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(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-

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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