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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 (15 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
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]
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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, wunder 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.

(b) Any manufacturer, importer, or
processor required to report under sec-
tion 5 of TSCA (see §725.100 for new
microorganisms and §725.900 for signifi-
cant new uses) must file a Microbial
Commercial Activity Notice (MCAN)
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§725.3

with EPA, unless the activity is eligi-
ble for a specific exemption as de-
scribed in this part. The general proce-
dures for filing MCANSs are described in
subpart D of this part. The exemptions
from the requirement to file a MCAN
are for certain kinds of contained ac-
tivities (see §8725.424 and 725.428), test
marketing activities (see §725.300), and
research and development activities
described in paragraph (c) of this sec-
tion.

(c) Any manufacturer, importer, or
processor required to file a MCAN for
research and development (R&D) ac-
tivities may instead file a TSCA Exper-
imental Release Application (TERA)
for a specific test (see §725.250). A
TERA is not required for certain R&D
activities; however a TERA exemption
does not extend beyond the research
and development stage, to general
commercial use of the microorganism,
for which compliance with MCAN re-
quirements is required. The TERA ex-
emptions are for R&D activities sub-
ject to other Federal agencies or pro-
grams (see §725.232), certain kinds of
contained R&D activities (see §725.234),
and R&D activities using certain listed
microorganisms (see §725.238).

(d) New microorganisms will be
added to the Inventory established
under section 8 of TSCA once a MCAN
has been received, the MCAN review
period has expired, and EPA receives a
Notice of Commencement (NOC) indi-
cating that manufacture or importa-
tion has actually begun. New micro-
organisms approved for use under a
TERA will not be added to the Inven-
tory until a MCAN has been received,
the MCAN review period has expired,
and EPA has received an NOC.

§725.3 Definitions.

Definitions in section 3 of the Act (15
U.S.C. 2602), as well as definitions con-
tained in 8§704.3, 720.3, and 721.3 of this
chapter, apply to this part unless oth-
erwise specified in this section. In addi-
tion, the following definitions apply to

this part:
Consolidated microbial commercial ac-
tivity notice or consolidated MCAN

means any MCAN submitted to EPA
that covers more than one microorga-
nism (each being assigned a separate

40 CFR Ch. | (7-1-04 Edition)

MCAN number by EPA) as a result of a
prenotice agreement with EPA.

Containment and/or inactivation con-
trols means any combination of engi-
neering, mechanical, procedural, or bi-
ological controls designed and operated
to restrict environmental release of
viable microorganisms from a struc-
ture.

Director means the Director of the
EPA Office of Pollution Prevention and
Toxics.

Exemption request means any applica-
tion submitted to EPA under subparts
E, F, or G of this part.

General commercial use means use for
commercial purposes other than re-
search and development.

Genome means the sum total of chro-
mosomal and extrachromosomal ge-
netic material of an isolate and any de-
scendants derived under pure culture
conditions from that isolate.

Health and safety study of a microorga-
nism or health and safety study means
any study of any effect of a microorga-
nism or microbial mixture on health or
the environment or on both, including
underlying data and epidemiological
studies, studies of occupational expo-
sure to a microorganism or microbial
mixture, toxicological, clinical, and ec-
ological, or other studies of a micro-
organism or microbial mixture, and
any test performed under the Act.
Microorganism identity is always part
of a health and safety study of a micro-
organism.

(1) 1t is intended that the term
“health and safety study of a micro-
organism” be interpreted broadly. Not
only is information which arises as a
result of a formal, disciplined study in-
cluded, but other information relating
to the effects of a microorganism or
microbial mixture on health or the en-
vironment is also included. Any data
that bear on the effects of a microorga-
nism on health or the environment
would be included.

(2) Examples include:

(i) Tests for ecological or other envi-
ronmental effects on invertebrates,
fish, or other animals, and plants, in-
cluding: Acute toxicity tests, chronic
toxicity tests, critical life stage tests,
behavioral tests, algal growth tests,
seed germination tests, plant growth or
damage tests, microbial function tests,
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