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USDA Regulations for GE Organisms are 
focused on Plant Pest Risks

• USDA regulations for genetically 
engineered organisms 
implemented in 1987 pursuant 
to the Federal Plant Pest Act.

• Federal Plant Pest Act subsumed 
by Plant Protection Act in 2000, 
and USDA regulations still tied 
to the plant pest provision of 
that act.



USDA has Regulatory Authority if:

• Organism is genetically engineered 

and

• The organism is itself a plant pest

• The organism was produced using plant pests
– Donor of genetic material is a plant pest
– Vector for moving genetic material is a plant pest

• There is a reason to believe that the organisms poses 
a plant pest risk

Important Note – Not all GE plants 



?
Common uses of plant pests in making GE plants

Plasmids in disarmed 
Agrobacterium 
tumefaciens used as a 
vector for introducing DNA 
to plant chromosomes

Expressed genes 
controlled by regulatory 
sequences from plant 
pests



 If a GE organism is regulated, a 
Permit or Notification is required for 
the following activities:

• Importation
• Interstate movement
• Field test (confined release)

Regulated Activities



Permit vs. Notification

What’s the difference and which do I need?



Notifications

• Plants Only.
• Meets qualifications in regulations 

such as:
• Gene function known.
• Not toxic to nontarget

organisms.
• No plants engineered to 

produce. pharmaceutical or 
industrial comp0unds.

• Performance based design protocols.

Permits

• Non-plant organisms and 
plants that do not qualify for 
notifications

• Permit conditions tailored to 
each specific case.



• After learning something about the type of authorization 
you need (permit or notification), you may be ready to 
apply for one.

• ePermits is a web-based system that allows users to 
submit permit applications, track applications, apply for 
renewals and amendments, and receive copies of their 
import/interstate movement/transit/release permits - all 
while on-line. 

ePermits



• The first step in submitting a permit application, if you have 
not submitted one before is to create an eAuthentication
account .

• USDA eAuthentication is the system used by USDA agencies 
to enable customers to access USDA Web applications and 
services via the Internet.   Information can be found at:

https://www.aphis.usda.gov/aphis/resources/permits/ct_eau
th_epermits

• Submitting permit application requires a Level 2 account.
• The account can be created online at:
https://identitymanager.eems.usda.gov/Registration/index.aspx

ePermits

https://www.aphis.usda.gov/aphis/resources/permits/ct_eauth_epermits
https://identitymanager.eems.usda.gov/registration/index.aspx


ePermits



 Field testing focuses primarily on confinement; a full data package 
on the GE trait is not needed.

 Risk assessment relies on familiarity with the plant, the trait, and 
the environment.

 Characteristics of the plant are often key:
• Is it outcrossing of self-pollinating?
• Is it weedy or invasive?
• Are there wild relatives?
• Can the plant or offspring persist after the test is over?
• Would the trait be expected to change the plants weediness, 

invasiveness, or reproductive biology?

Confined Field Trials



 After safety has been established through field 
testing and other research activities, a 
developer may petition APHIS to grant 
“nonregulated status”

• No longer a regulated article
• Free to be moved and planted without 

permits or further APHIS oversight.

Petition Process for Nonregulated Status



Could the GE Plant:
 Create pest or disease problems for agriculture.
 Become a weed.
 Increase the weediness of sexually compatible 

plants.
 Harm non-target organisms (beneficial, 

endangered).
 Affect agricultural practices in a way which could 

create disease and pest problems.
 Transmit the genes to organisms with which it 

does not normally interbreed.

Components of a Plant Pest Risk Assessment



 APHIS-BRS has made determinations of 
nonregulated status in response to over 129 
petitions, representing 18 plant species

 The determination of nonregulated status 
extends to  the GE plant and its offspring

 Actual commercialization of GE plants with 
nonregulated status is determined by market 
demand, not the APHIS decision.

