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(1) Compliance. (1) A person who man-
ufactures or imports a new chemical
substance and fails to comply with any
provision of this section is in violation
of section 15 of the Act (15 U.S.C. 2614).

(2) Using for commercial purposes a
chemical substance or mixture which a
person knew or had reason to know was
manufactured, processed, or distrib-
uted in commerce in violation of sec-
tion 5 of the Act is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(3) Failure or refusal to establish and
maintain records or to permit access to
or copying of records, as required by
this section and section 11 of the Act,
is a violation of section 15 of the Act
(15 U.S.C. 2614).

(4) Failure or refusal to permit entry
or inspection as required by section 11
of the Act is a violation of section 15 of
the Act (156 U.S.C. 2614).

(5) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation. Persons who submit materi-
ally misleading or false information in
connection with the requirements of
any provision of this section may be
subject to penalties calculated as if
they never filed their notices.

(6) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this section
or act to seize any chemical substance
manufactured or processed in violation
of this section or take other actions
under the authority of section 7 of the
Act (15 U.S.C. 2606) or section 17 of the
Act (15 U.S.C. 2616).

(m) Inspections. EPA will conduct in-
spections under section 11 of the Act to
assure compliance with section 5 and
this section, to verify that information
submitted to EPA under this section is
true and correct, and to audit data sub-
mitted to EPA under this section.

(n) Confidentiality. If a manufacturer
submits information to EPA under this
section which the manufacturer claims
to be confidential business informa-
tion, the manufacturer must clearly
identify the information at the time of
submission to EPA by bracketing, cir-
cling, or underlining it and stamping it
with “CONFIDENTIAL’” or some other
appropriate designation. Any informa-
tion so identified will be treated in ac-
cordance with the procedures in 40 CFR

40 CFR Ch. | (7-1-12 Edition)

part 2. Any information not claimed
confidential at the time of submission
may be made available to the public
without further notice.

[60 FR 16332, Mar. 29, 1995, as amended at 62
FR 17932, April 11, 1997; 75 FR 4305, Jan. 27,
2010]
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Subpart A—General Provisions
and Applicability

§725.1 Scope and purpose.

(a) This part establishes all reporting
requirements under section 5 of TSCA
for manufacturers, importers, and
processors of microorganisms subject
to TSCA jurisdiction for commercial
purposes, including research and devel-
opment for commercial purposes. New
microorganisms for which manufactur-
ers and importers are required to re-
port under section 5(a)(1)(A) of TSCA
are those that are intergeneric. In ad-
dition, under section 5(a)(1)(B) of
TSCA, manufacturers, importers, and
processors may be required to report
for any microorganism that EPA deter-
mines by rule is being manufactured,
imported, or processed for a significant
new use.
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