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any facility in which the new micro-
organism will be used for a Tier | ex-
emption; these criteria also serve as
guidance for a Tier Il exemption.

(a) Use a structure that is designed
and operated to contain the new micro-
organism.

(b) Control access to the structure.

(c) Provide written, published, and
implemented procedures for the safety
of personnel and control of hygiene.

(d) Use inactivation procedures dem-
onstrated and documented to be effec-
tive against the new microorganism
contained in liquid and solid wastes
prior to disposal of the wastes. The in-
activation procedures must reduce via-
ble microbial populations by at least 6
logs in liquid and solid wastes.

(e) Use features known to be effective
in minimizing viable microbial popu-
lations in aerosols and exhaust gases
released from the structure, and docu-
ment use of such features.

(f) Use systems for controlling dis-
semination of the new microorganism
through other routes, and document
use of such features.

(g) Have in place emergency clean-up
procedures.

§725.424 Requirements for the Tier I
exemption.

(a) Conditions of exemption. The manu-
facture or import of a new microorga-
nism for commercial purposes is not
subject to review under this part if all
of the following conditions are met for
all activities involving the new micro-
organism:

(1) The recipient microorganism is
listed in and meets any requirements
specified in §725.420.

(2) The introduced genetic material
meets the criteria under §725.421.

(3) The physical containment and
control technologies of any facility in
which the microorganism will be man-
ufactured, processed, or used meet the
criteria under §725.422.

(4) The manufacturer or importer
submits a certification described in
paragraph (b) of this section to EPA at
least 10 days before commencing initial
manufacture or import of a new micro-
organism derived from a recipient
microorganism listed in §725.420.

(5) The manufacturer or importer
complies with the recordkeeping re-
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quirements of §725.65 and maintains
records for the initial and subsequent
uses of the new microorganism that
verify compliance with the following:

(i) The certifications made in para-
graph (b) of this section.

(ii) All the eligibility criteria for the
Tier | exemption including the criteria
for the recipient microorganism, the
introduced genetic material, the phys-
ical containment and control tech-
nologies.

(b) Certification. To be eligible for the
Tier | exemption under this subpart,
the manufacturer or importer must
submit to EPA a document signed by a
responsible company official con-
taining the information listed in this
paragraph.

(1) Name and address of manufac-
turer or importer.

(2) Date when manufacture or import
is expected to begin.

(3) The identification (genus, species)
of the recipient microorganism listed
in §725.420 which is being used to create
the new microorganism which will be
used under the conditions of the Tier |
exemption.

(4) Certification of the following:

(i) Compliance with the introduced
genetic material criteria described in
§725.421.

(ii) Compliance with the containment
requirements described in §725.422, in-
cluding the provision in paragraph
(a)(3) of this section.

(5) The site of waste disposal and the
type of permits for disposal, the permit
numbers and the institutions issuing
the permits.

(6) The certification statement re-
quired in §725.25(b). Certification of
submission of test data is not required
for the Tier | exemption.

§725.426 Applicability of the Tier I ex-
emption.

The Tier | exemption under §725.424
applies only to a manufacturer or im-
porter of a new microorganism that
certifies that the microorganism will
be used in all cases in compliance with
§§725.420, 725.421, and 725.422.

§725.428 Requirements for the Tier II
exemption.

The manufacturer or importer of a
new microorganism for commercial
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purposes may submit to EPA a Tier Il
exemption request in lieu of a MCAN
under subpart D of this part if all of
the following conditions are met:

(a) The recipient microorganism is
listed in and meets any requirements
specified in §725.420.

(b) The introduced genetic material
meets the criteria under §725.421.

(c) Adequate physical containment
and control technologies are used. The
criteria listed under §725.422 for phys-
ical containment and control tech-
nologies of facilities should be used as
guidance to satisfy the Tier Il exemp-
tion request data requirements listed
at §725.455(d). EPA will review proposed
process and containment procedures as
part of the submission for a Tier Il ex-
emption under this section.

§725.450 Procedural requirements for
the Tier II exemption.

General requirements for all submis-
sions under this part are contained in
§725.25. In addition, the following re-
quirements apply to requests sub-
mitted under this subpart:

(a) Prenotice consultation. EPA
strongly suggests that for a Tier Il ex-
emption, the submitter contact the
Agency for a prenotice consultation re-
garding eligibility for the exemption.

(b) When to submit the Tier Il exemp-
tion request. Each person who is eligible
to submit a Tier Il exemption request
under this subpart must submit the re-
quest at least 45 calendar days before
the person intends to commence manu-
facture or import.

(c) Contents of the Tier 1l exemption re-
quest. Each person who submits a re-
quest under this subpart must provide
the information described in §§725.428
and 725.455, as well as information
known to or reasonably ascertainable
by the person that would permit EPA
to determine that use of the micro-
organism, under the conditions speci-
fied in the request, will not present an
unreasonable risk of injury to health
or the environment.

(d) Recordkeeping. Each person who
submits a request under this subpart
must comply with the recordkeeping
requirements of §725.65. In addition,
the submitter should maintain records
which contain information  that
verifies compliance with the following:

§725.455

(1) The certifications made in the re-
quest.

(2) All the eligibility criteria for the
Tier 11 exemption request including the
criteria for the recipient microorga-
nism, the introduced genetic material,
the physical containment and control
technologies.

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

The submitter must indicate clearly
that the submission is a Tier Il exemp-
tion request for a microorganism in-
stead of the MCAN under subpart D of
this part and must submit the fol-
lowing information:

(a) Submitter identification. (1) The
name and headquarters address of the
submitter.

(2) The name, address, and office tele-
phone number (including area code) of
the principal technical contact rep-
resenting the submitter.

(b) Microorganism identity information.
(1) ldentification (genus, species, and
strain) of the recipient microorganism.
Genus, species designation should be
substantiated by a letter from a cul-
ture collection or a brief summary of
the results of tests conducted for taxo-
nomic identification.

(2) Type of genetic modification and
the function of the introduced genetic
material.

(3) Site of insertion.

(4) Certification of compliance with
the introduced genetic material cri-
teria described in §725.421.

(c) Production volume. Production vol-
ume, including total liters per year,
and the maximum cell concentration
achieved during the production proc-
ess.

(d) Process and containment informa-
tion. (1) A description of the process in-
cluding the following:

(i) Identity and location of the manu-
facturing site(s).

(ii) Process flow diagram illustrating

the production process, including
downstream separations, and indi-
cating the containment envelope

around the appropriate equipment.

(iii) ldentities and quantities of feed-
stocks.

(iv) Sources and quantities of poten-
tial releases to both the workplace and
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