPA may amend this rule to permut
submission of results from that method.

Since the publication of the proposed
rule. EPA has further investigated the
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possibuity of chemical screens and has
identified the following chemical
screening methods:

a. Derivative testing. This mathod
relies on the conversion of lower
halogenated dioxin or furan compounds
to the octahalogenated configurstion
and the analysis for the prasence of
these octahalogenated species. At
present. there i1s disagreemer: among
industry and academia as to the efficacy
and vahdity of this method as a
predictor or screen {or higher
substituted PHDDs/PHDFs. primarily
because of the unresolved issua of yield
{e.g.. to what degree the conversion from
the lower halogenated to the
octahalogenated configuration takes
place). At least one investigatar,
however. has had limited succass in
converting lower substituted PCBs to
fully substituted octachlorinated
biphenyi (Ref. 36).

b. Reverse phase chromatography
with UV detector. A cslculated LOQ of
0.187 ppb has been achieved on internal
standards (5ng/30g) of isotopically
labeled 2.3.7.8-TCDD (Ref. 38). EPA bas
not yet determined whether this method
is applicable as a chemical screen in
terms of reliability or laboratory
reproducibility on a consistent basis.

c. Short column GC with halogen
detector. The halogen detector is a very
sensitive instrument which relies on
electron capture or conductivity
detection to calculate the amount of
halogenated species. The short column
GC can be used to separate gther
interferences which are normally not
able to be isolated using standard
methods for sample extraction and
cleanup. However. one investigator
reported that in using this method in
analyzing pentachlorophenol. the
chlorinated diphenyl oxide aimost never
separated. often giving false positives in
the analvsis.

d. Total GC separation with MS as
Jetector. This method relies on the
separation of the various PHDD/PHDF
homologs using gss chromatography,
after which mass spectrometry is
to detect the individual homolog. This is
made possibie by defining the “window
of separation” for each homolog.

8. Bioanalytical screening methods. In
the preambie to the proposed rule. EPA
noted that it had investigated
radioimmunoassay (Refs. 1 and 23):
arvihydrocarbon hydroxylase (AHH)-
induction (Refs. 8 and 28): cytosol
receptor assay (Ref. 2): an sarty life
stage bioassay (Ref. 17) and an /n vitro
keraunization sssay (Ref. 20). As
outlined in the proposed rule, the
primary advaniages of the
radicimmunocassay. the AHH and the
cvtosal receptor assay are relativety low

cost and rapidity. The disadvantage of
these techniques in genera! is that they
do not necessanly respond to specific
isomers of HDDs and HDFs: they
respond to other compounds such as
halogsnated biphenyis. azobenzanes.
and nonhalogenated pelynuclear
aromatic hydrocarbons. and each
techniquae is less sensitive than
gvailable mechanical analytical
methods. The in vitro keratinization or
E.L.S. bicsssays more recently have
provided poseibly more specificity for
determining the presence of 2.3.7.8-
HDDs/HDFs. Both techniques have been
demonstrated to give roughly
comparsble resuits with HRGC/MS
anaiysis of total PCDDs and PCDPFs in s
PCB fire soot (Ref. 18), and fly esh from
a municipel incinerator (Ref. 17).

It is important to note that ench of the
bioassay techniques is most sensitive to
the presence of 2.3.7.8-TCDD es opposed
to other HDDe/HDFs. It is specuiated
that the relative response to other HDDs
and HDF's might be dependent on
halogen substitutien in the 2.3.7.8
positions and ultimately to the toxic
potential of the compound. It is aiso
important to note that the rengs of
compounds evalusted with sach of these
bicassay techniques is somewhat ’
limited. EPA believes that evaluation of
commercial products for the presence of
HDDs and HDFs with any of thess
bioassay techniques could be a valuable
screening tool. particularly in terms of
time and resources necevsary for the
chemical preparstion and instrumental
analyses of these chemicals. At this
time. EPA does not have sufficient data
to determine the adequacy of these
bioanalytical techniques and whether
they are sensitive anough to achieve the
level and specificity of detection
necessary to quantitate 2.3.7.8-HDDe/
HDPs at very low levels. Additionally,
the sconomic advantage of these
methods relies in large measurs on the
number of samples run: only in large
{bulk) analyses would significant
savings in cost be realized over other
recommended methods such as GCMS,
etc. For such bulk sample analyses. the
method also must be standardized in
terms of reproducibility and reliability:
it must be available for routine analyses
on a largs scals. These methods. while-
currently undergoing further
development. are not yet acceptable for
scresning purposes.

_V. Economic Analysis of Final Rule

A. Estimated Caost of Testing Program
Under Section ¢{a)(1XA)

This portion of the preamble presents
EPA's estimate of the total cost of this
rule and reviews the potentisl

marketplace effects identified by EPA.
The estimated costs and expected
impacts are discussed in detail in the
economic analysis prepared in support
of this rufemaking. Much of the
information reviewed in the economic
analysis ;s CBI and is not available for
public review. This analysis is in the
rulemaking record for this rule. A non-
CBI version of the economic analysis
has been prepared and is available for
public review. Estimated costs and
expected sconomic impacts of the
rulemaking ere summarized below.

Information incorporated in the
economic enalysis was found in @
variety of sources: a detailed account of
the specific information sources used in
the economic analysis is svailable in the
public record. In brief. EPA contractors
initially provided estimates of the
production volumes, process. and uses
of esch chemical. as weil as the identity
of each manufacturing or importing firm.
These data were verified by review of
the available technical literature, and by
direct contact between EPA and
representatives of the manufacturing
firms. in those cases where information .
was not available directly from industry
sources or from the literature, estimates
were made from the best available ‘
information. Much of the information
submitted to the EPA from
manufacturers was claimed confidential.

Assessment of the potential for
significant adverse economic effects on
the chemical industry as a direct result
of this rule was performed using EPA's
standard method {or measwring mmpacts
of TSCA section 4 tasting rules. The
economic analysis estimstes the costs of
conducting the required iasting and
evaluates the potential for significant
adverse economic impact as & result of
these test costs by examining four
market characteristics of eech chemnicak:
(1) Price sensitivity of demand. (2)
industry cost characteristcs. {3)
industry structure. and (4) markst
expectations. If there is no indication of
significant adverse effect for an
individeal chemical. no further
economic analysis is performed:
however. if a potential for significant
adverse impact is identifled for a
specific chemical, a more
comprehensive and detailed analysis is
conducted which more precisely reviews
the magnitude and distribution of
expected impact on that chemical. In
keeping with the worst-case cost
methodology incorporsted in the
sconomic analysis. st each point in the
analysis where & wide range of costs
can be justified. a righest cost scenario
has been assumed so as not to
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undurestimate the potential burden
porne by the firms subject to testing.

Of the 32 chemicals subject to this
testing rule, 12 have been identified as
chemicals currently being manufactured
or imported. Fourteen firms have been
identified as manufacturers or importers
of one or more of these twelve
chemicals. Because each manufacturer
uces a unique production process and
anique equipment and raw materials
which could lead to contamination of
the chemical by HDDs/HDFs, each
manufacturer/importer is required to
test its own chemical product. In total,
32 unique chemical products have been
identified by EPA as subject to this
testing rule. '

The total cost for performing the
requisite testing on the 32 chemical
products is estimated at $2.37 million.
This estimate of the total cost of the
testing program is composed of three
elements: development of analytical
methods for the determination of HDDs/
HDFs in the subject chemicals, synthesis
of analytic standards, and the analysis
of each sample.

1. Methods Development. Testing for
the specified HDD/HDF congeners in
commercial chemical products will
require that methodologies for preparing
and testing samples be developed for
each chemical. Testing firms are free to
use the most cost effective method of
clean-up and analysis that they can
identify to meet the test requirements
and QA/QC requirements. EPA believes
that it is in the best interest of the
testing firms to coordinate their method
development activities in order to
minimize total cost.

EPA estimates that.the upper bound
cost for methods development for the
testing specified in this rule is $1.25
million. In the economic analysis for the
proposed rule, EPA estimated methods
development costs at $600.000. In
comments to the proposed rule, several
commenters questioned this cost
estimate, including Great Lakes -
Chemical Company, which claimed that
the actual methods development costs
would be equivalent to 10 person-years
of analytic chemist labor valued at
$125.000 per person-year. The total cost
for methods development would then be
$1.25 million. Due to the difficulty of
projecting costs prior to the performance
of the methods development, EPA has
adopted this estimate as a reasonable
upper bound.

2. Synthesis of analytical standards.
To conduct the sample analyses, any
requisite analytical standards which are
not available will have to be
manufactured. The acquisition cost for
commercially available standards are
included in the cost of each sample

analysis, but costs for synthesizing and
producing standards that are not
commercially available upon the
promulgation of the rule are a unique
cost of the rule. EPA estimates that there
will be no unique cost for analytic
standard manufacture due to this rule.

In the economic analysis supporting
the proposed rule, the cost for analytic
standards was estimated at $182,000.
This estimate was based upon the
manufacture of 18 standards which were
unavailable at that time. In comments to
the proposed rule, one commenter,
Cambridge Isotope Laboratories (CIL),
responded that CIL was in the process
of manufacturing for commercial sale
the 18 unavailable standards.
Subsequent communications between
EPA and CIL have demonstrated to the
satisfaction of EPA that the standards
are indeed available at this time.
Therefore. costs for the synthesis of
analytical standards due to this rule are
estimated at $0. '

Other commenters to the proposed
rule commented that the costs for
analytic standard synthesis were
underestimated because EPA had not
taken into account additional {non
2.3,7.8-substituted) standards which
would be required to conduct the sample
analyses. EPA has concluded that there
will be no additional cost because the
additional standards are not necessary
to conduct the sample analyses.

3. Sample analyses. The total cost for
sample analysis is estimated at
approximately $1.12 million. Each
sample analysis is expected to cost from
$2.000 to $5.000, and each chemical
product may be analyzed up to 7 times
for an upper bound testing cost of
$35,000 per chemical product. An
estimated 14 manufacturers will test an
estimated 32 sample sets for
approximately $1.12 million.

Costs for sample analysis are lower
than the sample analysis costs
estimated in the economic analysis for
the proposed rule. Two factors account
for the reduced cost estimate. The
number of chemicals subject to testing is
smaller—12 commercially available
chemicals in the final rule as opposed to
the 14 commercially available chemicals
included in the proposed rule. Secondly,
udditional information on
manufacturers/importers gathered in the
interim following the publication of the
proposed rule has shown that some
firms originally identified as
manufacturers or importers of some
chemicals are not current manufacturers
or importers.

B. Anticipated Economic Impact Undler
Section 4faj(1}(A)

A review of the costs allocated to
each manufacturer and chemical
indicates that the probability of
significant adverse economic impact for
seven chemicals is very low. However,
the cost analysis indicates potential for
significant adverse economic impact for
the five remaining chemicals. These five
chemicals were therefore reviewed in
greater detail. After further
investigation, EPA has determined that
the likelihood of adverse economic
impact of three of the five chemicals is
low. Each of the five chemicals is
discussed below. Specific costs
allocated to each chemical and the
impact level calculated for each
chemical are not reported here, in most
cases, because the data used in the cost
calculations are CBI.

1. Tetrabromobisphenol-A Diacrylate.
The calculated impact level for
Tetrabromobisphenoi-A (TBBPA)
diacrylate indicates that the probability
of adverse economic impact is very high.
Further investigation into the market
characteristics of this chemical indicates
a high likelihood that the chemical will

. be withdrawn from the market by its

manufacturer, ARCO Specialty
Chemicals. ARCO did not submit
comments to the proposed rule:
however, direct contact between EPA
and a representative from the
manufacturer verified that TBBPA
diacrylate is a low volume specialty
flame retardant which has been
manufactured on-a developmental basis
only. The annualized allocated test costs
for TBBPA diacrylale are confidential,
but are believed to be higher than the
manufacturer's annual revenue from the
product. Given these costs, Horsehead
Industries, which recently acquired
ARCO Specialty Chemicals, will
probably cease manufacture and
distribution of the chemical if faced with
the testing costs.

2.2.3,5.6-Tetrachloro-2.5-
cyclohexadiene-1,4-dione (Chloranil).
The estimated costs allocated to the
chemical chloranil raise the probability
of adverse economic impact. Further
investigation of the market
characteristics of chloranil indicates
that firms importing small amounts of
chloranil may cease importation
(similarly, firms which have in the past
imported chloranil may be prevented
from re-entering the market) due to the
testing costs. One or more firms
importing chloranil in significantly
higher volumes will be able to provide
any necessary supply displaced from the
other firms.
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Six firms are believed to be current or
recent importers of chloranil; however,
only one or two of the importing firms
are also chloranil manufacturers. The
other importers purchase their supply of
chloranil directly from the
manufacturing firm(s). Due to the small
volumes believed to be imported by the
non-manufacturing firms, the annualized
allocated test costs represent a
substantial proportion of the revenue
attributable to chloranil. Therefore, it is
anticipated that the non-manufacturing
importers will exit the market (or avoid
re-entering the market) rather than
contribute to the testing program. The
firm(s) which are both manufacturers
and importers will then provide the
additional supply of chloranil and pay -
for a greater portion of the testing costs.

The importing firms which may be
displaced from the market are among
the smallest firms subject to this
rulemaking. However, these firms import
relatively small quantities of chloranil,
and none are financially dependent
upon chloranil. Withdrawing from the
market for chloranil (or remaining out of
the market) will not adversely affect any
of the non-manufacturing importers.

