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(2) A completed APHIS/CDC Form 3
must be submitted within 7 calendar
days.

[70 FR 13278, Mar. 18, 2005, as amended at 77
FR 61077, Oct. 5, 2012]

§331.20 Administrative review.

(a) An individual or entity may ap-
peal a denial, revocation, or suspension
of registration under this part. The ap-
peal must be in writing, state the fac-
tual basis for the appeal, and be sub-
mitted to the Administrator within 30
calendar days of the decision.

(b) An individual may appeal a de-
nial, limitation, or revocation of access
approval under this part. The appeal
must be in writing, state the factual
basis for the appeal, and be submitted
to the Administrator within 180 cal-
endar days of the decision.

(c) The Administrator’s decision con-
stitutes final agency action.

[77 FR 61077, Oct. 5, 2012]
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§340.1 Applicability of this part.

(a) The regulations in this part apply
to those organisms described in §340.2,
but not to any organism that is exempt
from this part under paragraph (b), (c),
or (d) of this section.

(b) The regulations in this part do
not apply to plants that have been
modified such that they contain either
a single modification of a type listed in
paragraphs (b)(1) through (3) of this
section, or additional modifications as
determined by the Administrator, and
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described in paragraph (b)(4) of this
section.

(1) The genetic modification is a
change resulting from cellular repair of
a targeted DNA break in the absence of
an externally provided repair template;
or

(2) The genetic modification is a tar-
geted single base pair substitution; or

(83) The genetic modification intro-
duces a gene known to occur in the
plant’s gene pool, or makes changes in
a targeted sequence to correspond to a
known allele of such a gene or to a
known structural variation present in
the gene pool.

(4) The Administrator may propose
to exempt plants with additional modi-
fications, based on what could be
achieved through conventional breed-
ing. Such proposals may be Agency-ini-
tiated, and follow the process in para-
graph (b)(4)(i) of this section, or in re-
sponse to a request made in accordance
with paragraph (b)(4)(ii) of this section.

(1) APHIS-initiated proposals for exemp-
tions. APHIS will publish a notice in
the FEDERAL REGISTER of the proposal
by the Administrator to exempt plants
with additional modifications. The no-
tice will make available any sup-
porting documentation, and will re-
quest public comment. After reviewing
the comments, APHIS will publish a
subsequent notice in the FEDERAL REG-
ISTER announcing its final determina-
tion.

(i1) Other parties’ requests for exemp-
tions. Any person may request that the
Administrator exempt plants developed
with additional modifications that
could be achieved through conven-
tional breeding. To submit a request,
the person must provide, in writing, in-
formation supporting the modifica-
tion(s). Supporting information must
include the following:

(A) A description of the modifica-
tion(s);

(B) The factual grounds dem-
onstrating that the proposed modifica-
tion(s) could be achieved through con-
ventional plant breeding;

(C) Copies of scientific literature, un-
published studies, or other data that
support the request; and

(D) Any information known to the re-
questor that would be unfavorable to
the request.

346



Animal and Plant Health Inspection Service, USDA

(iii) Timeframe for Agency review of re-
quests for additional exemptions. After
APHIS receives all information re-
quired under paragraph (b)(4)(ii) of this
section, APHIS will complete its re-
view of the request and render a deter-
mination within 12 months, except in
circumstances that could not reason-
ably have been anticipated.

(iv) Denial of requests. If APHIS dis-
agrees with the conclusions of the re-
quest or determines that there is insuf-
ficient evidence that the modification
could be achieved through conven-
tional breeding methods, APHIS will
deny the request and notify the re-
questor in writing regarding this de-
nial.

(v) Agreement with requests. If APHIS
initially determines that the modifica-
tion could be achieved through conven-
tional breeding methods, APHIS will
publish a notice in the FEDERAL REG-
ISTER and request public comments in
accordance with the process set forth
in paragraph (b)(4)(i) of this section.
After reviewing the comments, APHIS
will publish a subsequent notice in the
FEDERAL REGISTER announcing its final
determination.

(vi) website posting. A list specifying
the additional modifications will be
posted on the APHIS website at https:/
www.aphis.usda.gov/aphis/ourfocus/bio-
technology.

