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to unforeseen circumstances such as a
lack of laboratory availability, lack of
availability of suitable test substance
(e.g., 14–C labelled test substance), lack
of availability of healthy test orga-
nisms, or the unexpected failure of a
long-term test. EPA will publish an an-
nual notice in the FEDERAL REGISTER
announcing the approval of any test
standard modifications and test sched-
uled extensions under paragraph
(b)(2)(iii) of this section, and provide a
brief rationale of why the modification
was granted.

(iv) For purposes of this paragraph
(b)(2), a requested modification of a
test standard of schedule for a test re-
quired under a consent agreement
would alter the scope of the test or sig-
nificantly change the schedule for com-
pleting the test if the modification
would:

(A) Change the test species.
(B) Change the route of administra-

tion of the test chemical.
(C) Change the period of time during

which the test species is exposed to the
test chemical.

(D) Except as provided in paragraph
(b)(2)(iii) of this section, extend the
final reporting deadline more than 12
months from the date specified in the
consent order.

(3) Where EPA concludes that the re-
quested modification of a test standard
or schedule for a test requirement
under a consent agreement is not ap-
propriate, EPA will so notify the test
sponsor in writing.

(c) Timing. (1) Test sponsors should
submit all applications for test sched-
ule modifications at least 60 days be-
fore the reporting deadline for the test
in question.

(2) EPA will not normally approve
any test schedule extensions submitted
less than 30 days before the reporting
deadline for the test in question.

(3) Except as provided in paragraph
(b)(2)(iii) of this section, EPA may
grant extensions as shown necessary
for up to 1 year but will normally limit
extensions to a period of time equal to
the in-life portion of the test plus 60
days.

(4) EPA will normally approve only
one deadline extension for each test.

(5) Test sponsors should submit re-
quests for test standard modifications

as soon as they determine that the test
cannot be successfully completed ac-
cording to the test standard specified
in the consent order.

[51 FR 23715, June 30, 1986, as amended at 52
FR 36571, Sept. 30, 1987; 54 FR 36314, Sept. 1,
1989; 60 FR 34466, July 3, 1995]

Subpart E—Exemptions From Test
Rules

SOURCE: 50 FR 20660, May 17, 1985, unless
otherwise noted.

§ 790.80 Submission of exemption ap-
plications.

(a) Who should file applications. (1)
Any manufacturer or processor subject
to a test rule in part 799 of this chapter
may submit an application to EPA for
an exemption from performing any or
all of the tests required under the test
rule.

(2) Processors will not be required to
apply for an exemption or conduct test-
ing unless EPA so specifies in a test
rule or in a special FEDERAL REGISTER
notice as described in § 790.48(b)(2)
under the following circumstances:

(i) 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 manufac-
turers do not submit notice(s) of intent
to conduct the required testing; or

(ii) If testing is being required solely
to allow evaluation of risks associated
with processing of the chemical.

(b) When applications must be filed. (1)
Exemption applications must be filed
within 30 days after the effective date
of the test rule described in § 790.40 or,
if being submitted in compliance with
the FEDERAL REGISTER notice described
in § 790.48(b)(2), within 30 days after the
publication of that notice.

(2) Exemption applications must be
filed by the date manufacture or proc-
essing begins by any person not manu-
facturing or processing the subject
chemical as of the effective date of the
test rule described in § 790.40 or by 30
days after the effective date of the test
rule described in § 790.40, who, before
the end of the reimbursement period,
manufactures or processes the test sub-
stance and who is subject to the re-
quirement to submit either a letter of
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intent to test or an exemption applica-
tion.

(3) When both manufacturers and
processors are subject to the rule, ex-
emption applications must be filed by
the date processing begins by any per-
son not processing as of the effective
date of the test rule described in § 790.40
or by 30 days after publication of the
FEDERAL REGISTER notice described in
§ 790.48(b)(2) who, before the end of the
reimbursement period, processes the
test substance and who is subject to
the requirement to submit either a let-
ter 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 chap-
ter.

[50 FR 20660, May 17, 1985, as amended at 58
FR 34205, June 23, 1993]

§ 790.82 Content of exemption applica-
tion.

The exemption application must con-
tain:

(a) The identity of the test rule, the
chemical identity, and the CAS No. of
the test substance on which the appli-
cation is based.

(b) The specific testing require-
ment(s) from which an exemption is
sought and the basis for the exemption
request.

(c) Name, address, and telephone
number of applicant.

(d) Name, address, and telephone
number of appropriate individual to
contact for further information.

(e)(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.

(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.

[50 FR 20660, May 17, 1985, as amended at 54
FR 36315, Sept. 1, 1989]

§ 790.85 Submission of equivalence
data.