3. Tetrabromobisphenol-A-Bis-2.3
dibromopropylether,
Tetrabromobisphenol-A-Bisethoxylate.
and Allylether of Tetrabromobisphenol-
A. The estimated testing costs allocated
to each of these three chemicals
indicated the possibility of significant
adverse impact. Additional investigation
into the market characteristics of each
chemical indicates that the probability
of significant adverse impact is low.
Much of the information upon which this
conclusion is based is CBl and is
therefore not available for public
review. In general, this conclusion is
based upon the following observations:
(1) Each of these three chemicals is a
brominated flame retardant. Demand for
brominated flame retardants has
expanded rapidly, and market
expectations for brominated flame
retardants are optimistic; (2) EPA
believes that demand for each of these
chemicals is relatively insensitive to
changes in price because of a lack of
substitutes which are comparable in
terms of price and/or performance: and
(3) The structure of the markets for each
chemical supports the conclusion that
the testing costs will not cause a
significant adverse impact.

C. Testing Costs as a Barrier to Murket
Entry

After this rule takes effect, any firm
wishing to initiate manufacture of any of
the 32 subject chemicals will incur costs
for methods development and sample
analysis. These costs will serve as a

barrier to entry into the markets for
these chemicals. This effect will be most
significant for firms wishing to initiate
production or importation of only a
small volume of one of the subject
chemicals. However, the regulation
provides an opportunity for obtaining
waivers from testing in certain
circumstances.

D. Costs of Reporting Under Section 8

1. Section 8(a): The costs of reporting
under section 8{a) are minimal. Under
the section 8(a) rule, submission of four
different sets of reports are specified: (1)
Submission of production process and
reaction conditions for chemicals
identified as precursors; (2) submission
of certain existing data for the 32
chemicals listed for testing in this rule;
(3) production volume, process and
reaction conditions, use, exposure, and
disposal data for chemicals testing
positive for HDDs/HDFs: and (4)
process and reaction conditions on
chemicals testing negative for HDDs/
HDFs may be required by EPA if any
other manufacturer of the same
chemical discovers HDD/HDF
contamination.

Three unique sets of information will
be submitted for the four reporting
categories outlined above. The first set
will be reported by firms manufacturing
or importing a chemical which tests
positive for HDDs/HDFs. These firms
must report to EPA on production
volume, use, exposure, disposal, and
process conditions under which their
products are manufactured. The second
set consists of firms manufacturing or
importing any of the 32 chemicals
subject to testing for which quantitative
analyses for HDDs/HDFs has already
been conducted. These firms will be
required to report test results and test -
protocols, and the firms will fall into the
first set if the results submitted indicate
HDD/HDF contamination. The third set
is composed of processors of precursor
chemicals and manufacturers/importers
of chemicals free from HDD/HDF
contamination when at least one
manufacturer or importer of the same
chemical tests positive for HDD/HDF
contamination. Processors of precursor
chemicals will be required to submit
data on process and reaction conditions
for their chemical. If manufacturers/
importers of chemicals free from HDD/
HDF contamination are required to
report, that determination will be made
in a rulemaking following the receipt
and evaluation of the testing data.

Reporting on previously conducted
tests should cost reporting firms from
$273 to $546 for each chemical
previously tested (Ref. 37). Those costs
include from 2 to 4 hours of managerial

labor to review the rule, 4 to 8 hour:
technical labor to collect the te
methodology data, and 2to4 h
clerical labor. Any firms report
positive identification of HDD/H
contamination will also be subject t:
costs detailed below.

Firms subject to reporting due to
positive results indicating contamin.
must report the following informatic
chemical production volume, use,
process and reaction conditions,
disposal, and exposure data. This
information should be submitted on
EPA form printed under § 766.64. It °
estimated that completion of this fo
will require from 40 to 80 hours fron
industrial chemist and 1 process
engineer (Ref. 37}. In addition, 4 to &
hours of managerial time will be
required for initial review of the rul.
legal review of the rule, and final re
of the form. Four to 8 hours of cleric
time will be required for completior
the form. For firms reporting on mul
chemicals, managerial and clerical .
may be a one time cost. The direct ¢
of filing the form will range from $1.
to $3,214 per chemical (Ref. 37).

Firms required to report because -
manufacture a chemical made from
precursor chemical listed in this rul:
must provide their production an
process and reaction condition
direct costs of filing the form w
the range of $944 to $2.551. The
based on the contribution of from 2
60 hours of labor from 1 industrial
chemist and 1 process engineer, plu
managerial labor to review the
information and clerical labor to pr
the submission (Ref. 37).

2. Section 8(c): Submission of tw:
of adverse reaction conditions are
specified in this rule. Any reports ©
significant adverse reactions to HD
HDFs must be submitted by
manufacturers of any of the 32
chemicals listed for testing in this
Once the testing has been conduct
those firms finding a positive test :
indicating contamination by HDDs
HDFs for any of the 32 chemicals w
subject to the second part of the se
8(c) Data Call-In for reports of
significant adverse reactions to the
chemicals testing positive for HDD
contamination.

Of the 32 chemicals subject to th
rule, an indeterminate number may
identified as contaminated with Hl
HDFs. Without knowing the numbe
firms which currently maintain rec
of significant adverse reaction due
HDD/HDF contamination and the
number of contaminated chemi
precise costs of the section 8(c
requirement cannot be determi
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costs for any individual firm required to
report will be ccmposed of the following
elements: review of the rule, file search
for records subject to reporting, review
of any records identified for CBI, costs
for copying identified records, and the
cost for submission to EPA.

Both fixed and variable costs will be

incurred by each firm manufacturing or
" importing a chemical identified as
contaminated with HDDs/HDFs. It is
estimated that for each firm reporting. 1
to 2 hours of managerial labor will be
expended to review this rule, and 3 to 6
hours of technical labor will be
expended to search files for reports of
significant adverse reactions. For each
such report located, the reporting firm
will incur clerical costs to reproduce and
prepare the document for submission
and additional managerial costs to
review the report for CBIL The direct
costs for each firm subject to this Data
Call-In will be from $150 to $300, plus
$80 per 10 page report submitted (Ref.
38) -

Every firm subject to the initial
section 8(c) requirement will incur costs
to review the rule and conduct a file
search. If any reports are located,
preparation and review of the response
to the Agency will entail additional
costs. Firms manufacturing or importing
chemicals which test positive for HDD/
HDF contamination will also incur costs
for review of the rule, file search, an
response to the Agency. Though the
firms subject to the second part of the
section 8(c) requirement have reviewed
the rule previously to respond to the first
reporting requirement, it is assumed that
rule review and file search will be
repeated because of the time lag
between initial response and completion
of testing. The maximum total fixed cost
for the initial response will be from
$2.260 to $4,520 plus $80 per report of a
significant adverse reaction (Ref. 38).
Total cost of the section 8(c)
requirement for contaminated chemicals
will depend upon the number of
contaminated chemicals.

3. Section 8(d): Submission of two sets
of unpublished health and safety studies
are specified in the rule. Any
unpublished health and safety studies
for HDDs/HDFs must be submitted by
manufacturers of any of the listed
chemicals. Once testing has been
conducted, firms finding positive results
of HDD/HDF contamination will be
subject to this section 8(d) rule. Of the
chemicals subject to this rule, an
indeterminate numbef may be
contaminated. Without knowing the
number contaminated, the precise cos!s
of the call-in cannot be determined.

Companies subject to this rule must
conduct file searches, copy the studies.

list studies in progress or known but not
in posession of the respondent, and
review the studies for CBI. Both fixed
and variable costs will be incurred by
each firm manufacturing or importing a
chemical identified as contaminated. [t
is estimated that for each reporting firm.
1 to 2 hours of managerial labor will be
expended for initial review of this rule,
and 3 to 8 hours of technical labor will
be expended to search files for
unpublished health and safety studies.
Compiling and transcribing lists of
studies should take no more than 1
additional hour of clerical labor. For
each study located. the reporting firm
will incur additional clerical costs to
reproduce and prepare the document for
submission, and additional managerial
costs to review the report for CBI. The
direct costs for each firm subject to this
section 8{d) requirement will be {rom
$170 to $320, plus $80 per 15 page study
submitted (Ref. 39). Additional costs
may be incurred for submission of on-
going or newly initiated studies.

Every firm subject to the initial
reporting of unpublished health and
safety studies will incur costs to review
the rule and conduct a file search. If any
reports are located, preparation and
review of the response to EPA will
entail additional costs. Firms
manufacturing or importing chemicals
testing positive for HDD/HDF
contamination will also incur costs for
review of the rule, file search, and
response to the Agency. Firms subject to
the second part of the section 8(d)
reporting will have reviewed the rule
previously to respond to the first
requirement, but it is assumed that rule
review and file search will be repeated
because of the time lag between initial
response and test completion.

The maximum total fixed cost for the
initial response will be from $2,540 to
$4.810 plus $80 per study submitted (Ref.
39). Total cost of the section 8(d)
requirements for HDD/HDF
contaminated chemicals will depend
upon the number of chemicals testing
positive for contamination.

V1. Availability of Facilities

Section 4(b}(1)(C) of TSCA requires
that in the development of a test rule the
Administrator consider “the reasonably
foreseeable availability of the facilities
and personnel needed to perform the
testing required under the rule.”
Pursuant to this requirement, EPA
conducted a survey of commercial
analytic testing laboratories to

" determine the availability of facilities,

equipment, and personnel necessary to
perform the tests outlined in this final
rule (Ref. 41).

A list of 57 laboratories was compiled.
consisting of 17 laboratories with
current contracts under the EPA’s
Superfund Contract Laboratory Program,
and 40 laboratories from the 1984
Directory of the American Council of
Independent Laboratories. Twenty-five
laboratories (the 17 EPA contract labs
and 8 others chosen at random) were
contacted by telephone.

The laboratory capacity survey
identified a number of commercial
analytical testing laboratories with high
resolution GC/MS systems and
experience using these systems, though
not necessarily experience with
detecting HDDs/HDFs in commercial
chemical products. In written comments
to the proposed rule and in a subsequent
public meeting. industry representatives
stated that testing 14 chemicals in 1 year
would strain the capacity of qualified
testing laboratories. EPA considered
these comments, and in response, is
extending the proposed time limit for
submission of test results for the 10
brominated chemicals by 1 year.

Information gathered in support of this
final rule shows a reduced likelihood of
straining the capacity of qualified
testing laboratories to perform the
requisite analyses. In the proposed rule,
14 chemicals were included in the list of
commercial chemicals subject to testing
requirements. EPA projected that 54 sets
of samples would require testing. For
this final rule, only 12 commercia!l
chemicals are subject to testing, and
EPA projects that 32 sets of samples will
be tested.

In addition to the commercial
laboratories identified in the laboratory
capacity survey, CMA has submitted a
list of qualified laboratories in its
comments on the replicability of testing
results. Supplemented by non-
commercial laboratories (i.e.,
universities and in-house laboratories of
major chemical companies) such as
those identified by CMA, and given an
extra year to complete the analyses on
approximately one-half the number of
samples projected in the proposed rule,
testing should proceed without any
restrictions due to capacity availability.

VII. Section 8 Reporting
A. Reporting Under Section 8(a)

Under section 8(a)(1)(A) of TSCA,
EPA may require chemical
manufacturers and processors to
maintain such records and submit such
reports as the Agency may reasonably
require. The information to be submitted
is that which is known to or is
reasonably ascertainable by the person
making the report (section 8(a)(2)).
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Further, section 8(a){1)(A) generally
exempts small manufacturers and
processors from recordkeeping and
reporting requirements, except in certain
limited circumstances. Of particular
relevance to this rule, section
8(a)(3)(A)(ii) authorizes EPA to override
the small manufacturer exemption for
chemicals subject to a rule proposed or
promulgated under section 4 of TSCA.
Section 8(a)(2) also notes that to the
extent feasible, EPA should not require
unnecessary or duplicative reporting.

Under section 8{a) of TSCA., EPA
proposed to require manufacturers of
chemicals listed for testing to submit
results of any testing, performed prior to
the effective date of this rule, which
shows concentrations of any HDDs/
HDFs in any of the chemicals listed for
testing. EPA also proposed to require
under TSCA section 8(a) that
manufacturers of any chemical in which
a positive test result is reported, report
production volume, process and reaction
conditions, exposure, use, and disposal
data on the EPA Form 7910-51, printed
under § 766.30{e}(5) in the proposed rule.
Also under TSCA section 8(a), EPA
proposed to require manufacturers
(except small manufacturers as defined
under § 766.3) of any chemical
manufactured using any of the
chemicals listed as precursors to report
production volume, process and reaction
conditions, use, exposure, and disposal
data for each such chemical, using the
Dioxin/Furan Report Form.

Comment 39: EPA should not require
extensive production and process
information on precursor chemicals and
should set a level of production below
which information need not be
submitted. The reporting required in the
proposal is excessive (Kodak p. 2).

Response to Comment 39: EPA
partially agrees with this comment, and
has set the level of production suggested
by Kodak below which information need
not be submitted. EPA disagrees about
the need for production and process
information; only with this data can EPA
determine whether other chemicals
should be listed for testing. To lessen
reporting requirements for chemicals
made from precursors, EPA has
eliminated all reporting of production
volume. use, exposure, and disposal
dala, which is not needed for the
decision to require testing. EPA’s intent
is to discover whether any additional
chemicals are manufactured under
conditions that could praduce HDDs/
HDFs. For this purpose, only process
and reaction condition data are needed.

Since EPA has allowed an exemption
from testing for chemicals produced in
annual quantities of 100 kilograms or
less for research and development

purposes, il is reasonable to allow the
sare exemption for chemicals produced
from precursor chemicals. Such
chemicals would not become testing
candidates. Therefore, a responsible
official from any chemical manufacturer
may certify that a chemical produced
from a listed precursor is produced in
quantities of 100 kilograms or less per
year, and used only for research and
development purposes, in lieu of
submitting process and reaction
condition information for that chemical.