GE plants with Nonregulated Status



Alfalfa – HT, PQ
Canola – HT, AP, PQ
Corn – HT, IR, AP, PQ
Cotton – HT, IR
Papaya – VR
Soybean – HT, IR, AP, PQ
Sugar Beet – HT
Rose – PQ
Squash – VR
Tobacco – PQ

Apple – PQ
Chicory – AP
Flax – AP
Plum – VR
Potato – IR, VR, PQ, FR
Rice – HT
Tomato – PQ
Creeping Bentgrass - HT

HT – Herbicide Tolerant
IR  – Insect Resistant
VR – Virus Resistant
AP – Agronomic Properties 
PQ – Product Quality
FR – Fungal Resistant

GE Plants with 1Nonregulated Status under 7 CFR part 340

1Nonregulated status does not necessarily mean 
that the plant is in commercial production



 APHIS-BRS has a process allowing for a reduced data 
package and an expedited review for the deregulation 
of GE plants which are similar to other GE plants 
already de-regulated.

 We call these requests process “extensions” because 
we are extending non-regulated status from the 
previously de-regulated organism (called the 
antecedent) to the new organism.

 Extensions allow us to leverage previous work and 
experience without compromising safety.

 Recent extensions have been completed in 5-7 
months.  

Extensions of Non-regulated Status



 Petitions – Guidance for new users:
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/
permits-notifications-petitions/petitions/ct_new_users_petitions

 Extensions:
https://www.aphis.usda.gov/brs/aphisdocs/
guidance_ext_nonreg.pdf

For More Information Petitions and 
Extensions:

https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/permits-notifications-petitions/petitions/ct_new_users_petitions
https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/permits-notifications-petitions/petitions/ct_new_users_petitions
https://www.aphis.usda.gov/brs/aphisdocs/guidance_ext_nonreg.pdf
https://www.aphis.usda.gov/brs/aphisdocs/guidance_ext_nonreg.pdf


What about New Plant Breeding Innovations?
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“USDA does not regulate or have any 
plans to regulate plants that could 
otherwise have been developed 
through traditional breeding techniques
as long as they are not plant pests or 
developed using plant pests.”

Secretary Perdue’s Statement on
Plant Breeding Innovations (PBI):



Details on 
Plant Breeding Innovations

So long as plant pests are not used, USDA will not regulate the following 
types of modifications:

• Deletions—the change to the plant is solely a genetic deletion of any 
size.

• Single base pair substitutions—the change to the plant is a single 
base pair substitution.

• Insertions from compatible plant relatives—the change to the plant 
solely introduces nucleic acid sequences from a compatible relative 
that could otherwise cross with the recipient organism and produce 
viable progeny through traditional breeding.

• Complete Null Segregants—off-spring of a genetically engineered 
plant that does not retain the change of its parent.



Confused about 
Regulatory Status?

• Regulatory status unknown.
• Developer believes he knows the status, but wants confirmation
• Developer knows status but needs documentation from agency 

for
• Trade
• Business deals

We have an inquiry process called “Am-I-Regulated” 
which is very useful when:



The “Am-I-Regulated” (AIR) Process

AIR process starts with an a letter of inquiry.  

https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/am-i-regulated

Instructions are on our website:

https://www.aphis.usda.gov/aphis/ourfocus/biotechnology/am-i-regulated


Posted AIR Inquiry / Response Sets – Screenshot



• APHIS Biotechnology Website:

https://www.aphis.usda.gov/aphis/ourfocus/biotechnology

• Contact Us by Phone:
– Phone: (301) 851-3886.    This is a general number which will be answered by 

administrative staff.  Ask for the specific type of help you want (e.g. apply for a permit)

• Biotech Query
– Provides avenue to get answers to your biotechnology questions
– Staffed by BRS communications staff with access to subject matter experts across the 

Program
– Email to: biotechquery@aphis.usda.gov

• Contact me: John Turner
(301) 851-3954
john.t.turner@aphis.usda.gov 

Ways to Get Started at APHIS/BRS

https://www.aphis.usda.gov/aphis/ourfocus/biotechnology
mailto:biotechquery@aphis.usda.gov


Thank You!
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