If EPA requires in a test rule promul-
gated under section 4 of the Act the
testing of two 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 exemp-
tion is sought. The exact type of iden-
tifying 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, chemi-
cal analysis (including identification
and amount of impurities), additives,
spectral data, and other physical or
chemical information that may be rel-
evant in determining whether the ap-
plicant’s substance or mixture is equiv-
alent to the specific test substance.

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

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

§ 790.87 Approval of exemption appli-
cations.

(a) EPA will conditionally approve
exemption applications if:

(1)(i) For single-phase test rules, EPA
has received a letter of intent to con-
duct the testing from which exemption
is sought;

(ii) For two-phase test rules, EPA has
received a complete proposed study
plan for the testing from which exemp-
tion is sought and has adopted the
study plan, as proposed or modified, as
test standards and schedules in a final
Phase II test rule; and

(2) The chemical substance or mix-
ture with respect to which the applica-
tion was submitted is equivalent to a
test substance or mixture for which the
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required data have been or are being
submitted in accordance with a test
rule; and

(3) Submission of the required test
data concerning that chemical sub-
stance 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 sub-
stance 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 exemp-
tion applicant only if information is
missing or unclear.

(2) If two or more representative sub-
stances are to be tested under a test
rule, EPA will evaluate equivalence
claims made in each exemption appli-
cation according to the criteria dis-
cussed in the test rule.

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

(ii) Exemption applicants will be no-
tified that equivalence has been ac-
cepted or rejected.

(c) The final Phase II test rule which
adopts the study plans in two-phase
rulemaking, a separate FEDERAL REG-
ISTER notice in single-phase rule-
making, or a letter by certified mail
will give exemption applicants final
notice that they have received a condi-
tional exemption. All conditional ex-
emptions thus granted are contingent
upon the test sponsors’ successful com-
pletion of testing according to the
specifications in the test rule.

§ 790.88 Denial of exemption applica-
tion.

(a) EPA may deny any exemption ap-
plication if:

(1) EPA determines that the appli-
cant 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 speci-
fied in § 790.82; or

(3) The exemption applicant fails to
submit any of the information speci-
fied in § 790.85 if required in the test
rule; or

(4)(i) For single-phase test rules, EPA
has not received a letter of intent to
conduct the test for which exemption
is sought; or

(ii) For two-phase test rules, EPA has
not received an adequate study plan for
the test for which exemption is sought;
or

(5) The study sponsor(s) fails to initi-
ate the required testing by the dead-
lines adopted in the test rule; or

(6) The study sponsor(s) fails to sub-
mit data as required in the test stand-
ard and deadlines for submission of test
data as adopted in the test rule or as
modified in accordance with § 790.55.

(b) EPA will notify the exemption ap-
plicant by certified mail or FEDERAL
REGISTER notice of EPA’s determina-
tion that the exemption application is
denied.

§ 790.90 Appeal of denial of exemption
application.

(a) Within 30 days after receipt of no-
tification that EPA has denied an ap-
plication for exemption, the applicant
may file an appeal with EPA.

(b) The appeal shall indicate the
basis for the applicant’s request for re-
consideration.

(c)(1) The applicant may also include
a request for a hearing. Hearings will
be held according to the procedures de-
scribed in § 790.97.

(2) Hearing requests must be in writ-
ing and must be received by EPA with-
in 30 days of receipt of the letter or
publication of the FEDERAL REGISTER
notice described in § 790.88(b). Hearing
requests must provide reasons why a
hearing is necessary.

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

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

(f) The filing of an appeal from the
denial of an exemption shall not act to
stay the applicant’s legal obligations
under a test rule promulgated under
section 4 of the Act.
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§ 790.93 Termination of conditional ex-
emption.

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

(1) The test which provided the basis
for approval of the exemption applica-
tion has not been started by the dead-
lines for initiation of testing adopted
in the test rule or modified in accord-
ance with § 790.55; 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 sub-
mission of test data that were adopted
in the test rule or modified in accord-
ance with § 790.55; or

(3) The testing has not been con-
ducted or the data have not been gen-
erated 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 condi-
tional 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 condi-
tional exemption, the exemption hold-
er may submit information to rebut
EPA’s preliminary decision or notify
EPA by letter of its intent to conduct
the required test pursuant to the test
standard established in the final test
rule. Such a letter of intent shall con-
tain all of the information required by
§ 790.45(c).

(d)(1) The exemption holder may also
include a request for a hearing. Hear-
ings will be held in accordance with the
procedures set forth in § 790.97.

