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(10) A schedule, with reasonable 
timeables and deadlines, for initiation 
and completion of each short-term test 
and of each major phases of long-term 
tests, and submission of interim 
progress and/or final reports to EPA. 

(c) Review and modification. (1) Upon 
receipt of a study plan, EPA will re-
view it to determine whether it com-
plies with paragraph (b) of this section. 
If EPA determines that the study plan 
does not comply with paragraph (b) of 
this section, EPA will notify the sub-
mitter that the plan is incomplete and 
will identify the deficiencies and the 
steps necessary to complete the plan. 
It is the responsibility of the test spon-
sor to review the study protocols to de-
termine if they comply with all the 
mandatory testing conditions and re-
quirements in the test standards (i.e., 
‘‘shall statements’’). 

(2) The submitter will have 15 days 
after the day it receives a notice under 
paragraph (c)(1) of this section to sub-
mit appropriate information to make 
the study plan complete. 

(3) If the submitter fails to provide 
appropriate information to complete a 
study plan within 15 days after having 
received a notice under paragraph (c)(1) 
of this section, the submitter will be 
considered to be in violation of the 
consent agreement and subject to en-
forcement proceedings pursuant to 
§ 790.65 (c) and (d). 

(4) The test sponsor shall submit any 
amendments to study plans to EPA at 
the address specified in § 790.5(b). 

(d) Functions of the principal test spon-
sor. When testing is being conducted 
pursuant to a consent agreement, the 
principal test sponsor will be respon-
sible for submitting interim progress 
and final reports to EPA, informing the 
Agency of any proposed changes in 
standards for the development of data, 
study plans or testing schedules, and 
communicating with the Agency about 
laboratory inspections and other mat-
ters affecting the progress of testing. 

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

§ 790.65 Failure to comply with a con-
sent agreement. 

(a) Manufacturers and/or processors 
who have signed a consent agreement 

and who fail to comply with the test 
requirements, test standards, GLP reg-
ulations, schedules, or other provisions 
contained in the consent agreement, or 
in modifications to the agreement 
adopted pursuant to § 790.68, will be in 
violation of the consent agreement. 

(b) The Agency considers failure to 
comply with any aspect of a consent 
agreement to be a ‘‘prohibited act’’ 
under section 15 of TSCA, subject to all 
of the provisions of the Act applicable 
to violations of section 15. Section 15(1) 
of TSCA makes it unlawful for any per-
son to fail or refuse to comply with any 
rule or order issued under section 4. 
Consent agreements adopted pursuant 
to this part are ‘‘orders issued under 
section 4’’ for purposes of section 15(1) 
of TSCA. 

(c) Manufacturers and/or processors 
who violate consent agreements are 
subject to criminal and/or civil liabil-
ity. Under the penalty provisions of 
section 16 of TSCA, such firms could be 
subject to a civil penalty of up to 
$25,000 per violation with each day in 
violation constituting a separate viola-
tion of section 15. Intentional viola-
tions could lead to the imposition of 
criminal penalties of up to $25,000 for 
each day of violation and imprison-
ment for up to one year. In addition, 
EPA could invoke the remedies avail-
able under section 17 of TSCA, includ-
ing seeking an injunction to compel 
adherence to the requirements of the 
consent agreement. 

(d) Noncompliance with a consent 
agreement will constitute conduct ‘‘in 
violation of this Act’’ under section 
20(a)(1) of TSCA. Thus, failure to com-
ply with the requirements of a consent 
agreement could result in a citizens’ 
civil action under section 20(a)(1) of 
TSCA. 

§ 790.68 Modification of consent agree-
ments. 

(a) Changes in the scope of testing. (1) 
Manufacturers or processors subject to 
a consent agreement, other persons or 
EPA may seek modifications in the 
scope of testing performed under the 
consent agreement. If, upon receiving a 
request for modification, EPA deter-
mines that new issues have been raised 
that warrant reconsideration of the 
scope of testing, or if EPA determines 
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on its own that such reconsideration is 
appropriate, EPA will publish a FED-
ERAL REGISTER notice describing the 
proposed modification and soliciting 
public comment. If, based on the com-
ments received, EPA concludes that 
differences of opinion may exist about 
the proposed modification, EPA will 
establish a schedule for conducting ne-
gotiations and invite parties who wish 
to participate in or monitor these ne-
gotiations to contact the Agency in 
writing. Any negotiations that EPA 
conducts will conform to the proce-
dures specified in § 790.22(b). 