(c) The regulations in this part do
not apply to a plant with:

(1) A plant-trait-mechanism of action
combination that has previously under-
gone an analysis by APHIS in accord-
ance with §340.4 and has been deter-
mined by APHIS not to be regulated
under this part, or

(2) A plant-trait-mechanism of action
combination found in a plant that
APHIS determined to be deregulated in
response to a petition submitted prior
to October 1, 2021, pursuant to §340.6 as
that section was set forth prior to Au-
gust 17, 2020. All plants determined by
APHIS to be deregulated pursuant to
§340.6 as that section was set forth
prior to August 17, 2020 will retain
their nonregulated status under these
regulations.

(d) The regulations in this part do
not apply to plants determined by
APHIS not to require regulation under
this part pursuant to the ‘“Am I Regu-
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lated” process. All plants determined
by APHIS not to require regulation
under this part pursuant to the “Am I
Regulated’ process will retain their
nonregulated status under these regu-
lations.

(e) Developers may request confirma-
tion from APHIS that a plant is not
within the scope of this part. APHIS
will provide a written response (con-
firmation letter) within 120 days of re-
ceiving a sufficiently detailed con-
firmation request, except in cir-
cumstances that could not reasonably
have been anticipated.

(Approved by the Office of Management
and Budget under control number 0579—
0471)

§340.2 Scope of this part.

Except under a permit issued by the
Administrator in accordance with
§340.5, no person shall move any GE or-
ganism that:

(a) Is a plant that has a plant-trait-
mechanism of action combination that
has not been evaluated by APHIS in ac-
cordance with §340.4 or that, as a result
of such evaluation, is subject to the
regulations; or

(b) Meets the definition of a plant pest
in §340.3; or

(¢c) Is not a plant but has received
deoxyribonucleic acid (DNA) from a
plant pest, as defined in §340.3, and the
DNA from the donor organism either is
capable of producing an infectious
agent that causes plant disease or en-
codes a compound that is capable of
causing plant disease; or

(d) Is a microorganism used to con-
trol plant pests, or an invertebrate
predator or parasite (parasitoid) used
to control invertebrate plant pests, and
could pose a plant pest risk; or

(e) Is a plant that encodes a product
intended for pharmaceutical or indus-
trial use.

§340.3 Definitions.

Terms used in the singular form in
this part shall be construed as the plu-
ral, and vice versa, as the case may de-
mand. The following terms, when used
in this part, shall be construed, respec-
tively, to mean:

Access. The ability during regular
business hours to enter, or pass to and
from, a location, inspect, and/or obtain
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or make use or copies of any records,
data, or samples necessary to evaluate
compliance with this part and all con-
ditions of a permit issued in accord-
ance with §340.5.

Administrator. The Administrator of
the Animal and Plant Health Inspec-
tion Service (APHIS) or any other em-
ployee of APHIS to whom authority
has been or may be delegated to act in
the Administrator’s stead.

Agent. A person who is designated by
the responsible person to act in whole
or in part on behalf of the permittee to
maintain control over an organism
under permit during its movement and
to ensure compliance with all applica-
ble permit conditions and the require-
ments in this part. Multiple agents
may be associated with a single respon-
sible person or permit. Agents may be,
but are not limited to, brokers, farm-
ers, researchers, or site cooperators.
An agent must be at least 18 years of
age and be a legal resident of the
United States.

Animal and Plant Health Inspection
Service (APHIS). An agency of the
United States Department of Agri-
culture (USDA).

Article. Any material or tangible ob-
ject that could harbor plant pests.

Contained facility. A structure for the
storage and/or propagation of living or-
ganisms designed with physical bar-
riers capable of preventing the escape
of the organisms. Examples include but
are not limited to laboratories, growth
chambers, fermenters, and contain-
ment greenhouses.

Donor organism. The organism from
which genetic material is obtained for
transfer to the recipient organism.

Environment. All the land, air, and
water; and all living organisms in asso-
ciation with land, air, and water.

Gene pool. Germplasm within which
sexual recombination is possible as a
result of hybridization, including via
methods such as embryo culture or
bridging crosses.

Genetic engineering. Techniques that
use recombinant, synthesized, or am-
plified nucleic acids to modify or cre-
ate a genome.

Import (importation). To move into, or
the act of movement into, the terri-
torial limits of the United States.
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Inspector. Any individual authorized
by the Administrator or by the Com-
missioner of Customs and Border Pro-
tection, Department of Homeland Se-
curity, to enforce the regulations in
this part.

Interstate. From one State into or
through any other State or within the
District of Columbia, the Common-
wealth of the Northern Mariana Is-
lands, the Commonwealth of Puerto
Rico, Guam, the Virgin Islands of the
United States, or any other territory
or possession of the United States.

