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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 

VerDate Aug<31>2005 02:48 Aug 10, 2006 Jkt 208171 PO 00000 Frm 00030 Fmt 8010 Sfmt 8010 Y:\SGML\208171.XXX 208171