(2) The scope of testing required by a 
consent agreement will be modified 
only where there is a consensus con-
cerning the modified testing require-
ments among EPA, affected manufac-
turers and/or processors, and other per-
sons who have asked to participate in 
or monitor negotiations under para-
graph (a)(1) of this section. In deter-
mining whether a consensus exists, 
EPA will employ the criteria specified 
in § 790.24. In the absence of consensus, 
EPA may initiate rulemaking under 
section 4(a) of the Act if it concludes 
that any testing beyond that required 
by the consent agreement is necessary 
and that the other statutory findings 
required by section 4(a) can be made. 
While such rulemaking proceedings are 
underway, the consent agreement will 
remain in effect unless EPA finds that 
the testing required by the agreement 
is or may be unnecessary in view of the 
testing requirements included in EPA’s 
proposed rule. 

(b) Changes in test standards or sched-
ules. (1) Any test sponsor who wishes to 
modify the test schedule for any test 
required under a consent order must 
submit an application in accordance 
with this paragraph. Application for 
modification must be made in writing 
to EPA at the address in § 790.5(b), or 
by phone with written confirmation to 
follow within 10 working days. Applica-
tions must include an appropriate ex-
planation and rationale for the modi-
fication. EPA will consider only those 
applications that request modifications 
to mandatory testing conditions or re-
quirements (‘‘shall statements’’ in the 
consent order). Where a test sponsor 
requests EPA to provide guidance or to 
clarify a non-mandatory testing re-

quirement (i.e., ‘‘should statements’’), 
the test sponsor should submit these 
requests to EPA at the address in sec-
tion 790.5(b). 

(2)(i) Where EPA concludes that the 
requested modification of a test stand-
ard or schedule for a test required 
under a consent agreement is appro-
priate, EPA will proceed in accordance 
with this paragraph (b)(2). 

(ii) Where, in EPA’s judgment, the 
requested modification of a test stand-
ard or schedule would not alter the 
scope of the test or significantly 
change the schedule for completing the 
test, EPA will not ask for public com-
ment before approving the modifica-
tion. EPA will notify the test sponsor, 
and any other persons who have signed 
the consent agreement, by letter of 
EPA’s approval. EPA will place copies 
of each application and EPA approval 
letter in the administrative record 
maintained for the consent agreement 
in question. EPA will publish a notice 
annually in the FEDERAL REGISTER in-
dicating the test standards or sched-
ules for test required in consent agree-
ments which have been modified under 
this paragraph (b)(2)(ii) and describing 
the nature of the modifications. 

(iii) Where, in EPA’s judgment, the 
requested modification of a test stand-
ard or schedule would significantly 
alter the scope of the test or signifi-
cantly change the schedule for com-
pleting the test, EPA will publish a no-
tice in the FEDERAL REGISTER request-
ing comment on the proposed modifica-
tion. However, EPA will approve a re-
quested modification of a test standard 
under paragraph (b)(2)(iii) of this sec-
tion without first seeking public com-
ment if EPA believes that an imme-
diate modification to the test standard 
is necessary to preserve the accuracy 
or validity of an ongoing test. EPA 
also may modify a testing requirement 
or test condition in a test standard if 
EPA determines that the completion or 
achievement of this requirement or 
condition is not technically feasible. 
EPA may approve a requested modi-
fication of a test schedule under para-
graph (b)(2)(iii) of this section without 
first seeking public comment if EPA 
determines, on a case-by-case basis, 
that a delay of over 12 months is not 
the fault of the test sponsor and is due 
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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 

VerDate Aug<31>2005 09:18 Sep 11, 2007 Jkt 211172 PO 00000 Frm 00032 Fmt 8010 Sfmt 8010 Y:\SGML\211172.XXX 211172eb
en

th
al

l o
n 

P
R

O
D

P
C

61
 w

ith
 C

F
R