Mechanism of action (MOA). The bio-
chemical process(es) through which ge-
netic material determines a trait.

Move (moving, movement). To carry,
enter, import, mail, ship, or transport;
aid, abet, cause, or induce the carrying,
entering, importing, mailing, shipping,
or transporting; to offer to carry,
enter, import, mail, ship, or transport;
to receive to carry, enter, import, mail,
ship, or transport; to release into the
environment; or to allow any of the
above activities to occur.

Organism. Any active, infective, or
dormant stage of life form of an entity
characterized as living, including
vertebrate and invertebrate animals,
plants, bacteria, fungi, mycoplasmas,
mycoplasma-like organisms, as well as
entities such as viroids, viruses, or any
entity characterized as living, related
to the foregoing.

Permit. A written authorization, in-
cluding by electronic methods, by the
Administrator to move organisms reg-
ulated under this part and associated
articles under conditions prescribed by
the Administrator.

Person. Any individual, partnership,
corporation, company, society, associa-
tion, or other organized group.

Plant. Any plant (including any plant
part) for or capable of propagation, in-
cluding a tree, a tissue culture, a
plantlet culture, pollen, a shrub, a
vine, a cutting, a graft, a scion, a bud,
a bulb, a root, or a seed.

Plant pest. Any living stage of a pro-
tozoan, nonhuman animal, parasitic
plant, bacterium, fungus, virus or
viroid, infectious agent or other patho-
gen, or any article similar to or allied
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with any of the foregoing, that can di-
rectly or indirectly injure, cause dam-
age to, or cause disease in any plant or
plant product.

Plant pest risk. The potential for di-
rect or indirect injury to, damage to,
or disease in any plant or plant product
resulting from introducing or dissemi-
nating a plant pest, or the potential for
exacerbating the impact of a plant
pest.

Plant product. (1) Any flower, fruit,
vegetable, root, bulb, seed, or other
plant part that is not included in the
definition of plant; or

(2) Any manufactured or processed
plant or plant part.

Recipient organism. The organism
whose nucleic acid sequence will be
modified through the use of genetic en-
gineering.

Release into the environment (environ-
mental release). The use of an organism
outside the physical constraints of a
contained facility.

Responsible person. The individual re-
sponsible for maintaining control over
a GE organism under permit during its
movement and for ensuring compliance
with all conditions contained in any
applicable permit as well as with other
requirements in this part and in the
Plant Protection Act (7 U.S.C. 7701 et
seq.). This individual must sign the per-
mit application, and must be at least 18
years of age, and must be a legal resi-
dent of the United States.

Secure shipment. Shipment in a con-
tainer or a means of conveyance of suf-
ficient strength and integrity to with-
stand leakage of contents, shocks,
pressure changes, and other conditions
incident to ordinary handling in trans-
portation.

State. Any of the several States of the
United States, the Commonwealth of
the Northern Mariana Islands, the
Commonwealth of Puerto Rico, the
District of Columbia, Guam, the Virgin
Islands of the United States, or any
other territories or possessions of the
United States.

State or Tribal regulatory official.
State or Tribal official with respon-
sibilities for plant health, or any other
duly designated State or Tribal offi-
cial, in the State or on the Tribal lands
where the movement is to take place.

§340.4

Trait. An observable (able to be seen
or otherwise identified) characteristic
of an organism.

Unauthorized release. The intentional
or accidental movement of an orga-
nism under a permit issued pursuant to
this part in a manner not authorized by
the permit; or the intentional or acci-
dental movement without a permit of
an organism that is subject to the reg-
ulations in this part.

§340.4 Regulatory status review.

(a)(1) Any person may submit a re-
quest to APHIS for a regulatory status
review, pursuant to paragraph (b)(3) of
this section.

(2) Any person may request re-review
of a GE plant previously found to be
subject to this part after an initial re-
view was conducted, provided that the
request is supported by new, scientif-
ically valid evidence bearing on the
plant pest risk associated with move-
ment of the plant.

(3) APHIS may also initiate a regu-
latory status review or re-review of a
GE plant to identify whether it is sub-
ject to regulation under this part.

(4) Information submitted in support
of a request for a regulatory status re-
view or re-review must meet the re-
quirements listed in paragraphs
(a)(4)(1) through (iii) of this section.

