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5(e), 5(f), or 6(a) of the Act, the sub-
mitter may manufacture or import the
microorganism even if the submitter
has not received notice of expiration.

(3) Early notification that EPA has
completed its review does not permit
commencement of manufacture or im-
port prior to the expiration of the 90-
day MCAN review period.

(c) No person submitting a MCAN in
response to the requirements of this
subpart may manufacture, import, or
process a microorganism subject to
this subpart until the review period, in-
cluding all extensions and suspensions,
has expired.

§725.190 Notice of commencement of
manufacture or import.

(a) Applicability. Any person who
commences the manufacture or import
of a new microorganism for nonexempt,
commercial purposes for which that
person previously submitted a section
5(a) notice under this part must submit
a notice of commencement (NOC) of
manufacture or import.

(b) When to report. (1) If manufacture
or import for nonexempt, commercial
purposes begins on or after May 27,
1997, the submitter must submit the
NOC to EPA no later than 30 calendar
days after the first day of such manu-
facture or import.

(2) If manufacture or import for non-
exempt, commercial purposes began or
will begin before May 27, 1997, the sub-
mitter must submit the NOC by May
27, 1997.

(3) Submission of an NOC prior to the
commencement of manufacture or im-
port is a violation of section 15 of the
Act.

(c) Information to be reported. The
NOC must contain the following infor-
mation: Specific microorganism iden-
tity, MCAN number, and the date when
manufacture or import commences. If
the person claimed microorganism
identity confidential in the MCAN, and
wants the identity to be listed on the
confidential Inventory, the claim must
be reasserted and resubstantiated in
accordance with §725.85(b). Otherwise,
EPA will list the specific microorga-
nism identity on the public Inventory.

(d) Where to submit. NOCs should be
submitted to the address listed in
§725.25(c).

§725.205

Subpart E—Exemptions for Re-
search and Development Ac-
tivities

§725.200 Scope and purpose.

(a) This subpart describes exemptions
from the reporting requirements under
subpart D of this part for research and
development activities involving
microorganisms.

(b) In lieu of complying with subpart
D of this part, persons described in
§725.205 may submit a TSCA Experi-
mental Release Application (TERA) for
research and development activities in-
volving microorganisms or otherwise
comply with this subpart.

(c) Exemptions from part 725 are pro-
vided at §§725.232, 725.234, and 725.238.

(d) Submission requirements specific
for TERASs are described at §725.250.

(e) Data requirements for TERAs are
set forth in §§725.255 and 725.260.

() EPA review procedures specific for
TERAs are set forth in §§725.270 and
725.288.

(g) Subparts A through C of this part
apply to any submission under this
subpart.

§725.205 Persons who
under this subpart.

(a) Commercial research and develop-
ment activities involving new micro-
organisms or significant new uses of
microorganisms are subject to report-
ing under this part unless they qualify
for an exemption under this part.

(b) Commercial purposes for research
and development means that the ac-
tivities are conducted with the purpose
of obtaining an immediate or eventual
commercial advantage for the re-
searcher and would include:

(1) All research and development ac-
tivities which are funded directly, in
whole or in part, by a commercial enti-
ty regardless of who is actually con-
ducting the research. Indications that
the research and development activi-
ties are funded directly, in whole or in
part, may include, but are not limited
to:

(i) Situations in which a commercial
entity contracts directly with a univer-
sity or researcher; or

(ii) Situations in which a commercial
entity gives a conditional grant where
the commercial entity holds patent
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