Comment 40: EPA should specify the
conditions which favor HDD/HDF
formation and require reporting only in
situations where contamination is likely,
to reduce the reporting burden. (Kodak
p. 2: p. 1in comment to proposed
amendment adding additional
precursors; EDF p. 3 in comments to
proposed amendment adding additional
precursors; CMA p. 8 in comments to
proposed amendment adding additional
precursors).

Response to Comment 40: These
conditions are set out and discussed in
the support document (Ref. 43) used by
EPA to select chemicals for testing.
These conditions have been applied to
confidential process and reaction data
sent to EPA by several manufacturers
seeking to convince EPA that these
conditions are not present during the
manufacturing process for their
chemicals. In reviewing the process data
submitted, EPA discovered several
borderline decision points, and made
decisions based not on a single factor.
such as heat, but on a combination of
factors, including duration of the
process, composition of the reaction
vessel, presence of oxygen, etc. If EPA
set out specific temperature, pressure,
and alkalinity conditions, it could miss a
large body of data that would be
borderline, and for which non-
submission could be justified. Therefore.
EPA prefers to make decisions on
whether there are additional chemicals
which are candidates for testing. EPA
has eliminated most of the reporting
requirements and kept only the process
and reaction condition data needed to
determine, on a case-by-case basis,
whether a chemical is manufactured
under one condition or a combination of
conditions that may lead to HDD/HDF
contamination.

Comment 41: EPA should consider a
small quantity exemption for specialty
and research and development purposes
for both chemicals to be tested and for
precursor chemicals. A reasonable cut-
off for this purpose is 100 kilograms per

. year. (Kodak p. 2).

Response to Comment 41: EPA agrees
with the small quantity exemption for
rescarch and cevelopment portion of

believes it is not likely that a che
produced in small quantities for
research and development purposes wi
cause an unreasonable risk, based on
the expectation that persons using suct
a chemical will be trained to recognize
and protect against potential hazards
from such chemicals. Therefore, EPA
has added an exemption for both test
chemicals and chemicals made from
precursors which are produced in
quantities of 100 kilograms or less per
year, and which are used for research
and development purposes. Such a
determination cannot be made for
specialty chemicals not used only for
research and development, however,
without knowing specifically how such
chemicals are used and could be used.

B. Reporting Under Section 8(c) of TS

Under section 8(c) of TSCA, EPA
proposed to require manufacturers of
chemicals listed for testing to submit
reports of significant adverse reactions
alleged to have been caused by HDDs;
HDFs. EPA also proposed to require
manufacturers of chemicals listed for
testing to submit, 90 days after
submission of a test result showin'

this comment, and has added such 2
exemption in this final rule. EPA ‘

contamination by HDDs/HDFs ab

the appropriate LOQ, reports of
significant adverse reactions alleged t
have been caused by the chemical
tested. All such submissions were to
follow the procedures set out in 40 CFl
Part 717.

The comments received on
submission of allegations of significan
adverse reactions asked for clarificatic
of the requirements. Clarification of
these requirements has been made in
this final rule.

C. Reporting Under Section 8(d) of
TSCA

Under section 8(d) of TSCA, EPA
proposed to require any chemical
manufacturers to submit health and
safety studies on any HDDs/HDFs, a:
manufacturers of chemicals listed for
testing for which contamination abovt
any LOQ is reported to submit, 90 day
after submission of the positive test
result, all health and safety studies on
the tested chemical. All submissions
were required to follow the procedurc
set out in Part 716 of this Chapter.

Comments received on reporting
under section 8(d) of TSCA requeste
clarification of requirements. Suc
clarification has been made in thi
rule.
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V. Relationship to Section 12(b) of
TSCA

Section 12(b){1) of TSCA provides for
r.otification to the Administrator of any
intention to export any chemical for
which submission of data is required
under section 4 of TSCA or section 5(b)
ol TSCA. The Administrator is required
to notify the government of any country
to which export occurs of the nature of
the requirement and the availability of
data submitted to the Agency for that
chemical.

Regulations requiring notification to
EPA of export or intended export of any
chemical for which data are required
under TSCA section 4 are codified at 40
CFR 707.60 through 707.75. They specify
who must notify the Agency, when
notification takes place, the required
contents of the notice, and permission to
assert a claim of confidentiality for any
of the information. EPA has interpreted
section 12(b) of TSCA and the
regulations under 40 CFR.707.60 through
707.75 to apply at the time a rule is
promulgated under section 4 of TSCA.
(See 45 FR 82850, December 16, 1980).
However, the regulations and statute do
nat specify a time when such
notification requirements will cease.

Comment 42: EPA’s interpretation of
its regulations requires export
notification at the time a testing
requirement is issued under section 4 of
TSCA, rather than at the time when data
resulting from those requirements are
available. Such notification will unfairly
stigmatize a chemical, and should be
delayed until testing shows levels of
1iD0s/HDFs above the LOQs. (CMA at
pp. 46 and 47).

Response to Comment 42: EPA
continues to believe that its previously
published interpretation of section 12(b)
and its regulations are appropriate.
Motification will commence in
accordance with applicable regulations.
EP'A’s notice to foreign governments,
however, will state that the Agency is.
only testing for potential contamination
and is not imposing regulatory
constraints on these chemicals. The
intention of the notice will be to avoid
making any statements which unfairly
stigmatize the chemical. EPA hasg
concluded that it should specify for this
rule circumstances under which
notification requirements under section
12{b) may be terminated for specific
chemicals. :

The resuits of the testing required
under this rule will yield definite
results—either they will show
contamination by HDDs/HDFs or no
contamination by HDDs/HDFs at the
itarget LOQs. If contamination of a
specific substance produced by a

specific process.is shown., it is
appropriate to continue to require export
notification under section 12(b) so that
foreign governments can be provided
with the testing results. However, if
there is no contamination shown at the
target LOQs for a specific substance
produced by a specific process, there is
no further concern for adverse health
effects resulting from HDD/HDF
contamination of that substance and,
thus, no reason for the manufacturer to
continue notification to EPA, or for EPA
to continue to notify the foreign
governments about that manufacturer's
exports.

Accordingly, EPA has concluded that
it is appropriate to amend its section
12(b) rule to end notification
requirements in such situations. The
amendment to 40 CFR Part 707 adding a
new § 707.72 provides that when test
results showing that a specific
substance produced by a specific
process has no HDDs/HDFs above the
target LOQs are submitted to EPA under
this test rule, export notification to EPA
is no longer required of any person who
is exporting that substance produced by
that process. '

IX. Compliance and Enforcement

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)(A) of TSCA makes
it uniawful 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: “(A) establish or
maintain records, {B) submit reports,
notices, or other information, or (C)
permit access to or copying of records
required by this Act or a 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(a)
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.
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 any final rule for
chemicals listed under § 766.20. These
ingpections may be conducted to verify
that testing has begun, schedules are

- being met, reports accurately reflect the

underlying raw data and interpretations
and.evaluations, and to determine
compliance with TSCA Good
Laboratory Practices {GLP) standards
and the test standards established in the
rule.

EPA's authority to inspect a testing
facility is also derived 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 to include such other
requirements as are necessary to
provide such assurance. The Agency
maintains that laboratory inspections
are necessary to provide this assurance.

Violators of TSCA are subject to
criminal and civil liability. Persons who
submit materially misleading or false
information in 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. Knowing or wiliful 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
year. 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
section 16. Other remedies are available
10 EPA under section 17 of TSCA. such-
as seeking an injunction to restrain
violations of TSCA section 4.

Individuals as well as corporations
could be subject to enforcement actions.
Sections 15 and 16 of TSCA apply to
“any person” who violates various
provisions of TSCA. EPA may. at its
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.

X. Rulemaking Record

EPA has established a record for this.
rulemaking (OPTS-83002). This record
includes basic information considered
by the Agency in developing this final
rule and appropriate Federal Register
notices.
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This record includes the foliowing
kinds of information:

1. Federal Register notices pertaining
to this rule.

2. Study of availability of test
facilities and personnel.

3. Economic analyses.

4. Communications before proposal
consisting of written public and intra- or
interagency memoranda and comments
and summaries of telephone
conversations.

5. Reports—published and
unpublished factual materials.

6. Comments received in response to
the proposed rule and the proposed
amendment to the rule from the
following organizations:

Ameribrom, Incorporated

Cambridge Isotope Laboratories, Inc.

Chemical Manufacturers Association,
Inc. :

Dow Chemical Company

Eastman Kodak Company

Ethy! Corporation

Environmental Defense Fund -

Great Lakes Chemical Company

Imperial Chemicals, Inc.

Platte Chemical Company

Uniroyal Chemical. Inc.

Vulcan Chemicals, Inc.

Worker's Institute for Safety and Health

2.4-D Task Force

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,
NE-G004. 401 M St.. SW.. Washington,
DC, from 8 a.m. to 4 p.m., Monday
through Friday. except legal holidays.
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XII. Other Regulatory 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. 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 effect on the economy is
not expected to exceed the advantages
to the public of testing 12 chemicals and
reporting on those contaminated. plus
some additional reporting. The total
costs of testing are expected to be $2.37
million. No significant increases in
prices are expected to occur as a result
of this rule, as reported in the economic
impact analysis. No significant adverse
effects are expected on competition,
employment, investment, productivity,
innovation or on the ability of United
States-based cnterprises to compete
with foreign-based enterprises.

This final regulation 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., Pub. L. 96-354,
Scptember 19. 1980), EPA {s certifying

that this test rule, if promulguted. will
not have a significant impactona
substantial number of small businesses
because: (1) Very few small chemical
manufacturers and importers will be
required to test chemicals and report,
and (2) small manufacturers have been
exempted from a major reporting
requirement.

For this rule, the definition of small
business is the one codified at 40 CFR
704.3. For this certification, the total
annual sales figure of $4 miilion, or $40
million and less than 100.000 pounds
annval production was used as the
cutoff to denote small chemical
manufacturers and importers.

Of the firms likely to be required to
test, four qualify as small businesses.
These four firms do not represent a
substantial number of all small chemical
manufacturing firms. For each of these
four firms, amortized test and reporting

" costs are projected to be less than 0.1

percent of annual sales, approximately
the same percentage experienced by
larger manufacturing and imparting
companies.

C. Paperwork Reduction Act

OMB hag 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 numbers 2070-0033 for
reporting under section 4, 2070-0004 for
submission of health and safety studies
under section 8(d), 2070-0017 for
submission of allegations of significant
adverse reactions under section 8(c),
and 2070-0054 for submission of
information under section 8{a).

List of Subjects in 40 CFR Parts 707 and
766

Chemicals, Environmental protection,
l1azardous material, Health and safety,
Recordkeeping and reporting
requirements, Significant adverse
reactions, Testing.

Dated: May 20, 1987.

John A. Moore,

Assistant Administrator for Pesticides and
Toxic Substances.

Therefore, 40 CFR Chapterlis
amended as follows:

PART 707—{AMENDED]

1. In Part 707:

a. The authority citation for Part 707
continues to read as follows: -

Authority: 15 U.S.C. 2611(b) and 2612.

b. By adding a new § 707.72 to
Subpart D to read as follows:

§707.72 Termination of reporting
requirements.

{a) The reporting requirements of
Subpart D of this Part are terminated for
certain specific chemical substances and
mixtures as set forth in this paragraph.

(1) When data required under Part 766
of this chapter have been submitted to
EPA for a specific chemical substance
produced by a specific process, and the
data show no positive test result as
defined in § 766.3 of this chapter,
reporting is no longer required by
persons who export or intend to export
that substance produced by that
process.

{2} [Reserved]

{(b) [Reserved]

2. By adding Part 766 to read as
follows:

PART 766-—~DIBENZO-PARA-DIOXINS/
DIBENZOFURANS

Subpart A—General Provisions

Sec.

766.1
766.2
766.3

Scope and purpose.

Applicability and duration of this Part.

Definitions.

768.5 Compliance.

766.7 Submission of information.

766.10 Test standards.

766.12 Testing guidelines.

766.14 Contents of protocols.

766.16 Developing the analytical test
method. - .

766.18 Mcthod sensitivity.

Subpart B—Specific Chemical Testing/

Reporting Requirements

766.20 Who must test.

766.25 Chemical substances fur testing.

766.27 Congeners and LOQs for which
guantitation is required.

766 28 Expert review of protocols.

768.32 Exclusions and waivers.

766.35 Reporting requirements.

768.38 Reporting on precursor chemical
substances.

Authority: 15 U.S.C. 2603 and 2607.

§ 766.1 Scope and purpose.

{a) This Part identifies requirements
for testing under section 4 of the Toxic
Substances Control Act (TSCA). 15
U.S.C. 2603, to ascertain whether certain
specified chemical substances may be
contaminated with halogenated
dibenzodioxins (HDDs)/dibenzofurans
(HDFs) as defined in § 766.3, and
requirements for reporting under section
8 of TSCA, 15 U.S.C. 2807.

(b) Section 766.35(b) requires
manufacturers and processors of
chemical substances identified in
§ 766.25 to submit to EPA: (1) Any
existing test data showing analysis of
the chemical substances for
concentrations of HDDs/HDFs,
applicable protocols, and the results of
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the analysis for HDDs/HDFs, (2)
allegations of significant adverse
reactions to HDDs/HDFs, compiled in
accordance with Part 717 of this chapter,
and (3) health and safety studies on the
HDDs/HDFs, in accordance with
applicable provisions of Part 716 of this
chapter.