(i) A description of the comparator
plant(s), to include genus, species, and
any relevant subspecies information;

(ii) The genotype of the modified
plant, including a detailed description
of the differences in genotype between
the modified and unmodified plant; and

(iii) A detailed description of the new
trait(s) of the modified plant.

(iv) Detailed information on how to
meet the above-listed requirements can
be found on the APHIS website at
https://www.aphis.usda.gov/aphis/
ourfocus/biotechnology. If APHIS pro-
poses revisions to the detailed informa-
tion on the APHIS website, APHIS will
make the proposed revisions available
for notice and public comment prior to
implementation.

(b)(1) When APHIS receives a request
for a regulatory status review of a GE
plant, APHIS will conduct an initial
review to determine whether there is a
plausible pathway by which the GE

349



§340.5

plant, or any sexually compatible rel-
atives that can acquire the engineered
trait from the GE plant, would pose an
increased plant pest risk relative to
the plant pest risk posed by the respec-
tive non-GE or other appropriate com-
parator(s), based on the following fac-
tors:

(i) The biology of the comparator
plant(s) and its sexually compatible
relatives;

(ii) The trait and mechanism-of-ac-
tion of the modification(s); and

(iii) The effect of the trait and mech-
anism-of-action on:

(A) The distribution, density, or de-
velopment of the plant and its sexually
compatible relatives;

(B) The production, creation, or en-
hancement of a plant pest or a res-
ervoir for a plant pest;

(C) Harm to non-target organisms
beneficial to agriculture; and

(D) The weedy impacts of the plant
and its sexually compatible relatives.

(2) APHIS will complete the initial
review within 180 days of receiving a
request for a regulatory status review
that meets the requirements specified
in paragraph (a)(4) of this section, ex-
cept in circumstances that could not
reasonably have been anticipated. If
APHIS does not identify a plausible
pathway by which the GE plant or its
sexually compatible relatives would
pose an increased plant pest risk rel-
ative to the comparator(s) in the ini-
tial review, the GE plant is not subject
to the regulations in this part. APHIS
will post the plant, trait, and general
description of the MOA on its website.

(b)(3)(i) If APHIS does identify a
plausible pathway by which the GE
plant or its sexually compatible rel-
atives would pose an increased plant
pest risk relative to the comparator(s)
in the initial review, the requestor may
apply for a permit and/or request that
APHIS conduct an evaluation of the
factor(s) of concern identified in the
initial review to determine the likeli-
hood and consequence of the plausible
increased plant pest risk. APHIS may
request additional information as need-
ed to evaluate the factor(s) of concern.

(ii) For those GE plants for which
such an evaluation is conducted,
APHIS will publish the results of the
evaluation in the FEDERAL REGISTER
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and will solicit and review comments
from the public. Except in cir-
cumstances that could not reasonably
have been anticipated, APHIS will
complete these steps within 15 months
of receiving a request for a regulatory
status review that meets the require-
ments specified in paragraph (a)(4) of
this section.

(iii) If APHIS finds that the GE plant
and its sexually compatible relatives
are unlikely to pose an increased plant
pest risk relative to their com-
parator(s), the GE plant is not subject
to this part. APHIS will publish its
evaluation of the plant-trait-MOA
combination in a subsequent FEDERAL
REGISTER document and will also post
it on the APHIS website. If APHIS does
not make such a finding, the GE plant
will remain regulated under this part,
and its movement will be allowed only
under permit in accordance with §340.5.

(c) This section is applicable begin-
ning April 5, 2021 for GE corn, soybean,
cotton, potato, tomato, and alfalfa, and
on October 1, 2021 for all GE plants.

(Approved by the Office of Management
and Budget under control number 0579-
0471)

§340.5 Permits.

(a) Permit requirement. A permit from
APHIS is required for the movement of
all GE organisms subject to the regula-
tions under this part.

(b) Permit application requirements. All
applications for permits must be sub-
mitted in accordance with the require-
ments of this section. The responsible
person must apply for and obtain a per-
mit through APHIS’ website. The ap-
plication must also include the fol-
lowing information:

(1) General information requirements for
all permit applications. All permit appli-
cations must include the name, title,
and contact information of the respon-
sible person and agent (if any); the
country (or countries) and locality (or
localities) where the organism was col-
lected, developed, manufactured,
reared, cultivated, and cultured (as ap-
plicable); the organism’s genus, species
and any relevant subspecies and com-
mon name information; the intended
activity (i.e., importation, interstate
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movement, or release into the environ-
ment of the GE organism); and infor-
mation on the intended trait and the
genotype of the intended trait. All per-
mit applications must be signed by the
responsible person.

