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(l) 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 (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; 75 FR 4305, Jan. 27, 
2010] 
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Subpart D—Microbial Commercial 
Activities Notification Requirements 

725.100 Scope and purpose. 
725.105 Persons who must report. 
725.110 Persons not subject to this subpart. 
725.150 Procedural requirements for this 

subpart. 
725.155 Information to be included in the 

MCAN. 
725.160 Submission of health and environ-

mental effects data. 
725.170 EPA review of the MCAN. 
725.190 Notice of commencement of manu-

facture or import. 

Subpart E—Exemptions for Research and 
Development Activities 

725.200 Scope and purpose. 
725.205 Persons who may report under this 

subpart. 
725.232 Activities subject to the jurisdiction 

of other Federal programs or agencies. 
725.234 Activities conducted inside a struc-

ture. 
725.235 Conditions of exemption for activi-

ties conducted inside a structure. 
725.238 Activities conducted outside a struc-

ture. 
725.239 Use of specific microorganisms in 

activities conducted outside a structure. 
725.250 Procedural requirements for the 

TERA. 
725.255 Information to be included in the 

TERA. 
725.260 Submission of health and environ-

mental effects data. 
725.270 EPA review of the TERA. 
725.288 Revocation or modification of TERA 

approval. 

Subpart F—Exemptions for Test Marketing 

725.300 Scope and purpose. 
725.305 Persons who may apply under this 

subpart. 
725.350 Procedural requirements for this 

subpart. 
725.355 Information to be included in the 

TME application. 
725.370 EPA review of the TME application. 

Subpart G—General Exemptions for New 
Microorganisms 

725.400 Scope and purpose. 
725.420 Recipient microorganisms. 
725.421 Introduced genetic material. 
725.422 Physical containment and control 

technologies. 
725.424 Requirements for the Tier I exemp-

tion. 
725.426 Applicability of the Tier I exemp-

tion. 
725.428 Requirements for the Tier II exemp-

tion. 

725.450 Procedural requirements for the Tier 
II exemption. 

725.455 Information to be included in the 
Tier II exemption request. 

725.470 EPA review of the Tier II exemption 
request. 

Subparts H–K [Reserved] 

Subpart L—Additional Procedures for Re-
porting on Significant New Uses of 
Microorganisms 

725.900 Scope and purpose. 
725.910 Persons excluded from reporting sig-

nificant new uses. 
725.912 Exemptions. 
725.920 Exports and imports. 
725.950 Additional recordkeeping require-

ments. 
725.975 EPA approval of alternative control 

measures. 
725.980 Expedited procedures for issuing sig-

nificant new use rules for microorga-
nisms subject to section 5(e) orders. 

725.984 Modification or revocation of cer-
tain notification requirements. 

Subpart M—Significant New Uses for 
Specific Microorganisms 

725.1000 Scope. 
725.1075 Burkholderia cepacia complex. 

AUTHORITY: 15 U.S.C. 2604, 2607, 2613, and 
2625. 

SOURCE: 62 FR 17932, April 11, 1997, unless 
otherwise noted. 

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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