{c) Section 766.35(a) requires
manufacturers and, under certain -
circumstances, processors of chemical
substances identified in § 766.25 to
submit letters of intent to test and
protocols for the analysis of the
chemical substances for the presence of
HDDs/HDFs. Section 766.20 requires
these manufacturers and processors to
test their chemical substances for the
presence of HDDs/HDFs. Any
submissions must be in aceordance with
the EPA Procedures Governing Testing
Consent Agreements and Test Rules
contained in Part 790 of this chapter and
any modifications to such procedures
contained in this Part.

(d) Section 766.32 specifies conditions
under which persons required to test
may request an exclusion or waiver
from testing.

(e) Deadlines for submission to EPA of
protocols, reports, studies, and test
results are specified in Part 790 Subpart
C and § 766.35.

(f) Sections 766.10, 766.12, 766.14,
766.16, and 766.18 prescribe analytical
methods required; § 766.27 prescribes
target levels of quantitation (LOQ) for
each congener for which quantitation is
required.

{g) If results of existing tests or tests
performed under this Part indicate the
presence of HDDs/HDFs in the
identified chemical substance above the
LOQ specified in § 766.27. § 766.35(c)
requires the following additional
reporting on the specified chemicals:
production, process, use, exposure and
disposal data under section 8(a) of
TSCA: health and safety studies under
section 8(d) of TSCA: and reports of
allegations of significant adverse
reactions under section 8(c) of TSCA. In
some cases, additional reporting may be
required of manufacturers reporting no
contamination of the identified chemical
substances under § 766.35(c){2).

(h) Section 766.38 requires
manufacturers of chemical substances
produced from chemical substances
identified as possible precursors to
HDD/HDF formation, to report on
chemical substances produced from
such precursors.. -

§766.2 Applicability and duration of this
part.

(a) Chemical substances subject to
testing. (1) This Part is applicable to
each person who, at any time during the

duration of this Part, manufactures
(and/or imports), or processes, a
chemical substance identified under
§ 766.25.

(2) The duration of this Part for any
testing requirement for any chemical
substance is the period commencing
with the effective date of this Part to the
end of the reimbursement period., as
defined in § 766.3, for each chemical
substance. All reporting requirements
for any chemical substance listed under
§ 766.25 shall be in effect for tha same
period as the testing requirement.

(b) Precursar chemical substances. (1)
This Part is applicable to each person

- who manufactures (and/or imperts) a

chemical substance from any precursor
chemical substance identified in
§ 766.38.

(2} The requirement for precursor
reporting under § 766.38 shall be in
effect until three years after the effective
date of this Part. .

(3) Small manufacturers are exempt
from reporting process and reaction
condition data on chemical substances
made from precursor chemical
substances listed under § 766.38.

§766.3 Definitions.

The definitions in sectfon 3 of TSCA
and the definitions of §§ 704.3, 716.3,
717.3, and 790.3 of this chapter also
apply to this Part.

“Congener” means any one particular
member of a class of chemical
substances. A specific congener is
denoted by unique chemical structure,
for example 2,3.7.8-
tetrachlorodibenzofuran.

“Dibenzofuran” means any of a family
of compounds which has as a nucleus a
triple-ring structure consisting of two
benzene rings connected through a pair
of bridges between the benzene rings.
The bridges are a carbon-carbon bridge
and a carbon-oxygen-carbon bridge at
both substitution positions.

“Dibenzo-p-dioxin” or “dioxin” means
any of a family of compounds which has
as a nucleus a triple-ring structure
consisting of two benzene rings
connected through a pair of oxygen
atoms.

*Guidelines"” means the Midwest
Research Institute (MRI) publication
Guidelines for the Determination of
Polyhalogenated Dioxins and
Dibenzofurans in Commercial Products,
EPA contract No. 68-02-3938; MRI
Project No. 8201-A(41), 1985.

“HDD" or “2,3,7.8-HDD" means any of
the dibenzo-p-dioxins totally chlorinated
or totally brominated at the following

"positions on the molecular structure:

2.3.7.8,1.23.7.8: 1.2,3.4.7.8: 1.2.3.6.7.8:
1.2.3,7.8,9; and 1,2,3.4,7,8.9.

“HDF" or "2,3.7.8-HDF" means any of
the dibenzofurans totally chlorinaled gy
totally brominated at the following
positions on the molecular structure:
2.3.7.8:1.2,3.7.8; 2.3.4,7.8: 1.2,3.4.7.8;
1.2.3.6.7,.8; 1.2,3.7.8.9; 2,3.4.6.7.8;
1,2.3.4.6,7.8; and 1,2.3.4,7.8.9.

“Homolog" means a group of isomers
that have the same degree of
halegenation. For example, the
homologous class of tetrachlorodibenzo-
p-dioxins consists of all dibenzo-p-
dioxins containing four chlorine atoms.
When the homologous classes discussed
in this Part are referred to, the following
abbreviations for the prefix denoting the
number of halogens are used:

tetra-, T (4 atoms}

penta-, Pe (5 atoms)

hexa-, Hx {6 atoms)

hepta-, Hp (7 atoms)

“HRGC" means high resolution gas
chromatography.

“HRMS" means high resolution mass
spectrometry.

“Level of quantitation” or "LOQ"
means the lowest concentration at
which HDDs/HDFs can be reproducibly
measured in a specific chemical
substance within specified confidence
limits, as described in this Part.

“Polybrominated dibenzofurans”
refers to any member of a class of
dibenzofurans with two to eight bro
substituents. ,

“Polybrominated dibenzo-p-dioxin -
“PBDD" means to any member of a class
of dibenzo-p-dioxins with two to eight
bromine substituents.

“Polychlorinated dibenzofuran”
means any member of a class of
dibenzofurans with two to eight chlorine
substituents.

“Polychlorinated dibenzo-p-dioxin” or
“PCDD" means any member of a ciass
of dibenzo-p-dioxins with two to eight
chlorine substituents.

“Polyhalogenated dibenzofuran” or
“PHDF" means any member of a class o
dibenzofurans containing two to eight
chlorine, bromine, or a combination of
chlorine and bromine substituents.

“Polyhalogenated dibenzo-p-dioxin™
or “PHDD" means any member of a
class of dibenzo-p-dioxins containing
two to eight chlorine substituents or tw¢
to eight bromine substituents.

“Positive test result” means: (1} Any
resolvable gas chromatographic peak fo
any 2,3.7,8-HDD or HDF which exceeds
the LOQ listed under § 766.27 for that
congener, or (2} exceeds LOQs approve:
by EPA under § 766.28.

“Precursor’” means a chemical
substance which is not contaminated
due to the process conditions under -
which it is manufactured, but beca
its molecular structure, and under
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favorable process conditions, it may

cyaise or aid the formation of HDDs/

in other chemicals in which it is

a feedstock or intermediate.

" means quality assurance.
“QC" means quality control.
“Reimbursement period” means the

period that begins when the data from

the last test to be completed under this

Part for a specific chemical substance

listed in § 76625 is submitted to EPA,

and ends after an amount of time equal
to that which had been required to
develop that data or 5 years, whichever
is later. :
“TSCA" means the Toxic Substances
Control Act. 15 U.S.C. 2601 et seq.

§ 766.5 Compliance.

Any person who fails or refuses to
comply with any aspect of this Part is in
violation of section 15 of TSCA. Section
15(1) makes it unlawful for any person
to fail or refuse to comply with any rule
or order issued under section 4. Section
15(3) makes it unlaw{ul for any person
to fail or refuse lo submit information
required under this Part. Section 16
provides that a violation of section 15
renders a person liable to the United
States for a civil penalty and possible
criminal prosecution. Under section 17
of TSCA, the district courts of the

Updad States have jurisdiction to
any violation of section 15.
§ Submission of information.

All information (including letters of
intent, protocols, data, forms, studies.
and allegations) submitted to EPA under
this Part must bear the applicable Code
of Federal Regulations (CFR) section
number (e.g.. § 766.20) and must be
addressed to: Document Control Office
(TS-790), Office of Pesticides and Toxic
Substances, Environmental Protection
Agency. 401 M Street, SW., Washington,
DC 20460.

§ 766.10 Test standards.

Testing required under Subpart B of
this Part must be performed using the
protocols submitted to and reviewed by
the EPA expert panel established under
§ 766.28. All new data, documentation,
records, protocols, specimens, and
reports generated as a result of testing
under Subpart B of this Part must be
fully developed and retained in
accordance with Part 792 of this chapter.
These items must be made available
during an inspection or submitted to
EPA upon request by EPA orits
authorized representative. Laboratories
conducting testing for submission 10
EPA in response to a test rule

p ated under section 4 of TSCA
m e to the TSCA Good
ry Practices (GLPs} published

in Part 792 of this chapter. Sponsars
must notify the laboratory that the
testing is being conducted pursuant to
TSCA section 4. Sponsors are also
responsible for ensuring that
laboratories conducting the testing
abide by the TSCA GLP standards. At
the time test data are submitted,
manufacturers must submit a
certification to EPA that the laboratory
performing the testing adhered to the
TSCA GLPs.

§ 766.12 Testing guidelines.

Analytical test methods must be
developed using methods equivalent to
those described or reviewed m
Guidelines for the Determination of
Polyhalogenated Dibenzo-p-dioxins and -
Dibenzofurans in Commercial Products.
Copies are available from the TSCA
Assistance Office, (TS-799). Office of
Toxic Substances, Environmental
Protection Agency, 401 M St., SW,
Washington, DC 20460 {800—424-8065).
Copies are also located in the public
docket for this Part {docket no. OPTS-
83002) and are available for inspection
in the OPTS Reading Rm., NE-G004, 401
M St., SW., Washington, DC, from 8 a.m.
to 4 p.m. Monday through Friday,
except legal holidays.

§ 766.14 Contents of protocols.

Protocols should include all parts of
the Quality Assurance Plan for
Measurement of Brominated or
Chlorinated Dibenzofurans and
Dibenzodioxins, as stated in the
Guidelines. For each chemical substance
and each process, the manufacturer
must submit a statement of how many
grades of the chemical substance it
produces, a justification for selection of
the specific grade of chemical substance
for testing, specific plans for collection
of samples from the process stream,
naming the point of collection. the
method of collecting the sample, and an
estimate of how well the samples witl
represent the material to be
characterized: a description of how
control samples (blanks) and HDD{

. HDF-reinforced control samples. or

isotopically labeled compounds
(standards) and duplicate samples will
be handled; a description of the
chemical extraction and clean up
procedures to be used; how extraction
efficiency and measurement efficiency

_ will be established; and a description of

instrument hardware and operating
conditions, including type and source of
columns, carrier gas and flow rate,
operating temperature range, and éon
source temperature.

§766.16 Developing the anatytical test
method.

Because of the matrix differences of
the chemicals listed for testing. no one
method for sample selection,
preparation, extraction ard clean up is
prescribed. For analysis. High
Resolution Gas Chromatography
(HRGC) with High Resolution Mass
Spectrometry (HRMS]) is the method of
choice, but other methods may be used
if they can be demonstrated to reach the
target LOQs as well as HRGC/HRMS.

(a) Sample selection. The chemical
product to be tested should be sampled
so that the specimens collected for
analysis are representative of the whole.
Additional guidance for sample
selection is provided under § 766.12.

(b) Sample preparation. The sample
must be mechanically homogenized and
subsampled as necessary. Subsamples
must be spiked or reinforced with
surrogate compounds or with standard
stock solutions, and the surrogates or
standards must be thoroughly
incorporated by mechanical agitation.
Additiona! guidance is provided under
§ 766.12.

fc) Sample extraction and cleanup.
The spiked samples must be treated to
separate the HDDs/HDFs from the
sample matrix. Methods are reviewed in
the Guidelines under § 766.12, but the
final method or methods are left to the
discretion of the analyst, provided the
instrumental response of the surrogates
meets the criteria listed in the Quality
Assurance Plan for Measurement of
Brominated or Chilorinated
Dibenzofurans and Dibenzodioxins,
appendixes B and C of the Guidelines.
Cleanup techniques are described in the
Guidelines. These are chosen at the
discretion of the analyst to meet the
requirements of the chemical matrix.

(d) Analysis. The method of choice is
High Resolution Gas Chromatographic/
High Resolution Mass Spectrometric
Determination, (HRGC/HRMS) but
alternate methods may be used if the
manufacturer can demonstrate that the
method will reach the target LOQs as
well as HRGC/HRMS. Specific
operating requirements are found in the
Guidelines.

§766.18 Method eensitivity.

The target level of quantitation
required under § 766.27 for each HDD/
HDF congener is the {evel which must
be attempted for each resolved HRGC
peak for that congener. For at least one
product sample, at least two analyses of
the same isotopically labeled HDD/HDF
internal calibration standards spiked to
a final product concentration equal to
the LOQ for that congener must be
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reproducibly extracted, cleaned up, and
quantified to within £20 percent of each
other. For each spiked product sample,
the signal to noise ratio for the
calibration standard peaks after
complete extraction and cleanup must
be 10:1 or greater. The recovery of the
internal calibration standards in the
extracted and cleaned up product
samples must be within 50 to 150
percent of the amount spiked, and the
results must be corrected for recovery.

Subpart B—Specific Chemical Testing/
Reporting Requirements

§776.20 Who must test.