(2) Information requirements for permit
applications for interstate movement or
importation. Applications for permits
for interstate movement or importa-
tion of GE organisms must include the
following additional information:

(i) The origin and destination of the
GE organism, including information on
the addresses and contact details of the
sender and recipient, if different from
the responsible person;

(ii) The quantity of the GE organism,
the method of shipment, and means of
ensuring the security of the shipment
against unauthorized release of the or-
ganism; and

(iii) The manner in which packaging
material, shipping containers, and any
other material accompanying the orga-
nism will be disposed of to prevent un-
authorized release.

(3) Information requirements for permit
applications for release into the environ-
ment. Applications for permits for re-
lease of GE organisms into the environ-
ment must include information on all
proposed environmental release sites,
including land area (size), Global Posi-
tioning System coordinates, addresses,
and land use history of the site and ad-
jacent areas; and the name and contact
information of a person at each envi-
ronmental release site, if different
from the responsible person. In the
event that additional release sites are
requested after the issuance of a per-
mit, APHIS will evaluate and amend
permits as appropriate, in accordance
with paragraph (1) of this section.

(c) Ezxemption for GE Arabidopsis
thaliana. A permit for interstate move-
ment is not required for GE Arabidopsis
thaliana, provided that it is moved as a
secure shipment, the modified genetic
material is stably integrated into the
plant genome, and the modified mate-
rial does not include the complete in-
fectious genome of a plant pest.

(d) Erxemption for GE disarmed
Agrobacterium species. A permit for im-
portation or interstate movement is
not required for any GE disarmed
Agrobacterium species, provided that it

§340.5

is moved as a secure shipment, the
modified genetic material is stably in-
tegrated into the genome, and the
modified material does not include the
complete infectious genome of a plant
pest.

(e) Exemption for Drosophila
melanogaster. A permit for importation
or interstate movement is not required
for GE Drosophila melanogaster, pro-
vided that it is moved as a secure ship-
ment and that any introduced genetic
material is not designed to propagate
through a population by biasing the in-
heritance rate.

(f) Exemption for certain microbial pes-
ticides. A permit is not required for the
movement of any GE microorganism
product that is currently registered
with the Environmental Protection
Agency (EPA) as a microbial pesticide,
so long as the microorganism is not a
plant pest as defined in §340.3.

(g) Ezxemption of certain plant-incor-
porated protectants. A permit is not re-
quired for the movement of any GE
plant modified solely to contain a
plant-incorporated protectant that is
currently registered with EPA as a pes-
ticide product pursuant to the Federal
Insecticide, Fungicide, and Rodenticide
Act (7T U.S.C. 136 et seq., FIFRA) or that
is currently exempted from FIFRA pur-
suant to 40 CFR 174.21.

(h) Administrative actions—(1) Review
of permit applications. APHIS will re-
view the permit application to deter-
mine whether it is complete. APHIS
will notify the applicant orally or in
writing if the application is incom-
plete, and the applicant will be pro-
vided the opportunity to revise the ap-
plication. Once an application is com-
plete, APHIS will review it to deter-
mine whether to approve or deny the
application.

(2) APHIS assignment of permit condi-
tions. If a permit application is ap-
proved, the Administrator will issue a
permit with conditions as described in
paragraph (i) of this section. Prior to
issuance of a permit, the responsible
person must agree in writing, in a man-
ner prescribed by the Administrator,
that the responsible person and all
agents of the responsible person are
aware of, understand, and will comply
with the permit conditions. Failure to
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comply with this provision will be
grounds for the denial of a permit.

(3) Inspections. All premises associ-
ated with the permit are subject to in-
spection before and after permit
issuance, and all materials associated
with the movement are subject to sam-
pling after permit issuance. The re-
sponsible person and agents must pro-
vide inspectors access to premises, fa-

cilities, release 1locations, storage
areas, waypoints, materials, equip-
ment, means of conveyance, docu-

ments, and records related to the
movement of organisms permitted
under this part. Failure to provide ac-
cess for inspection prior to the
issuance of a permit will be grounds for
the denial of a permit. Failure to pro-
vide access for inspection following
permit issuance will be grounds for
withdrawal of the permit.