(2) Hearing requests must be in writ-
ing and must be received by EPA with-
in 30 days after 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 FED-
ERAL REGISTER notice of EPA’s final
decision concerning termination of
conditional exemptions and will give
instructions as to what actions the

former exemption holder must take to
avoid being found in violation of the
test rule.

§ 790.97 Hearing procedures.
(a) Hearing requests must be in writ-

ing to EPA and must include the appli-
cant’s basis for appealing EPA’s deci-
sion.

(b) If more than one applicant has re-
quested a hearing on similar grounds,
all of those appeals will be considered
at the same hearing unless confiden-
tiality 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 respon-
sibility.

Each applicant for an exemption
shall submit the following sworn state-
ment with his or her application:

I understand that if this application is
granted before the reimbursement period de-
scribed 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 re-
quirement to submit data and upon whose
data the granting of my application was
based.

APPENDIX A TO SUBPART E—SCHEDULE
FOR DEVELOPING CONSENT AGREE-
MENTS AND TEST RULES

EPA intends to follow the schedule set
forth in this Appendix to evaluate testing
candidates, conduct negotiations, develop
consent agreements where appropriate, and
propose and promulate test rules in those in-
stances where testing can be required under
section 4(a) of TSCA but agreement cannot
be reached in timely manner on a consent
agreement. Where deadlines are imposed by
the statute, they are binding on EPA and
will be observed by the Agency. The remain-
ing dates represent targets that EPA intends
to meet.

This schedule is based on what EPA cur-
rently believes are reasonable target dates.
As EPA gains experience with the process
and determines the feasibility of these
schedules, it may adjust the schedule accord-
ingly. EPA will solicit public comment be-
fore implementing any changes in the sched-
ule.

Week 1 Event

0 ............ Receive ITC report, recommendation.
2 ............ Publish ITC report, 8(a) and 8(d) notices, and in-

vitation for public participation in negotiations.
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Week 1 Event

3–6 ........ Comment period on ITC report.
6 ............ Public focus meeting.
7–14 ...... 8(a) and 8(d) reporting period.
22 .......... Public meeting on course-setting decision and

deadline for requests to participate in negotia-
tions.

Week 1 Event

22–30 .... Negotiations.
32 .......... EPA decision point: consent agreement or test

rule.

1 The dates contained in the left-hand column are calculated
from the date EPA receives the ITC report recommending a
chemical for testing.

Week Consent Agreement Week Test Rule

36–40 ... Comment period on consent agreement 32–60 Rule preparation, agency review and sign-off.
42 ......... Comment resolution meeting if necessary 62 Publish proposed rule in FEDERAL REGISTER.1
48 ......... Sign-off consent agreement and FEDERAL

REGISTER notice.
70–106 Agency reviews comments; preparation of final rule or no-test

decision, agency review and sign-off.1
50 ......... Publish FEDERAL REGISTER notice ............ 108 Publish final rule or no-test decision in FEDERAL REGISTER.1

1 As stated in § 790.26, EPA may publish an Advance Notice of Proposed Rulemaking (ANPR) where the testing recommenda-
tions of the ITC raise unusually novel and complex issues that require additional Agency review and opportunity for public com-
ment. EPA intends to publish such ANPRs by Week 62 following receipt of the initial ITC report; to publish a proposed rule or
decision-not-to-test by Week 108; and to publish a final rule or notice terminating the rulemaking process by Week 154.

[51 FR 23717, June 30, 1986]
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AUTHORITY: 15 U.S.C. 2603 and 2607.

SOURCE: 48 FR 31791, July 11, 1983, unless
otherwise noted.

Subpart A—General Provisions

§ 791.1 Scope and authority.
(a) This part establishes procedures

and criteria to be used in determining
fair amounts of reimbursement for
testing costs incurred under section
4(a) of the Toxic Substances Control
Act (TSCA) (15 U.S.C. 2603(a)).

(b) Section 4(c) of TSCA requires
EPA to develop rules for the deter-
mination of fair and equitable reim-
bursement (15 U.S.C. 2603 (c)).

§ 791.2 Applicability.
(a) This rule is potentially applicable

to all manufacturers, importers and
processors who may be required by a
specific test rule promulgated under
section 4(a) of TSCA to conduct tests
and submit data, and who seek the as-
sistance of the Administrator in deter-
mining the amount or method of reim-
bursement. Persons subject to a test
rule have an obligation from the date
the test rule becomes effective until
the end of the reimbursement period,
either to test or to obtain an exemp-
tion and pay reimbursement.

(b) The provisions of this rule will
take effect only when private efforts to
resolve a dispute have failed and a
manufacturer or processor requests
EPA’s assistance.

§ 791.3 Definitions.
Terms defined in the Act, and not ex-

plicitly defined herein, are used with
the meanings given in the Act.
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