{a) Any person who manufactures,
imports, or processes a chemical
substance listed in § 766.25 must test
that chemical substance and must
submit appropriate information to EPA
according to the schedules described in
§ 766.35. Chemical substances
manufactured, imported or processed
between January 1, 1984 and the date of
promulgation of this Part are subject to
testing upon the effective date of this
Part. All other chemical substances are
subject to testing immediately upon
manufacture, import or processing. EPA
expects that only manufacturers and
importers will perform testing, and that
the cost of testing will be passed on to
processors through the pricing
mechanism, thereby enabling them to
share in the cost of testing. However,
processors will be called upon to
sponsor testing should manufacturers
and importers fail to do so. A processor
may apply for an exemption from testing
upon certification to EPA that a
manufacturer or importer is testing the
chemical substance which that person
processes.

(b) If no manufacturer or importer
described in § 766.20 submits a letter of
intent to perform testing within the
period described under § 766.35(a), or an
exemption application under § 790.45(a),
or a request for an exclusion or waiver
under § 766.32, EPA will issue a notice
in the Federal Register to notify all
processors of that chemical substance.
The notice will state that EPA has not
received any of the documents
described in the previous sentence, and
that current processors will have 30
days to submit either a letter of intent to
perform the test or submit an exemption
application.

(c) If no manufacturer, importer or
processor submits a letter of intent to
perform testing of a specific chemical
substance produced by a specific
process, EPA will notify all
manufacturers, importers, and
processors, either by notice in the
Federal Register or by letter, that all

excemption applications will be denied
and that within 30 days all
manufacturers, importers, and
processors will be in violation of this
Part until a proposed study plan is
submitted for required testing.

(d) Manufacturers, importers, and
processors who are subject to this Part
must comply with the test rule
development and exemption procedures
in Part 790 of this chapter, except as
modified in this Part.

§766.25 Chemical substances for testing.

(a) Listing of chemical substances.
Chemical substances required to be
tested for HDDs/HDFs under this rule
are listed in this section. The listing is
by Chemical Abstracts Service (CAS)
Number and common name.

Note.—For purposes of guidance only, EPA
lists the chemical substances subject to
testing under this Part in two classes—those
known to be manufactured or imported
between January 1, 1984, and promulgation of

‘this Part. and those not known to be

manufactured or imported at the time of
promulgation of this Part.

(1) Chemicals substances known to be
manufactured between January 1, 1984
and date of promulgation of this Part.

" CAS No. Chemical name

79-94-7
118-75-2

Tetrabromobisphenot-A.
2.3.5.6-Tetrachioro-2,5-cyciohexadiene-1,4-
dione.

118-79-6 | 2.4.6-Tribromophenol.

120-83-2 | 2.4-0i X
1163-19-5 | Decabromodiphenyloxide.
4162-45-2 | Tetrab isphenol-A-bi Y

21850-44-2 | T iS5 I-A-bis-2,3-0i A

Propy

ether,
Allyl ather of tetrabromobisphenol-A.
Pentabromodiphenyloxide.
Octabromodiphenyloxide.
1.2-Bis(tribromophenoxy)-athane.
Tetrabromobisphenoi-A diacrylate.

25327-89-3
J32534-81-9
32536-52-0
37853-58-1
55205-38-4

(2) Chemicals not known to be
manufactured between January 1, 1984
and the date of promulgation of this
Part.

CAS No. Chemical name

79-95-8
87-10-5
87-65-0
95-77-2
95-95-4
99-28-5
120-36-5
320-72-9
488-47-1
576-24-9
583-76-8
608-71-9
615-58-7
933-75-§
1940-42-7
2577-12-2
3772-94-0
37653-61-5

Tetrachiorobisphenol-A.
3.4'.5-Tribromosalicylanifide.
2.6-Dichorophenol.

3.4-Oichiorophenol.
2,4.5-Trichlorophenol.
2.6-Dibromo-4-nitrophenot.
2(2.4-{Dichiorophenoxy)]-propionic acid.
3.5-Dichiorosalicyciic acid.
Tetrabromocatechol.
2,3-Dichiorophenol.

2,5-Dichioraphenol.

Pontabromophenol.

2.4-Dibromophenol.
2.3.8-Trichiorophenol.
4-8romo-2,5-dichiorophenol.
3.5-Dibromosaticylanilide.
Pentachiorophenyt laurate.
Blismethytether of tetrabromobisphenol-A.
Alkylamine tetrachiorophenate.
Tetabromobisphenol-8.

(b) Grade to be tested. If the same
process is used to manufacture all

grades of the same chemical substance,
only one grade need be tested. The
grade to be tested must be the gra
subject to the most intense heat a
alkalinity for the longest duration o
time, manufactured under each differen:
process. If the heat, alkalinity and
duration of reaction do not differ for
various grades, the test substance must
be the grade of chemical substance wu]
the highest volume of sales. “

§766.27 Congeners and LOQs for Whlch
quantitation is required. & ' 4

Quantitation at the target LOQ ShOWr
for each of the following HDDs/HDFs
which may be present in the chemical
substances is required for the chemical
substances listed under § 766.25. .
Analysis must take place for elther
chlorinated or brominated
dibenzodioxins or dibenzofurans,
whichever is predominantly expected t.
occur in the chemical substance to be
tested. Only chlorinated and brominate
congeners need be quantified; for -
chemical substances containing
predominantly chlorine atoms, only
congeners totally chlorinated at the:
numbered positions need be quantxfed
for chemical substances containing .-
predominantly bromine atoms, only
congeners totally brominated at the -
numbered positions need be quanti‘

Chiorinated dioxins Brominated dioxins -

2.3,7.8-T7COO......... 23.7.8-TBDO.......ccceceone| 0.1 ppb
1.2.3,7.8-PeCOD 1,23,7.8-PeB00 .........1 0.5 ppb
1.2.3.4,7.8-HxCDD 1,2,3,4,7,8-HxB00 ......i 2.5 ppb.
1,2.3.6,7,8-HxCDD. 1.2,2.6.7.8-Hx8D0 2.5 ppb.
1,2.3.7,8,9-HxCDD. 1.2,3,7.8,9-HxB00D 2.5 ppb.
1.2,3,4,6.7.8-HpCOl 1.2.3.4.6.7,8-HpB 100 ppb
2.3.7.8-TCOF ... 2.3,7.8-TBOF ..... 1 .
1,2.3,7.8-PeCl | 1.2.3,7.8-Pe80OF 5
2.3.4,7.8-PeCOF 2.3.4.7,8-PeBDF..... 5
1,2.3,4.7,8-HxCOF . 1,2,3.4,7,8-Hx80F .| 2
1.2.3,6,7,8-HxCOF . 1,2.3,6.7.8-HxB0F 4 2

1,2.3.7.8.9-HxCDF . 1.2,3.7.8.9-HxBDF
2.3,4.6,7,8-HxCOF . 2.3.4,6,7,8-HxBOF
1.2.3,4,6.7,8-HpCOF ...... 1,2.3.4,6,7,8-HpBOF .......
1.2.3.4.7.8.9-HpCOF ....... 1,2.3,4,7,8.9-HpBOF ...... i 1 ppni.

§766.28 Expert review of protocols.

EPA will gather a panel of experts in
analysis of chemical matrices for HDD.
HDFs to review the protocols for testin
submitted to EPA. The panel members
will be employees of EPA and/or of
other U.S. Government agencies who
have had experience in analysis of

' chemical matrices and/or chemical

wastes for HDDs/HDFs. The panel wil.
recommend to the Director, EPA Office
of Toxic Substances, whether the
protocol submitted is likely to allow
analysis down to the target LOQs, or if
not, whether the protocol represents a
goad faith effort on the part of the

to achieve the lowest possible LO

The final determination to accept

———
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reproducibly extracted, cleaned up, and
quantified to within £20 percent of each
other. For each spiked product sample,
the signal to noise ratio for the
calibration standard peaks after
complete extraction and cleanup must
be 10:1 or greater. The recovery of the
internal calibration standards in the
extracted and cleaned up product
samples must be within 50 to 150
percent of the amount spiked, and the
results must be corrected for recovery.

Subpart B~Specific Chemical Testing/
Reporting Requirements

§776.20 Who must test.

(a) Any person who manufactures,
imports, or processes a chemical
substance listed in § 766.25 must test
that chemical substance and must
submit appropriate information to EPA
according to the schedules described in
§ 766.35. Chemica!l substances
manufactured, imported or processed
between January 1, 1984 and the date of
promulgation of this Part are subject to
testing upon the effective date of this
Part. All other chemical substances are
subject to testing immediately upon
manufacture, import or processing. EPA
expects that only manufacturers and
importers will perform testing, and that
the cost of testing will be passed on to
processors through the pricing
mechanism, thereby enabling them to
share in the cost of testing. However,
processors will be called upon to
sponsor testing should manufacturers
and importers fail to do so. A processor
may apply for an exemption from testing
upon certification to EPA that a
manufacturer or importer is testing the
chemical substance which that person
processes.

(b) If no manufacturer or importer
described in § 766.20 submits a letter of
intent to perform testing within the
period described under § 766.35(a). or an
exemption application under § 790.45(a),
or a request for an exclusion or waiver
under § 766.32, EPA will issue a notice
in the Federal Register to notify all
processors of that chemical substance.
The notice will state that EPA has not
received any of the documents
described in the previous sentence, and
that current processors will have 30
days to submit either a letter of intent to
perform the test or submit an exemption
application.

(c} If no manufacturer, importer or
processor submits a letter of intent to
perform testing of a specific chemical
substance producéd by a specific
process, EPA will notify all
manufacturers, importers, and
processors, either by notice in the
Federal Register or by letter, that all

exemption applications will be denied
and that within 30 days all
masaufacturers, importers, and
processors will be in violation of this
Part until a proposed study plan is
submitted for required testing.

(d) Manufacturers, importers, and
processors who are subject to this Part
must comply with the test rule
development and exemption procedures
in Part 790 of this chapter, except as
modified in this Part.

§766.25 Chemical substances for testing.

(a) Listing of chemical substances.
Chemical substances required to be
tested for HDDs/HDFs under this rule
are listed in this section. The listing is
by Chemical Abstracts Service (CAS)
Number and common name,

Note.—For purposes of guidance only, EPA
lists the chemical substances subject to
testing under this Part in two classes—those
known to be manufactured or imported
between January 1, 1984, and promulgation of
this Part, and those not known to be
manufactured or imported at the time of
promulgation of this Part.

(1) Chemicals substances known to be
manufactured between fanuary 1, 1984
and date of promulgation of this Part.

CAS No. Chemical name

79-94-7
118-75-2

Tetrabromobisphenol-A.

23.5.6-T 10-2.5-Cyciohexadi
dione.

2.4.6-Tribromophenol.
2,4-Dichlorophenol.

1163-19-5 | Decabromodiphenyloxide.
4162-45-2 | Tetrabromobisphenol-A-bisethoxylate.
21850-44-2 | T4 . i-A-bis-2,3-dibr

1.4.

118-79-6
120-83-2

q
SP wopyl

25327-89-3
32534-81-9
32536-52-0
37853-59-1
55205~38-4

ether. -
Altyl ether of tetrabromobisphenol-A.
Pentabromodiphenyloxide.
Octabromodiphenyloxide.
1,2-Bis(tribromophenoxy)-ethane.
Tetrabromobisphenoi-A diacrylate.

(2) Chemicals not known to be
manufactured between January 1, 1964
and the date of promulgation of this
Part.

CAS No. Chemical name

79-95-8
87-10-5
87-65-0
95-77-2
95-95-4
99-28-5
120-36-5
320-72-9
488-47-1
576-24-9
583-79-8
608-71-9
615-58-7
933-75-5
1940-42-7

Tetrachiorobisphenol-A.

3.4' 5-Tribromosaticylanitide.
2.6-Oichiorophenol.
3.4-Dichiorophenol.
2.4,5-Trichlorophenol.
2.6-Oibromo-4-nitrophenal. .
2{2,4-{Dichiorophenoxy))-propionic acid.
3.5-Dichlorosaticyctic acid.
Tetrabromocatechol.
2.3-Dichiorophenod.
2.5-Dichlorophenoi.
Pentabromophenc.
2,4-Dibromophenol.
2,3,6-Trichiorophenol.
4-8romo-2,5-dichlorophenol.
2577-72-2 | 3.5-Oibromosaticylanilide.
3772-94-0 | Pervtachiorophenyl laurate.
37853-61-5 | Bismethylether of tetrab iop

Atk

ol-A.

tetracr D

Totrabromobisphenol-8.

' (b) Grade to be tested. If the same
process is used to manufacture all

grades of the same chemical substance.
only one grade need be tested. The
grade to be tested must be the grade
subject to the most intense heat and
alkalinity for the longest duration of
time, manufactured under each different
process. If the heat, alkalinity and
duration of reaction do not differ for
various grades, the test substance must
be the grade of chemical substance with
the highest volume of sales.

§766.27 Congeners and LOQs for which
quantitation is required. .

Quantitation at the target LOQ shown
for each of the following HDDs/HDFs
which may be present in the chemical
substances is required for the chemical
substances listed under § 766.25.
Analysis must take place for either
chlorinated or brominated
dibenzodioxins or dibenzofurans,
whichever is predominantly expected to
occur in the chemical substance to be
tested. Only chlorinated and brominated
congeners need be quantified; for
chemical substances containing
predominantly chlorine atoms, only
congeners totally chlorinated at the
numbered positions need be quantified:
for chemical substances containing
predominantly bromine atoms, only
congeners totally brominated at the
numbered positions need be quantified.

Chilorinated dioxins Brominated dioxins LoQ
2.3,7.8 TCOD....cecsirucnes 23.7.8-TBOD.......covmvrmenen 0.1 ppb.
1,2,3.7,8-PeCO0 .| 1,2,3,7.8-PeBDD .. 0.5 ppb.
1,2,3.4,7.8-HxC0D.........} 1,2.3.4,7.8-HxBOD .. 2.5 ppb.

