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environmental release, and volatility
(Refs. 10–16).

On July 27, 1993, EPA issued a Final
Rule (58 FR 40262) requiring the same
neurotoxicity testing of the 10
substances that had been proposed.
These tests consisted of the Functional
Observational Battery (acute and
subchronic), Motor Activity (acute and
subchronic), Neuropathology
(subchronic), and the Schedule-
controlled Operant Behavior test
(subchronic). The rule responded to
comments on the proposed test rule,
discussed EPA’s TSCA section 4(a)
findings, and specified test standards
and reporting requirements.

On October 8, 1993, the
manufacturers of the 10 substances
petitioned for review of the final rule
under TSCA section 19 in the Fifth
Circuit Court of Appeals (Ref. 1).
Subsequent to the filing of this
challenge to the rule, EPA, the Chemical
Manufacturers Association (‘‘CMA’’),
and representatives of the parties
challenging the rule, entered into
settlement negotiations to resolve the
lawsuit.

As a result of these settlement
discussions, CMA and the other parties
to the lawsuit have agreed, subject to
certain conditions set forth in the
settlement agreement (Ref. 2), to
conduct neurotoxicity and
pharmacokinetics testing of seven of the
original 10 substances under negotiated
ECAs, to be implemented by an order
issued by EPA under TSCA section 4.
Testing on two of the substances subject
to the final rule, n- butyl acetate and
isobutyl alcohol, is already underway.

On June 27, 1994, EPA issued a stay
(59 FR 33184) and a proposed
revocation (59 FR 33187) of the final
multi-substance rule for the testing of
neurotoxicity. Comments on the
proposed revocation of the final test rule
are addressed in the notice to revoke
this rule, published elsewhere in this
Federal Register.

II. Enforceable Consent Agreement
Negotiations

Pursuant to EPA regulations, 40 CFR
790 subpart B, EPA published a Federal
Register notice (59 FR 33191, June 27,
1994) announcing an opportunity for
interested parties to participate in or
monitor negotiations for the
development of consent agreements for
the neurotoxicity testing of the seven
substances. It was also announced that
the testing agreed to in the settlement
agreement (Ref. 2) would be the starting
point for the negotiations.

EPA met with identified interested
parties, on July 28, 1994, to initiate the
negotiation of ECAs (Ref. 17). No new
interested parties identified themselves
to EPA during the 30–day comment
period or during the meeting. The
testing program outlined in the
settlement agreement was proposed as
the basis for the ECAs. Tentative
schedules for completing the
negotiation and signing the ECAs were
discussed. EPA announced that it would
take comments from the interested
parties on the ECAs. The interested
parties submitted comments and raised
several issues that required subsequent
discussion. The discussions, which
were completed in early October 1994,
addressed the 8(e) reportability of
effects seen above the limit dose and
effects seen in the schedule-controlled
operant behavior tests, the description
of EPA’s lead role in arranging a
workshop on the test results, a request
for assurance from EPA that additional
neurotoxicity testing of MIBK would not
be required by the Hazardous Air
Pollutants (HAPs) test rules currently
under development, and that EPA’s
disclosure of test results be governed by
TSCA section 14 instead of limiting
disclosures to TSCA section 14(b). EPA
agreed to provide the requested
assurance in the ECA for MIBK
concerning neurotoxicity testing of
MIBK under the HAPs rule. EPA also
agreed to allow section 14 of TSCA to
govern disclosure of test results.

EPA’s request to add a list of specific
graphs to the data reporting
requirements in the SCOB guideline
(Ref. 18) was rejected, but the test
laboratories were represented by CMA
as intending to try to provide the results
in the requested format. Requests to
change the boilerplate language of the
consent agreements concerning EPA’s
right to assess penalties and to use its
professional judgement to determine the
scientific adequacy and validity of the
test results were rejected.

EPA agreed to the following
modifications to the testing program or
standards outlined in the settlement
agreement: (1) renaming of the
‘‘pharmacokinetics/metabolism’’ test of
butyl acetate to the ‘‘in vivo hydrolysis’’
test of butyl acetate; (2) changing the
deadline for the submission of the in
vivo hydrolysis test from 30 months to
24 months; (3) allowing laboratory
safety conditions to influence the setting
of the high dose at 50 percent of the
lower explosive limit for all tests; and
(4) not requiring positive control data to
be generated once every year during the
course of testing if laboratory conditions
do not change. The modifications were
incorporated in the ECAs which EPA
provided to CMA for distribution to the
companies for signature.

The companies signed the ECAs in
November 1994, and the Assistant
Administrator for EPA’S Office of
Prevention, Pesticides, and Toxic
Substances signed the ECAs and
accompanying Orders in January 1995
(Refs. 3 through 9). These ECAs and
Orders are final actions by EPA on these
seven substances.

III. Testing Program

Table 1 lists the tests, test standards,
and reporting requirements for the
seven substances under the ECAs and
Orders. This testing program will allow
EPA to further evaluate the potential
neurotoxicity resulting from exposure to
these substances.

TABLE 1.—REQUIRED TESTING, TEST STANDARDS AND REPORTING REQUIREMENTS

Substance Test Deadline for Final Report1 Interim Reports Required2

acetone ............................. Scheduled-Controlled Operant Behavior,
Subchronic3

30 4

n-amyl acetate .................. Acute Neurotoxicity

Functional Observational Battery 24 3

Motor Activity 24 3

Subchronic Neurotoxicity4

Functional Observational Battery 36 5

Motor Activity 36 5


