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The Plant Protection Act (PPA) authorizes the Animal and Plant Health Inspection
Service (APHIS) to protect plant health in the United States. Under that authority,
APHIS Biotechnology Regulatory Services (BRS) provides the regulatory oversight of
certain genetically modified organisms to protect plant health, by regulating the
introduction—importation, interstate movement, and environmental release—of
those modified organisms that may pose a pest risk to plants under the regulations
at 7 CFR part 340. The definition of a regulated article is found at 7 CFR § 340.1.



https://www.aphis.usda.gov/
https://www.ecfr.gov/on/2019-12-31/title-7/subtitle-B/chapter-III/part-340/section-340.1

If your modified organism meets the definition of a regulated article and you plan to
import it, move it interstate or release it into the environment, you will need to apply
for an authorization (permit or notification) before proceeding with the activity.

If you are unsure whether your modified organism meets the definition of a
regulated article as described in 7 CFR part 340 (2019), prior to proceeding with an
introduction, you may submit an Am | Regulated inquiry to learn whether your
modified organism is regulated before applying for an authorization.
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Am | Regulated Guidance and Resources

e Am | Regulated (AIR) Process Guide for Submission of AIR Inquiries (165.96 KB)

¢ Am | Requlated Letters of Inquiry Table

e BRS User’s Guide: General Document Preparation Guidelines for Submission to
BRS (150.13 KB)

e Guide for Submitting Confidential Business Information (315.59 KB)

e Questions and Answers (143.59 KB)

Exemptions and Confirmations

The regulations enabling the Exemptions and Confirmations process were vacated
on Dec. 2, 2024, by a court order. Responses to confirmation requests issued before
Dec. 2, 2024, remain valid.

e Table of Confirmation Letters
e Plant-Trait Mechanism of Action Table
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https://www.aphis.usda.gov/sites/default/files/air-guide.pdf
https://www.aphis.usda.gov/biotechnology/regulated-article-inquiry
https://www.aphis.usda.gov/sites/default/files/doc-prep-guidance.pdf
https://www.aphis.usda.gov/sites/default/files/doc-prep-guidance.pdf
https://www.aphis.usda.gov/sites/default/files/cbi_submission_guidance.pdf
https://www.aphis.usda.gov/sites/default/files/air-questions-and-answers.pdf
https://www.aphis.usda.gov/confirmation-letters
https://www.aphis.usda.gov/moa
https://www.aphis.usda.gov/print/pdf/node/7378