1.2,3,6,7.8-HxCDD..
1.2.3.7.8.9-+4xC00 ..
1.2.3,4.6.7,8-HpCDO.
23.78-TCOF.....
1.2.3.7.8-PeCOF.
2.3.4.7.8-PeCOF.
1.2,3.4.7,8-HxCDF ..
1,2.3.6.7.8-HxCDF ..
1,2,3.7.8.9-HxCOF ..
2.3.4.6,7,8-HxCOF ..........
1.2.0.4.6.7.8-HpCOF .......
1.2.3.4,7.8,9-HpCOF .......

1,2.3.6,7,8-HxBDD

§766.28 Expert review of protocols.

EPA will gather a panel of experts in
analysis of chemical matrices for HDDs/
HDFs to review the protocols for testing
submitted to EPA. The panel members
will be employees of EPA and/or of
other U.S. Government agencies who
have had experience in analysis of
chemical matrices and/or chemical
wastes for HDDs/HDFs. The panel will
recommend to the Director, EPA Office
of Toxic Substances, whether the
protocol submitted is likely to allow
analysis down to the target LOQs, or if
not. whether the protocol represents a
good faith effort on the part of the tester
to achieve the lowest possible LOQs.
The final determination to accept or
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reject the protocol will be made by the
Director, Office of Toxic Substances.
EPA will review the submitted protocois
as rapidly as possible and will complete
the review within 90 days after receipt.
EPA may require submission of revised
protocols. Comments and
rncommendations will be transmitted to
the submitter, and if revisions are
required, a final protocol must be
submitted to EPA within90 days after
EPA transmits such recommendations.

§766.32 Exclusions and waivers.

{a) Reasons for exclusions and
waivers. Any person subject to the
testing requirements of this Part may
request an exclusion or waiver from
testing for any one of the following
reasons:

(1) Exclusions may be granted if. (i)
Testing of the appropriate grade of the
chemical substance has already been
carried out, either analytical testing at
the lowest LOQ possible, with
appropriate QA/QC, or a well-designed
bicassay with appropriate QA/QC or;

(i1) Process and reaction conditions of
the chemical substance such that no
HDDs/HDFs could be produced under
those conditions;

(2) Waivers may be granted if. (i) A
responsible company official certifies
that the chemical substance is produced
only in quantities of 100 kilograms or
less per year, only for research and
development purposes; or

(ii} In the judgement of EPA, the cost
of testing would drive the chemical
substance off the market, or prevent
resumption of manufacture or import of
the chemical substance, if it is not
currently manufactured, and the
chemical substance will be produced so
that no unreasonable risk will occur due
to its manufacture, impart, processing,
distribution, use. or disposal. (In this
case, the manufacturer must submit to
EPA all data supporting the
determination.)

(iii) Waivers may. be appropriately
conditioned with respect to such factors
as timer and conditions of manufacture
or use. The grade of decabromodiphenyl
oxide produced by Dow Chemical
Company (Dow) for the National
Toxicology Program (NTP) bioassay on
that chemical is excluded from the
testing requirement under this Part.
Provided, however. that this exclusion
will not apply if Dow fails to supply to
EPA within 60 days of the effective date
of this section evidence showing which
grade was used for the NTP bioassay.

{b) Timing. Exclusion or waiver
requests and detailed supporting data
must be submitted to EPA within 60
days from the effective date of this Part
for persons manufacturing, importing or

processing a chemical substance as of
the date of promulgation, or 60 days
prior to the date of resumption of
manufacture or import for a chemical
substance produced by a specific -
process if the chemical substance is not
manufactured, imported or processed as
of the date of promulgation.

(c) Publication. Within 10 days of

- receipt of any exclusion or waiver

request, EPA will issue in the Federal
Register a notice of such receipt. EPA
will also issue a notice of its decision on
each exclusion or waiver request within
60 days of receipt.

(d) Decision. The EPA Director of the
Office of Toxic Substances will make
the decision to grant or deny waivers or
exclusions.

§766.35 Reporting requirements.

(a) Letters of intent, exemption
applications, and protocols—(1) Letters
of Intent. (i) Persons who have
manufactured or imported chemical
substances listed under § 766.25
between January 1, 1984, and the
effective date of this Part are required to
submit under § 790.45 of this chapter a
letter of intent to test or an exemption
application. These letters must be
submitted no later than September 3,
1987.

(ii} Persons who commence
manufacture, import or processing of a
chemical substance listed under § 766.25
that has not been manufactured,
imported or processed between January
1, 1984 and the effective date of this Part
must submit under § 790.45 of this
chapter. within 60 days after the
commencement of manufacture, import,
or processing of the chemical substance,
a letter of intent to test or an exemption
application.

(iii} Persons who commence
manufacture, import or processing of a
chemical substance listed under § 766.25
between the effective date of this Part
and the end of the reimbursement period
for that particular chemical substance
produced by a specific process must
submit under § 790.45 of this chapter,
within 60 days after the commencement
of manufacture, import or processing of
the chemical substance, a letter of intent
to test or an exemption application.

(2) Protocols. (i) Each person who is
manufacturing or processing a chemical
substance listed in § 766.25 as of the
effective date of this Part who submits a
notice of intent to test under
§ 766.35(a}{1) must submit a protocol for
the test as follows:

(A) The protocols for each chlorinated
chemical substance produced by each
process to be tested must be submitted
to EPA no later than 12 months after the
effective date of this Part. .

{B) The protocol for each brominated
chemical substance produced by each
process to be tested must be submitted
to EPA no later than 24 months after the
effective date of this Part.

(ii) For chemical substances produced
by a specific process not manufactured
or processed as of the effective date of
this Part, a person who begins
manufacture and submits a notice of
intent to test must submit protocols for
the test as follows:

(A) Protocols for testing must be
submitted 12 months after manufacture
begins for chlorinated chemical
substances.

(B]) Protocols for testing must be
submitted 24 months after manufacture
begins for brominated chemical
substances.

(iii) For persons who have been
granted exemptions, waivers or
exclusions from testing, protocols must
be submitted 12 months after expiration
of the exemption. waiver or exclusion
for chlorinated chemical substances,
and 24 months after expiration of the
exemption, waiver or exclusion for
brominated chemical substances.

(b} Information that must be
submitted to EPA. (1) Persons who
manufacture or import a chemical
substance listed under § 766.25 must
report no later than October 5. 1987 or
90 days after the person first
manufactures or imparts the chemical
substance, whichever is later, the results
of all existing test data which show that
chemical substance has been tested for
the presence of HDDs/HDFs.

(2) Any manufacturer or importer of a
chemical substance listed in § 766.25 in
possession of unpublished health and
safety studies on HDDs/HDFs is
required to submit copies of such studies
to EPA no later than October 5, 1987 or
90 days after the person first
manufactures or imports the chemical
substance, whichever is later. The
following provisions of Part 716 of this
chapter apply to submission of these
studies: §§ 716.3, 716.10(a) (1) and (4):
716.20(a) (1). (2). (3). {4). (7). {8) and (10):
716.25; 716.30; 716.35(a) (1). (2). and (4) [if
applicable]: 716.35 (b) and {c); 716.40 (a)
and (b): 716.50; 716.55; and 716.60(a){2).

(3) No later than October 5, 1987 or 90
days after the person first manufactures
or imports the substance listed in
§ 766.25, any manufacturer or importer
of a chemical substance listed in
§ 766.25 must submit records required to
be held under Part 717 of this chapter on
any HDDs/HDFs.

(4) Test results. (i) Test results must
be reported to EPA not later than 270
days after EPA's transmission of
comments or 180 days after a final
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protocol is submitted to EPA, whichever
is shorter.

(ii) For purposes of reporting test
results to EPA, and for further reporting
triggered by a positive test result under
§ 766.35(c). a positive test result is
defined at § 766.3.

(i) Reporting of test results must
follow procedures set out in Part 790 of
this chapter, except as madified in this
Part.

(c) Information required to be
submitted to EPA after submission of a
posilive test result. (1) Any person who
submits a positive test result for a
specific chemical substance listed under
§ 766.25 must submit to EPA no later
than 90 days after the date of
submission of the positive test result the
following:

(i) A completed form (EPA 7910-51})
for that chemical substance. The form
appears at paragraph (d)(5) of this
section and copies are available from
the TSCA Assistance Office, (TS-799),
Office of Toxic Substances, -..
Environmental Protection Agency, 401 M
St.. SW., Washington, DC, 80460. One
form must be submitted for each
chemical substance for which a positive
test result has been submitted.

(ii) Health and safety studies for the
chemical substance for which a positive
test result has been reported. The
following provisions of Part 718 of this
chapter apply to submission of these
studies: §§ 716.3; 716.10 (a) (1), (2). (3)
and (4); 716.20; 716.25; 716.30; 716.35(a)
(1). (2), and (4), [if applicable}; 716.35 (b)
and (c): 716.40 (a) and (b); 716.50; 716.55;
716.60(a)(2).

(iii) Copies of records on the chei
substances required to be held undr |
Part 717 of this chapter.

(2) If a positive test result on a
chemical substance is received fron
person but not from others, EPA mu
issue a notice in the Federal Registe
listing that chemical substance and
requiring any person manufacturing
importing or processing that chemic
substance who has not submitted 4
positive test result to submit the
information required in Part II of EI
Form 7910-51 (appearing in § 766.3%
Such a notice will be published onl:
EPA needs additional process data
make a determination of unreasonu.
risk.

{d) Dioxin/Furan Reporting Form
BILLING COOE 6560-50-M
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Page 1ot g
K Uiied States tovaannientai PLotecinn Agency
.o Washington, DC 20460
o~ . Furem Appeoved
- - . . OME tin -
wEPA Dioxins/Furans Report Sourocor o 5red U )
‘Nhen completed, send this form (0. For Agency Use Only
Document Control Officer
Office of Toxic Substanccs, TS-793
US Environmental Protection Agency
401 M Street, SW
Washington, DC 20460
Document Controt Number | Docket Number
Part | — General Information
Section A — Submitter Identification Confi-
dential
Mark (X) the “Confidential” box next to any subsection you claim as confidential.
t1a. Person Name of authorized official Titte
Submituing
Not:ce
Company

Mauling address (number and sireet)

City, State, and 2IP Code

Section B — Chemical ldentity information (Use a separate form for each chemical reported.)

Msrk (X) the “Confidential’” box next to any subsection you claim as confidential.

1. Chemical name and CAS Registry Number

Part Il — Process and Release Information

Section A — Flow Diagram

Mark (X) the “‘Contidential” box next to any subsection you claim as confidential.

Complete this section for each unit process. Provide a generat process block flow diagram that identifies major unit
operaiions and treatment processes and indiwcate the types and points of release of byproducts and residuals. (See
example | attached.)

{1) Include intermediates, coproducts and byproducts produced by the process.

(2} Proide a block for each major unit operation fe.g., reactor. washer, liltration, air ermission control, aeration lagoon,
etc.) in the production process and in the residuals management process.

(3}identity process input such as raw materials, reagents, and solvents by chemical or common name and CAS number,
and indicate the point of introduction with arrows.

{4) For each unit operation in which the temperature is not ambient, specify temperature of temperature range in each
block of the flow diagram.

{5) Specify opserating pressure or pressure range in each block of the flow diagram fur each unit operation in which the
pressure is not atmospheric.

{6} identify the composition of the reaction vessel wherever one is used fe.g.. stainless steel, glass -lined).

(7) Number all points in the tiow diagram from which the chenucal substance will be released into the environment.
{See example )

D Mark {x) this box if you attach a continuation sheet
TP Fonn 7710 €1 (0 Q4




EXAMPLE | - PROCESS BLOCK FLOW DIAGRAM

| 42 4%

CO-PRODUCTS/BY-PRODUCTS: HCL
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RECYCLE
)
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PHENOL BER WATER SEPARATOR
HCY
B WASTEWATER TO
SCRUBBER ot TREATMENT
BY-
> PRODUCT
CHLOROPHENOLS
RECYCLE
OFF-GAS
CHLORO-
PHENOLS
RECYCLE
PHENOL PURIFI-
CATION PRILL
CHLORINE STILL
REACTOR - — - JOWER B PENTACHLOROPHENOL
65 TO 1809 C 150
AIC), CATALYST 3250 ¢ 2000 €
—> 10 PSTA
—- SPILLS, FLOOR SWEEPINGS
@ TO LANDFILL
STILL BOTTOMS
TO INCINERATOR
TREATMENT
WASTEWATER FROM @ @
WASTEWATER FROM
OTHER PROCESSES TREATED EFFLUENT TO
ARIF
NEUTRALI- B3  cLarIFIER AERATION  |—my CLARIFIED  Reem—gpm TRESTED EFFLUENT
ZATION
®
10% SLUDGE |
PRODUCT: PENTACHLOROPHENOL TO LANDFILL -
INTERMEDIATES: NONE ¢ @

suoijejnday pue $aIny |/ £861°S aun{ ‘Aeplig / 801 'ON ‘ZS '[0A / 1915139y [RIBPA]
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Section B — Environmental Release and Disposal

You must make separate confidentiality clanns for the release nuimber and the amount of the substance released and other telease and disposal
nlormatson. Mark {x) the “Confidential” box next to each item you claum as confidential.

{1} — Enter the number of each release point sdentified in the process dexcription, part I, Section A.
(2) — Estimate the amount of the chemical sudstance released directly to the environment or Into control technology (in ky. day or kg, batch).
{3) = Mark (x) thus column if entries in columns (1) and/ or (2) are confident:al
{4) ~— Identify the media fair, land, or water) 1o which the substance will be released from the relrasa point
(5} — Descnibe control technology. if any, that will be used to hnut the release ot the substance 10 the environment, For releasas disposed of on

land, characterize the disposal method.