(4) State or Tribal review and comment.
The Administrator will submit for no-
tification and review a copy of the per-
mit application, without confidential
business information (CBI), and any
permit conditions to the appropriate
State or Tribal regulatory official.
Timely comments received from the
State or Tribal regulatory official will
be considered by the Administrator
prior to permit issuance.

(5) Approval or denial of a permit. Ex-
cept in circumstances that could not
reasonably have been anticipated,
APHIS will approve or deny the permit
within:

(i) 45 days of receipt of a complete
application for a permit for interstate
movement or for importation; or

(ii) 120 days of receipt of a complete
application for a permit for release
into the environment.

(iii) The 120-day period may be ex-
tended if preparation of an environ-
mental assessment or environmental
impact statement is necessary.

(i) Permit conditions. The standard
conditions listed in this paragraph (i)
will be assigned to all permits issued
under this section. The Administrator
may assign supplemental permit condi-
tions as deemed necessary to ensure
confinement of the GE organism. Prior
to issuance of a permit or an amended
permit, the responsible person will be
required to agree in writing or elec-
tronically that he or she and his or her

7 CFR Ch. Il (1-1-23 Edition)

agents will comply with the conditions
of the permit, as described in this para-
graph (i). If the responsible person does
not agree to the conditions, the amend-
ment will be denied.

(1) The organism under permit must
be maintained and disposed of in a
manner so as to prevent its unauthor-
ized release, spread, dispersal, and/or
persistence in the environment.

(2) The organism under permit must
be kept separate from other organisms,
except as specifically allowed in the
permit.

(3) The organism under permit must
be maintained only in areas and prem-
ises specified in the permit.

(4) The identity of the organism
under permit must be maintained and
verifiable at all times.

(5) Authorized activities may be en-
gaged in only while the permit is valid;
the duration for which the permit is
valid will be listed on the permit itself.

(6) Records related to activities car-
ried out under the permit must be
maintained by the responsible person
and must be of sufficient accuracy,
quality, and completeness to dem-
onstrate compliance with all permit
conditions and requirements under this
part. APHIS must be allowed access to
all records, to include visual inspection
and reproduction (e.g., photocopying,
digital reproduction). The responsible
person must submit reports and notices
to APHIS, containing the information
specified within the permit, at the
times specified in the permit. At a
minimum:

(i) Following an environmental re-
lease, environmental release reports
must be submitted for all authorized
release locations where the release oc-
curred. Environmental release reports
must contain details of sufficient accu-
racy, quality, and completeness to
identify the location, shape, and size of
the release and the organism(s) re-
leased into the environment. In the
event no release occurs at an author-
ized location, an environmental release
report of no environmental release
must be submitted for all authorized
locations where an environmental re-
lease did not occur. Unauthorized re-
leases must be reported in accordance
with paragraph (i)(9) of this section.
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(ii) When the environmental release
is of a plant, reports of volunteer moni-
toring activities and findings must be
submitted for all authorized release lo-
cations where an environmental re-
lease occurred. If no monitoring activi-
ties are conducted, a volunteer moni-
toring report of no monitoring must be
submitted indicating why no volunteer
monitoring was done.

(7) Inspectors must be allowed access,
during regular business hours, to all lo-
cations related to the permitted activi-
ties.

(8) The organism under permit must
undergo the application of measures
determined by the Administrator to be
necessary to prevent its unauthorized
release, spread, dispersal, and/or per-
sistence in the environment.

(9) In the event of a possible or actual
unauthorized release, the responsible
person must contact APHIS as de-
scribed in the permit within 24 hours of
discovery and must subsequently sup-
ply a statement of facts in writing no
later than 5 business days after dis-
covery.

(10) The responsible person for a per-
mit remains the responsible person for
the permit unless a transfer of respon-
sibility is approved by APHIS. The re-
sponsible person must contact APHIS
to initiate any transfer. The new re-
sponsible person assumes all respon-
sibilities for ensuring compliance with
the existing permit and permit condi-
tions and for meeting the requirements
of this part.

() Denial or withdrawal of a permit.
Permit applications may be denied, or
permits withdrawn, in accordance with
this paragraph.

