Environmental Protection Agency

for a research and development activ-
ity, which is not eligible for a full ex-
emption from reporting under §725.232,
725.234, or 725.238, submitted to EPA in
accordance with subpart E of this part.

Well-characterized for introduced ge-
netic material means that the fol-
lowing have been determined:

(1) The function of all of the products
expressed from the structural gene(s).

(2) The function of sequences that
participate in the regulation of expres-
sion of the structural gene(s).

(3) The presence or absence of associ-
ated nucleotide sequences and their as-
sociated functions, where associated
nucleotide sequences are those se-
quences needed to move genetic mate-
rial including linkers, homopolymers,
adaptors, transposons, insertion se-
quences, and restriction enzyme sites.

§725.8 Coverage of this part.

(a) Microorganisms subject to this part.
Only microorganisms which are manu-
factured, imported, or processed for
commercial purposes, as defined in
§725.3, are subject to the requirements
of this part.

(b) Microorganisms automatically in-
cluded on the Inventory. Microorga-
nisms that are not intergeneric are
automatically included on the Inven-
tory.

(c) Microorganisms not subject to this
part. The following microorganisms are
not subject to this part, either because
they are not subject to jurisdiction
under the Act or are not subject to re-
porting under section 5 of the Act.

(1) Any microorganism which would
be excluded from the definition of
‘“‘chemical substance” in section 3 of
the Act and §720.3(e) of this chapter.

(2) Any microbial mixture as defined
in §725.3. This exclusion applies only to
a microbial mixture as a whole and not
to any microorganisms and other
chemical substances which are part of
the microbial mixture.

(3) Any microorganism that is manu-
factured and processed solely for ex-
port if the following conditions are
met:

(i) The microorganism is labeled in
accordance with section 12(a)(1)(B) of
the Act, when the microorganism is
distributed in commerce.

§725.12

(ii) The manufacturer and processor
can document at the commencement of
manufacturing or processing that the
person to whom the microorganism
will be distributed intends to export it
or process it solely for export as de-
fined in §721.3 of this chapter.

§725.12 Identification of microorga-
pisms for Inventory and other list-
Ing purposes.

To identify and list microorganisms
on the Inventory, both taxonomic des-
ignations and supplemental informa-
tion will be used. The supplemental in-
formation required in paragraph (b) of
this section will be used to specifically
describe an individual microorganism
on the Inventory. Submitters must
provide the supplemental information
required by paragraph (b) of this sec-
tion to the extent necessary to enable
a microorganism to be accurately and
unambiguously identified on the Inven-
tory.

(a) Taxonomic designation. The taxo-
nomic designation of a microorganism
must be provided for the donor orga-
nism and the recipient microorganism
to the level of strain, as appropriate.
These designations must be substan-
tiated by a letter from a culture collec-
tion, literature references, or the re-
sults of tests conducted for the purpose
of taxonomic classification. Upon
EPA’s request to the submitter, data
supporting the taxonomic designation
must be provided to EPA. The genetic
history of the recipient microorganism
should be documented back to the iso-
late from which it was derived.

(b) Supplemental information. The sup-
plemental information described in
paragraphs (b)(1) and (b)(2) of this sec-
tion is required to the extent that it
enables a microorganism to be accu-
rately and unambiguously identified.

1) Phenotypic information.
Phenotypic information means perti-
nent traits that result from the inter-
action of a microorganism’s genotype
and the environment in which it is in-
tended to be used and may include in-
tentionally added biochemical and
physiological traits.

(2) Genotypic information. Genotypic
information means the pertinent and
distinguishing genotypic characteris-
tics of a microorganism, such as the

469