(6) — Mark (x) this column if entries in columns (4) and/or (5) are confidential

(7} — Idantify the destination(s} of releases 1o water.
Release Amount of substance Confi- Medis of Confi-
Number teleased dentist release Control technology dentisi

n) 2/ 13) 4) (5) 6)

17} Mark (x) the destirfation(s)
of relecases to water

D POTW (publecty owned

treatineit works)

Navigable
iyt Aay

Other -
1specify)

M3k (a} thes Dua of you
aNach 3 cuntinuaon

e oot

f"’\?o'xu TNN-ET 10 oy
|
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Part Il — Production, Import, and Use Information
Mark (z) the "Confidential” box next to any item you claim as confidential,
1. Production volume ~— Report the production volume during the past 12 months of production. Also report the maximum )
production volume for any consecutive 12-month period during the past 3 years of production. ;:O"!""
entia
Past 12.month production (kg/year} Maximum t2-month production (kg/year)
2. Use Information — You must make separate confidentiahity claims for the description of the category of usa, the percent of production
volume devoted to each category, the formulation of the substance, and other use information. Mark (x) the ““Confidential” box next to any
item you claim as confidential. .
(1) — Describe each category of use of the chemical substance by function and application.
{2) — Mark (x) this column if entry in column (1) is confidential.
(3) — Esumate the percent of total production for the past 3 years devoted to each category of use.
(4) — Mark (x) this column if entry in column (3) is confidential.
(S) — Estimate the percent of the substance as formulated in mixtures, suspensions, emulsions, solutions, or gels as manufactured
for commercial purposes at sites under your control associated with each category of use.
(6) — Mark (x) this column if entry in column (5) is confidential.
(7) — Mark (x) whether the use is site-limited, industrial, commaercial, or consumer. Mark more than one column if appropriate.
(8) — Mark (x) this column if entries in column (7) are confidential.
Read the Instructions Manual for examples.
. . . . Mark (x) appropriate columnfs,
Category of use Confi- | Production | Confi- ]Fo:mulauon Confi- rk (x) app. f%; fs) Confi-
dentiat | fpercent) | dential | (percent) | dentist - dential
Site- Indus- | Com. Con-
(1) (2) {3} (4) 5/ (6) limited | trial__[ merciat | sumer 18)
D Mark (x} this box if you sttach a continuation sheet.
3. Hazard information — Inciude n the notice a8 copy or reasonable facsimile of any hazard warning statement, labet,
~ matenal safety data sheet, or other information which will be provided to any person regarding
protective equipment or practices for the safe handling, transport, use, of disposal of the new
chemical substance. List in part IV any hazard informaton you include.
D Mark (x) this box if you attach hazard information

EPA Form 7710-51 (9-86)
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4. Occupational Expaosure — You must make separate confidentiality claims tor the description of worker activity, physical form of the
substances. number of workers exposed, and duration of activity. Mark (xj the “Confidential " box next to any item you cltaim as confidential.

(1) — Describe the activities in which workers may be exposedto
the chemical substance. iInclude activities in which

wurkers wear protective equipment

{2) — Mark (x) thus column if entry 10 column (1} is confidential
{3) — Indicate the physical form(s) of the chemical substance at

the time of exposure.

{4) — Mark (x) this column «f entry in column (3) is confidential

{5) — Estimate the maximum number of workers involved in

each activity
{G) — Mark (x) this column of entry in column (S) is confidential
{7) and (8) — Estimate the maximum duratron of the activity for

any worker «n hours per day and days per year.

(3} — Mark (x) this column if entries in column {7) and/or (8) are
confidentia!

Maximum duration

Confi- - Physical Confi- |[Maximum number| Confi- Conti-
Worker Activity dential Forms dential dentist | Hrs/day| Days/yr| dentiel
(1) 12} {3/ 14) 51 16) 7) 18) 8)

D Mark {x) this box if you attach a continuation sheet.

EPA Form 7710-61 (9-86)
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Part IV — List of Attachments

Attach continuation sheets lor sections of the form and optional information atter this page. Clearly «dentify the attachment and the
section of the form to which it relates, if appropriate. Number consecutively the pages of the attachments. In column (2) below, enter the
inclusive page numbars of each altachment. .

Mark (x) the “"Confidential” box next to any attachment name you ¢laim as confidential. Read the Instructions Manual for guidance on
how to claim any information in an attachment as contidential.

Attachment Confi.
Attachment name page numbers dential
ey 12) 3)

D Mark (x) this box i you attach a continuation sheet. Enter the attachment name and number.

Certification

| certify that to the best of my knowledge and belief:
1. The company named in part |, section A, subsection 12 of this form manufactures, imports, or proceses,
other than in small quantities for research purposes, the substance identified in part i, section B.

2. All information provided in this notice is complete and truthful as of the date of submission.

Signature of authorized official Date Confi-
dentiat

Signatute of agent («/ applicable) . Date Conti-
dential

EPA Form 7710-61 (9-86)
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General Instructions
EPA Form 7710-51, Dioxins/Furans Report

You must provide all information requested in this form to
the extent that it is known to or reasonably ascertainable
by you.

Part | — General Information

You must provide the chemical identity of the chemical
substance reported on, even if you claim the identity as
confidential.

Part Il — Process and Release Information

You may need additional copies of partli, sections Aand B
if there are several manufacture operations that you will
describe in the form. You should reproduce these sec-
tions as needed.

Part 1l) — Production, Import, and Use Information

You must provide production volume, percent of produc-
tion used for each use category, and whether use is
industrial, commercial or consumer. Also included is a
copy of any hazard warning and a report of occupational
exposure. Copies may be made of any part of the form if
additional space is needed.

Part IV — List of Attachments
You should attach additional sheets if you do not have

enough space on the form to answer a question fully. In

part IV, list all attachments you include with the form.
Optional Information

You may include with the form any information that you
want EPA to consider in evaluating the substance.

Confidentiality Claims

You may claim any information in this form as confiden-
tial. To assert a claim on the form, mark (x) the “"Confiden-
tial™ box next to the information that you ciaim as confi-
dential. To assert a claim in an attachment, circle or
bracket the information you claim as confidential.

A. General Instructions

Complete the form using a typewriter or by printing legi-
bly in black ink. All information must be in English. Pro-
vide al! information requested on the form to the extent
that you know or can reasonably ascertain it. You may
attach continuation sheets to any subsection or item on
the form. Mark (x) the appropriate box on the form if you
attach continuation sheets.

The use of the term “manufacture” in this form includes
both manufacture and import. Manufacturers and impor-
ters must fully comply with the information requirements
set forth in the Polyhalogenated Dibenzo-p-dioxins/
Dibenzofurans Testing and Reporting Requirements
Rute. However, importers are not required to submit any
data under section 8(a) of TSCA which relates solely to
exposure to humans or the environment outside the Uni-
ted States.

Any manufacturer or importer using this form may pho-
tocopy the form, sections of the form, or these instruc-
tions as frequently as needed.

EPA Form 7710-51 (9-86)

B. Certitication

The official named in Part |, section A of the form, as the
person submitting the notice, must sign the certification
on page 6 of the form. This official is responsible for the
truth and accuracy of each statement in the cemfrcatuon

C. Asserting Confldentuahty Claims

A manufacturer or importer may assert a claim of confi-
dentiality for any information submitted to EPA on this
form. To assert confidentiality claims for specific informa-
tion on the form (e.g., submitter identity, process data, or
use information), mark (x)in the ""Confidential’ box on the
form located to the right of the information. Marking
these boxes will provide a quick reference for EPA to
determine what information is confidential, thus aiding
proper treatment of confidential business information.

Part | — General Information
Section A — Submitter ldentification

Person submitting notice — Enter information on the
official who signed the general certification on page 6.

Section B — Chemical identity Information

Chemical Name and CAS Registry Number — List the
common name and Chemical Abstracts Registry number,
if available, for the chemical on which you are reporting.

Ii. Process and Release Information
Section A — Flow Diagram

Flow diagram — Submit a block flow diagram for ea
major unit operation and treatment process involved
manufacturing the chemical on which you are reportin
Include the following information:

(1) identify the product process, and chemical interme-
diates, coproducts and byproducts produced by the
process;

(2) provide a btock for each major unit operation (e.g.,
reactor, washer, filtration, air emission control, aera-
tion lagoon, etc.) in the production process and in the
residuals management process;

{3) identify all process input such as raw materials,
reagents, solvents, etc. by chemical or common name
and CAS number, and indicate the point of introduc-
tion with arrows,

(4) for each-unit operation in which the temperature is
not ambient, specify temperature or temperature
range in each block of the flow diagram,

(5) specify operating pressure or pressure range in
each block of the fiow diagram for each unit operation
in which pressure is not atmospheric;

(6) identify the composition of the reaction vessel
wherever one is used;

(7) number all points in the flow diagram from which
the chemical substance wiil be released into the envir-
onment. See the example provided.
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Section B — Environmental Release and Disposal

Column(1)— For each release pointindicated in the flow
diagram (part H, section A), enter the corresponding
number. '

Column (2) — Estimate the amount of the chemical (in
kg/day for continuous operations or kg/batch for batch
operations) that will be released from the release point
before entering control technology. Base your estimate
on your maximum 12-month production volume.

Column (4) — Enter the medium (air, water, land) into
which the release stream discharges (whether or not
control technology is used).

Column (5) — For releases to the air and water, describe
the type of technology used to control the release of the
chemical. Examples of control technologies include car-
bon filter, scrubber, and biologica! treatment (primary,
secondary, etc.). Give as complete a description as possi-
ble. Enter "‘none” if no control technology is used and the
substance is released directly to the environment. For
disposal on land, describe the landfill site construction
(including liners) and handling procedures. Describe
landfill containers.

Column {7)— Mark{x) the apprdpriate box and/or specify
other destinations of water releases.

Columns (3} and (6) — Note that you must make separate
confidentiality claims for the release number and amount
of chemical substance released and other release and
disposal information.

Part Ill — Production, Import, and Use Information
A. Production Information

Production volume — Report the production volume for
the past 12 months of production. Also report the maxi-
mum production volume for any consecutive 12-month
period during the past 3 years of manufacture. Provide
this information in kilograms. Include in your report the
amounts produced by persons under contract to you. If
part of the amount manufactured is for export, include
this amount in your reports.

B. Use Information

Column (1) — Identify each possible category of use of the
chemical substance by describing its function and appli-
cation. "“Function” is related to the inherent physical and
chemical properties of the substance (e.g., degreaser,
catalyst, plasticizer, ultraviolet absorber). “Application”
refers to the use of the substance in particular processes
or products (e.g., a degreaser may be used for cleaning of
fabricated metal parts). Following are some examples of
how you should describe categories of use:

° adisperse dye carrier for finishing polyester fibers

© across-linking agent for epoxy-like coatings for metal
surfaces )

° a flame retardant for surface application on cotton
apparel, textile home furnishings, and exterior canvas
products

© a surfactant in automobile spray wax

% a colorant for paper and other cellulosics

Column (3) — Report the percent of the total production
volume during the past 12 months manufactured for each
category of use.

EPA Form 7710-51 (9-86)

Column (5) — Estimate the weight percent of the chemi-
cal substance contained in any formulated mixture, sus-
pension, emulsion, solution, or gel associated with each
category of use as manufactured for commercial pur-
poses at sites under your control. Where the substance is
distributed from your site neat, enter N/A for not
applicable.

For example:

Formulated Pro-

duct as .
Manufactured

Percent of Chem.
ical Substance

none; distributed N/A

Category of Use

Cross-linking agent

for epoxy-type neat

coatings for metal

surfaces

Flame retardant for  none; distributed N/A
cotton apparel neat

Surfactant in spray auto wax 4
automobile (suspension)

Spray wax

Colorant for paper colorant {solution) 55
and other

cellutosics

Column (7} — Mark {x) to indicate if the category of use is
site-limited. Also mark (x) to indicate whether the use is
for industrial, commercial, and/or consumer use as
defined below. Mark more than one box, if appropriate.
For example, a surfactant in an automobile wax may have
a consumer use in liquid wax, a commercial use in auto
washes, and an industrial use by automobile manu-
facturers.

Site-limited: The substance is used only on the contig-
uous property unit where it is manufactured and not
intentionally distributed outside that site except for waste
disposal. This includes all factories, storage space, and
warehouses at the site. An example would be an inter-

.mediate which is further reacted on-site to produce a

chemical product.

Industrial: The chemical substance or products containing
the substance are used only at the site of other manufac-
turers or processors, e.g., textile dyeing, paint formula-

“tion, use of a resin to manufacture an article.
-Commercial: The chemical substance or products con-

taining the substance are used by a commercial enter-
prise providing a consumer service, e.g., use by commer-
cial dry cieaning establishments, use by painting
contractors, or use by rocfers in commercial building
construction.

Consumer: The chemical substance or products contain-
ing the substance are used by private individuals in or
around a residence, or during recreation, or for any other
personal use or enjoyment, e.g., automotive polish, dyed
wearing apparel, household cleaners, etc.

Columns (2). (4). (6). (8) — Note that you must make
separate confidentiality claims for the description of the
category of use, the percent of production devoted to each
category, and other use information. The information in
this section is used to evaluate potential exposure of the
chemical. If you wish to provide any additional informa-
tion which would assist in this analysis, it may be submit-
ted as optional information.
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C. Hazard Information

include with the form a copy or reasonable facsimile of
any hazard warning statement, label, material satety data
sheet, or other information which is provided to any per-
son regarding protective equipment or practices for the
safe transport, use or disposal of the chemical. ldentity
any copies of hazard information or warnings that you
attach in Part IV, List of Attachments.