(1) Denial of permits. The Adminis-
trator may deny, either orally or in
writing, any application for a permit.
If the denial is oral, the Administrator
will then communicate, as promptly as
circumstances allow, the denial, and
the reasons for it, in writing. The Ad-
ministrator may deny a permit appli-
cation if:

(i) The Administrator concludes that
the proposed actions, e.g., movements
under permit, may not prevent the un-
authorized release, spread, dispersal,
and/or persistence in the environment
of the organism; or
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(ii) The Administrator determines
that the responsible person or any
agent of the responsible person has
failed to comply with any material
provision of this part, any other regu-
lations issued pursuant to the Plant
Protection Act (7 U.S.C. 7701 et seq.) or
the Plant Protection Act itself;

(iii) In addition, no permit will be
issued if the responsible person and his
or her agents do not agree in writing,
in accordance with paragraph (h)(2) of
this section, to comply with the permit
conditions or, in accordance with para-
graph (h)(3) of this section, to allow in-
spection by APHIS.

(2) Withdrawal of permits. The Admin-
istrator may withdraw, either orally or
in writing, any permit that has been
issued. If the withdrawal is oral, the
Administrator will communicate, as
promptly as circumstances allow, the
withdrawal, and the reasons for it, in
writing. The Administrator may with-
draw a permit if:

(i) Following issuance of the permit,
the Administrator receives informa-
tion that would have provided grounds
for APHIS to deny the original permit
application;

(ii) The Administrator determines
that actions taken under the permit
have resulted in the unauthorized re-
lease, spread, dispersal, and/or persist-
ence in the environment of the orga-
nism under permit; or

(iii) The Administrator determines
that the responsible person or any
agent of the responsible person has
failed to comply at any time with any
material provision of this part or with
any other regulations issued pursuant
to the Plant Protection Act (7 U.S.C.
7701 et seq.). This includes failure to
comply with the conditions of any per-
mit issued.

(k) Appeal of denial or withdrawal of
permit. Any person whose permit appli-
cation has been denied or whose permit
has been withdrawn may appeal the de-
cision in writing to the Adminis-
trator.! The applicant must submit in

1The Office of the Administrator, as estab-
lished in §371.2 of this chapter, will review
appeals involving the denial or withdrawal of
a permit. Appeals may be sent to Office of
the Administrator, United States Depart-
ment of Agriculture, Jamie L. Whitten
Continued
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writing an acknowledgment of the de-
nial or withdrawal, and a statement of
intent to appeal, within 10 days after
receiving written notification of the
denial or withdrawal. The applicant
may request additional time to prepare
the appeal. The appeal must state all of
the facts and reasons upon which the
person relies to assert that the permit
was wrongfully denied or withdrawn.
The Administrator will grant or deny
the appeal in writing, stating the rea-
sons for the decision as promptly as
circumstances allow. If there is a con-
flict as to any material fact, a hearing
shall be held to resolve such conflict.

(1) Amendment of permits—(1) Amend-
ment at responsible person’s request. If
the responsible person determines that
circumstances have changed since the
permit was initially issued and wishes
the permit to be amended accordingly,
the responsible person must request
the amendment by contacting APHIS
directly. The responsible person will
have to provide supporting information
justifying the amendment. APHIS will
review the amendment request, and
will amend the permit if APHIS deter-
mines that relatively minor changes
are necessary. Requests for more sub-
stantive changes will require a new
permit application. Prior to issuance of
an amended permit, the responsible
person will be required to agree in
writing or electronically that he or she
and his or her agents will comply with
the conditions of the amended permit.
If the responsible person does not agree
to the conditions, the amendment will
be denied.

(2) Amendment initiated by APHIS.
APHIS may amend any permit and its
conditions at any time, upon deter-
mining that the amendment is needed
to address plant pest risks presented by
the organism or the activities allowed
under the permit. APHIS will notify
the responsible person of the amend-
ment to the permit and, as soon as cir-
cumstances allow, the reason(s) for it.
The responsible person may have to
agree in writing or electronically that
he or she and his or her agents will
comply with the conditions of the
amended permit before APHIS will

Building, Room 312-E, 1400 Independence
Ave. SW, Washington, DC 20250.
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issue it. If APHIS requests such an
agreement, and the responsible person
does not accept it, the existing permit
will be withdrawn.

(m) Shipping under a permit. (1) All
shipments of organisms under permit
must be secure shipments. Organisms
under permit must be shipped in ac-
cordance with the regulations in 49
CFR part 178.

(2) The container must be accom-
panied by a document that includes the
names and contact details for the send-
er and recipient.

(3) For any organism to be imported
into the United States, the outmost
container must bear information re-
garding the nature and quantity of the
contents; the country (or countries)
and locality (localities) where col-
lected, developed, manufactured,
reared, cultivated, and cultured (as ap-
plicable); the name and address of the
shipper, owner, or person shipping or
forwarding the organism; the name, ad-
dress, and telephone number of the
consignee; the identifying shipper’s
mark and number; and the permit
number authorizing the importation.
For organisms imported under permits
by mail, the container must also be ad-
dressed to a plant inspection station
listed in the USDA Plants for Planting
Manual, which can be accessed at:
hittps://www.aphis.usda.gov/import_export/
plants/manuals/ports/downloads/
plants_for _planting.pdf. All imported
containers of organisms under permits
must be accompanied by an invoice or
packing list indicating the contents of
the shipment.

(4) Following the completion of the
shipment, all packaging material, ship-
ping containers, and any other mate-
rial accompanying the organism will
be devitalized consistent with supple-
mental permit conditions, or disposed
of to prevent unauthorized release.

(n) Applicability date: This section is
applicable beginning April 5, 2021.
(Approved by the Office of Management

and Budget under control number 0579-
0471)

§340.6 Record retention, compliance,
and enforcement.

(a) Recordkeeping. Responsible per-
sons and their agents are required to
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establish, keep, and make available to
APHIS the following records:

(1) Records and reports required
under §340.5(1);

(2) Addresses and any other informa-
tion (e.9g., GPS coordinates, maps)
needed to identify all locations where
the organism under permit was stored
or used, including all contained facili-
ties and environmental release loca-
tions;

(3) A copy of the APHIS permit au-
thorizing the permitted activity; and

(4) Legible copies of contracts (in-
cluding amendments to contracts) be-
tween the responsible person and
agents that conduct activities subject
to this part for the responsible person,
and copies of documents relating to
agreements made without a written
contract.

(b) Record retention. Records indi-
cating that an organism under permit
that was imported or moved interstate
reached its intended destination must
be retained for at least 2 years. All
other records related to a permit must
be retained for 5 years following the ex-
piration of the permit, unless a longer
retention period is determined to be
needed by the Administrator and is
documented in the supplemental per-
mit conditions.

(c) Compliance and enforcement. (1) Re-
sponsible persons and their agents
must comply with all of the require-
ments of this part. Failure to comply
with any of the requirements of this
part may result in any or all of the fol-
lowing:

(i) Denial of a permit application or
withdrawal of a permit in accordance
with §340.5(j);

(ii) Application of remedial measures
in accordance with the Plant Protec-
tion Act (7 U.S.C. 7701 et seq.); and

(iii) Criminal and/or civil penalties in
accordance with the Plant Protection
Act (7T U.S.C. 7701 et seq.).

(2) Prior to the issuance of a com-
plaint seeking a civil penalty, the Ad-
ministrator may enter into a stipula-
tion, in accordance with §380.10 of this
chapter.

(d) Liability for acts of an agent. For
purposes of enforcing this part, the act,
omission, or failure of any agent for a
responsible person may be deemed also
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to be the act, omission, or failure of
the responsible person.

(Approved by the Office of Management
and Budget under control number 0579—
0471)

§340.7 Confidential business informa-
tion.

Persons including confidential busi-
ness information (CBI) in any docu-
ment submitted to APHIS under this
part should do so in the following man-
ner. If there are portions of a document
deemed to contain confidential busi-
ness information, those portions must
be identified, and each page containing
such information must be marked ‘‘CBI
Copy.”” A second copy of the document
must be submitted with all such CBI
deleted, and each page where the CBI
was deleted must be marked ‘““CBI De-
leted.” In addition, any person submit-
ting CBI must justify how each piece of
information requested to be treated as
CBI is a trade secret or, if not a trade
secret, is either commercial or finan-
cial information that is privileged or
confidential.

§340.8 Costs and charges.

The services of the inspector related
to carrying out this part and provided
during regularly assigned hours of duty
and at the usual places of duty will be
furnished by APHIS without cost to
the responsible person.! The U.S. De-
partment of Agriculture will not be re-
sponsible for any costs or charges inci-
dental to inspections or compliance
with the provisions of this part, other
than for the services of the inspector.

PART  351—IMPORTATION OF
PLANTS OR PLANT PRODUCTS BY
MAIL

Sec.
351.1
351.2
351.3
351.4
351.5
351.6

Joint treatment generally.
Location of inspectors.

Procedure on arrival.

Records.

Return or destruction.

Packages in closed mail dispatches.

1The Department’s provisions relating to
overtime charges for an inspector’s services
are set forth in part 354 of this chapter.
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