D. Occupational Exposure Information

Column (1) — Describe each specific activity inthe opera-
tion during which workers may be exposed to the chemi-
cal. Such activities may include charging reactor vesseis,

sampling for quality control, transferring materials from -

one work area to another, drumming, buik loading, chang-
ing filters, and cleaning equipment. Activities must be
described even if workers wear protective equipment or
clothing. (Recommended protective equipment should be
included as part of Hazard Information).

Column (3)— Indicate the physical form of the substance
at the time of exposure, e.g., solid (crystals, granules,
powder, dust), liquid (solution, paste, slurry, emulsion,
mist, spray), gas (vapor, fume), even if workers wear pro-
tective equipment.

Column (5) — Report the maximum number of workers
involved in each specific activity, based on the reported
maximum 12-month production volume.

Column (7) — Enter the maximum duration that any one
worker will engage in the activity in hours/day, e.g.. 8
hours/day.

Column (8) — Enter the maximum duration that any one
worker will engage in the activity in days/year, based on
the reported maximum production volume, e.g., 200
days/year.

Columns (2), (4), (6). (9) — Note that you must make
separate confidentiality claims for the description of
worker activity, physical form of the chemicat, number of
workers exposed, and duration of exposure.

Part IV — List of Attachments

Attach any continuation sheets for sections of the form
and any optional information, after the last page of the
form. Clearly identify the attachment and the section to
which it relates. Number consecutively the pages of the
attachments. Enter the total number of pages in the form
on the last line of the List of Attachments. Mark (x) the
“’Confidential”” box next to any attachment you claim as
confidential. See the section of these instructions titled
Contidentiality for guidance on claiming any information
confidential.

EPA Form 7710-51 (9-86)

BILLING CODE 6560-50~-C
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) Information collection
irements under this section
oved by OMB are as follows:

Curmrently
Paragraph under § 766.35 OMB

controt No.
K1 2070-0054
®N2) 2070-0004
(k] 2070-0017
(b)(4)() 2070-0054
(M1 2070-0054
[} L) 2070-0004
M1} 2070-0017

§ 766.38 Reporting on precursor chemical
substances. '

(a) Identification of precursor
chemical substances. Precursor
chemical substances are produced under
conditions that will not yield HDDs and
HDFs, but their molecular structure is
conducive to HDD/HDF formation
under favorable reaction conditions
when they are used to produce other
chemicals or products. The following
precursor chemical substances are
identified by Chemical Abstract Service
(CAS) number and name.

CAS No. Chemicat name

85-22-3......] Pentabromoethytbencene.
1,2.3-Trichiorobenzene.
1.2.3,4,5-Pentabromo-8-chioro-Cyciohaxane.
1,4-Dichioro-2-mtrobenzene.
4-Chioro-2-mitrophenol.
2.4.5-Trichloronitrobenzene.
2-Chioro-4-phenytphenol.
4-Chioro-0-toloxy a0stic acd.
4-(2-Mathyt-4-chiorophenoxy) butyric acd.
o-Oichiorobenzene.

95-56-7...... o-Bromophenct.

95-57-8...... o-Chiorophenol.

95-88-5...... 4-Chiororesorcinol.
1,2.4.5-Tetrachiorobenzene.

1,2-Dichioro-4-ntrobenzens.
10646-7 o .
t08-70-3....| 1,3.5-Trichiorobenzene
108-86-1.... one.
108-90-7....| Chiorobenzene.
117-18-0....{ 1,2,4,5- Tetrachioro-J-nrgbenzens.
120-82-1....| 1.2.4-Trichlorobenzena.
348-51-8....] o-Chorofluorobenzene.
350-30-1....] 3-Chioro-4-fluoronitrobenzene.
815-67-8....! Chiorohydroguinone.
626-39-1....} 1,3,5-Tribromobenzene.
827-94-1....1 2,6-Dibromo-4-nitroanitine.

(b) Persons required to report. All
persons who manufacture or import a
chemical product produced using any of
the chemical substances listed in
paragraph (a) of this section as
feedstocks or intermediates must report

no later than September 29, 1987. Small
manufacturers and those manufacturers
and importers who produce the
precursor chemical substances in
quantities of 100 kilograms or less per
year only for research and development
purposes are not required to report
under this section A

(c) Data to be reported. Manufacturers
and importers of chemical products
made from precursor chemical
substances identified in paragraph {a} of
this section must report process and
reaction condition data on Part II of
form EPA 7910-51 (appearing at
§ 766.35(d) for each such chemical
product. A separate form EPA 7910-51
must be submitted for each chemical
product reported, and the precursor
chemical substance used must be
identified. All forms must be submitted
to EPA no later than September 29,1987.
(Approved by the Office of Management and
Budget under control number 2070-0054.).
[FR Doc. 87-12586 Filed 6—4-87; 8:45 am]
BILLING CODE 8560-50-M
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SEP 22 1988

Re: Revised Policy for Acute Toxicity Testiﬁg

Appended is a revised policy for evaluating the acute
toxicity of chemical exposures under the Federal Imsecticide,
Fungicide and Rodenticide Act and the Toxic Substances Control
Act. This action builds upon a previous revision of the acute
toxicity testing strategy to reduce the use of experimental
animals while providing adequate information about chemical
safety.

The Environmental Protection Agency is disseminating this
notice to industry, governmental bodies, scientific societies,
animal welfare groups and interested parties to apprise them of
our new position. The Agency's acute toxicity testing guidelines
are being revised to reflect the positions_.articulated in this
pelicy. :

7 ), o

/
Victor J./Kimm
Acting d€sistant Administrator
for Pesticides
and Toxic Substances

Ehclosure



Alternative Methodology for Acute Toxicity Testing

The Environmental Protection Agency announces a revision to
its approach to acute toxicity testing in fulfillment of actions
under the Federal Insecticide, Fungicide and Rodenticide Act
(FIFRA) and the Toxic Substances Control Act (TSCA). This
revision reflects the Agency's concern about animal welfare and
its continued efforts to reduce the impacts on animals of EPA's
testing requirements. While maintaining the tiered approach
adopted in 1984, the Agency now recommends (when appropriate) the
use of abbreviated test methods and consideration of using only
one sex, as a means of reducing the numbers of animals in
deriving important information on acute toxicity.

Background

EPA considers the evaluation of toxicity following short-
term exposure to a chemical (i.e., acute toxicity) to be a
limited but integral step in the assessment of the toxic
potential of a chemical substance under the regulatory framework
of its pesticide and toxic substances programs. The Agency also
supports measures dedicated to reduce the use of animals in
toxicity testing and conducts research on test methods which can
lead to further reduction or elimination of animal usage and
suffering. Through the careful selection of test methodology and
haximization of the data obtained from acute studies, EPA strives
to achieve a balance between the welfare of animals and the'need
to utilize animals in evaluating chemical safety. |

The approach to acute toxicity testing previously given

in EPA's Test Guidelines (U.S. Env. Prot. Agency, 1978; 1979)
emphasized the determination of the median lethal dose (LD50)

with a 95% confidence interval. A 1984 update of the guidelires,



published in 1985 (U.S. Env. Prot. Agency, 1985) stated that the
_ Agency discouraged the uses of the "classical" LD50 test
employing large numbers of animals for determination of lethality
only; Instead, the Agency emphasized the use of a tiered
approach to obtain acute toxicity data which reduced the number
of animals used, but maximized the amount of relevant

information that could be obtained from such testing. That

approach included the following:

a. Using Data From Structurally Related Chemicals. The Agency

encourages the review of existing acute toxicity information
on chemical substances that are structurally related to the
agent under investigation. Using this approach, one may be
able to compile edough information from these surrogate
chemicals to make preliminary safety evaluations that
reduce the need for further animal testing or which

indicate the type of testing to be pursued.

b. "Limit" Tegst. When information on structural analogs is
inadequate, one should consider the "limit" test. The
relative toxicity of a chemical is determined by
professional judgement; for chemicals judged to be
relatively non-toxic, a single group of animals is given a
large dose of the agent. If no lethality is demonstrated,

no further testing for this information is pursued.



c. u ceted Test . A three-dose multiple endpoint
evaluation may be important for those substances judged to
be relatively toxic or which demonstrate lethality in the
limit test. Using this procedure, animals are evaluated as
to the onset, duration, intensity, and reversibility of
behavioral effects, body weight changes and lethality; all
animals are submitted to gross necropsy. Histopatrology and
certain follow-up studies may be warranted where there are

gross indications of target organ toxicity.

Present Revision.

EPA has reevaluated its data needs on acute toxicity and
continues to espouse the tiered approach that was developed in
the 1984 update. Thus, the first consideration for a chemical
for which there is no acute toxicity data, should be a review of
structurally related compounds, followed by the limit test when
appropriate. In those cases where testing beyond the limit test
is indicated, consideration should be given to well-designed
abbreviated test schemes which employ minimal numbers of animals,
as discussed below. 1In most cases, it is expected that these
tests can be structured to give enough information on acute
toxicity to obviate the need for further acute studies (e.g., the
three-dose multi-faceted testing approach). We continue to
stress the need for collecting information on behavioral
effects, gross pathology and lethality (as developed in "c"

above) .



While more complete animal testing may be necessary in some
cases (based on scientific evidence from the abbreviated test,
e.g., delayed toxicity, unusual central nervous system effects,
irreversible effects), the Agency generally supports limiting
such tests to those using the lowest feasible number of animals.

Several abbreviated methods to investigate acute toxicity
have been developed over the years. Some of them have rather
qxtensive data bases and have been validated against more
" traditional test methods which estimate median lethal dose.
Their merit lies in the fact that they allow for the evaluation
of the full spectrum of acute responses; numericai calculations
can be made; and fewer animals may be employed in the generation
of the information than with most other approaches. For some
methods, statistical calculations are simple or are aided by

tables.
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EPA has investigated four methodologies that might be used.
These include (1) the approximate lethal dose methodl of
Deichmann and Le Blanc (1943); (2) the moving averages method? of
Thompson (1947):; (3) the up-and-down method3 of Dixon and Mood
(1948) and Dixon (1965); and (4) the cumulant method of Reed-
Muench4 (1938).

The methods vary as to the assumptions that are made, the
number of groups of animals and number of animals per group.
Toxicologists should be familiar with these differences before
employing a given method. For instance, the up-and-down method
is especially difficult to apply when chemicals induce delayed
toxic effects. Therefore, other methodologies may be more
appropriate. When an alternative method for acute toxicity
testing is selected, a rationale for such a selection should
accompany the submission. The Agency solicits discussions with

data generators on still other methods that may be employed.

lThe approximate lethal dose method was further refined by
Deichmann and Mergard (1948): these authors performed eighty-
seven determinations (calculated by the methods of Behrens
(1929) and Bliss (1938)). The approximate lethal dose method was
also used by Kennedy et al. (1986).

2The moving averages method was refined by Weil (1952, 1983)
and Gad and Weil (1982), and was used by Smythe and Carpenter
(1944, 1948) and Smythe et al. (1949, 1951, 1954, 1962).

3The up-and-down method was recently used and refined by
Bruce (19%5, 1987) (calculated by the method of Bliss (1938)).
The up-and-down method was also used by Brownlee et al. (1953),
Dixon and Massey (1957), Klassen and Plaa (1967) and Hsi (1969).

4The Department of Defense has had considerable experience
using the Reed-Muench method with a large number of chemicals (F.
Voceci, personal communication); it has also been used by Loren:z
and Bogel (1973), Bhan (1974), Aubert and Amdral (1979), and
Thakur and Fezio (1981).



The Agency eﬁphasizes that parallel assays on male and
female animals to determine an approximate estimate of acute
toxicity need not be routinely determined, since male and female
animals of the same strain generally show only slight and
insignificant differences in susceptibility to toxic agents.
However, for some chemicals, one sex may be someﬁhat more
sensitive than the other (Muller and Kley (1982); Schutz and
Fuchs (1982):; (Bruce (1985)). Cassarett and Doull (1980)
indicate that the class of compound is important in specific sex
differences. De Pass et al. (1984) showed that for 91 chemicals
tested for oral toxicity in rats, females were slightly more
sensitive than males (p<.00l1). Muller and Kley (1982) performed
152 parallel studies on male and female animals for which 129
showed no significant differences. However, when statistically
signific;nt differences were observed (23 compounds), 17 were
more toxic to females. Therefore, consideration should be given
to limiting studies to the more sensitive sex. Previous history
on the class of chemical being evaluated would be helpful in
making this determination. For confirmation, a few animals of

the other sex should also be tested.
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In summary, EPA has modified its approach to acute toxicity
testing, recognizing that appropriate information for safety
evaluation can be developed using fewer animals thaﬁ had been
recommended in the past. We strongly urge industry to use these
abbreviated test methodologies, whenever appropriate, as
replacements for the three-dose multifaceted method EPA
previously had recommended. Four such methodologies which might
be used have been identified; other methods may also be employed,
if adequate rationale can be provided. It is expected that
studies will still include behavioral observations, gross

necropsy and ancillary observations, as before.

EPA urges industry to begin submitting data obtained with
alternate methods which use fewer animals on a routine basis;
the Agency is planning to revise its testing guidelines to
incorporate the above guidance. We plan to accept only newly
generated industry data that conforms with our revised guidance
unless an adequate rationale (e.g., data generated in accordance
with requlatory requirements other than thoso of EPA) accompanies
the submission; data without a rationale may be returned to the

submitter.

The Agency encourages the public to comment on this
position and provide information on still other alternate
methodologies which have progressed to a stage of validation

which would be acceptable to the scientific community.
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