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For Activities Involving Pathogens of Plants, Livestock, and Poultry, Genetically
Engineered Organisms, and Other Regulated Biological Materials
Why This Matters

e Research, teaching, and testing involving pathogens of animal or plants, plant pests?, genetically engineered
organisms (GEO), including plants and animals, or other biological materials subject to federal or
institutional oversight may require approval by the Texas A&M University Institutional Biosafety Committee
(IBC), a USDA permit, or both.

In accordance with TAMU System Regulation 15.99.06 (view regulation), which defines “Biohazardous
Material,” all such activities must comply with applicable federal and state laws and regulations. Identifying
requirements early helps to avoid delays in IBC approval, and reduces the risk of significant consequences,
including suspension of research activities, mandatory reporting to federal agencies, loss of funding, and
regulatory enforcement actions (civil, administrative, or criminal penalties).

IBC Requirements

e [BC approval is required for the possession or use of biohazardous materials as defined by Texas A&M
System Regulation 15.99.06 and the corresponding Texas A&M University Rule 15.99.06.M 1. This includes
recombinant or synthetic nucleic acids, genetically engineered plants or animals, materials of human or
non-human primate origin, biological toxins, human, animal, or plant pathogens, foreign soil, and certain
domestic soils.

USDA Permit Requirements (APHIS)

¢ A USDA permit may be required for the importation or interstate movement and/or field release of
livestock, poultry, and plant pathogens, foreign or domestic soils, plant pests, biological control agents, or
GEOz2.

Common USDA Permit Types

¢ BRS (Biotechnology Regulatory Services) - GE plant pathogens or plant pests, and certain GE plants

e PPQ-525/526 (Plant Protection and Quarantine) - Plant pests, plant pathogens, soil, and biological control
agents

e VS 16-3 (Veterinary Services) - Livestock and poultry pathogens

Pl Responsibilities Under USDA Permits

¢ Obtain required USDA permits prior to initiating regulated activities.

¢ Follow all permit conditions, including containment, training, transport, and disposal.

e Maintain required records (typically a minimum of 3 years)

¢ Submit permit amendments for personnel, location, or scope changes; renew permits as needed to maintain
regulated materials; and submit closeout documentation when work is complete.

+ Ensure all personnel have reviewed and signed applicable USDA permits before work begins.

Agrilife-Specific Requirements
e AG-719: Transgenic field trials (attach USDA permit; submit both to AgriLife Ethics and Compliance).
e AG-720: Plant pest activities (attach USDA permit; submit both to AgriLife Ethics and Compliance).

Key Compliance Principles

e USDA permits and IBC approval are separate; many activities require both.

¢ Only PIs are allowed to request a federal permit. Copies of permits from all federal agencies must be
submitted to the Office of Biosafety (biosafety@tamu.edu).

¢ Work cannot begin until all approvals are in place

e Early coordination helps prevent project delays

1 Detrimental insects, noxious weeds, etc., as defined under U.S. federal plant protection authorities, such as USDA-APHIS.
2 The need for a USDA permit depends on the origin of the organism and the scope of work.


https://www.aphis.usda.gov/sites/default/files/plant-protect-act.pdf
https://policies.tamus.edu/15-99-06.pdf
https://policies.tamus.edu/15-99-06.pdf
https://policies.tamus.edu/15-99-06.pdf
https://rules-saps.tamu.edu/PDFs/15.99.06.M1.pdf
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Quick Decision Guide

Question Action

[BC approval is required. Submit an IBC application. The
Office of Biosafety will assist in determining if a USDA-VS
or USDA-PPQ permit is required.

Working with materials could harbor plant pests or|[BC approval and/or USDA permits may be required.
pathogens (e.g, soil), or with organisms thatare [Contact the Office of Biosafety (biosafety@tamu.edu) for
plant pests (noxious weeds, insects, etc.)? further guidance.

[BC approval is required. Submit an IBC application. The
Office of Biosafety will assist in determining if a USDA-VS,
USDA-PPQ, and/or BRS permit is required.

Conducting outdoor field release of GE plant pests [Determine if USDA BRS and/or EPA authorization is
(noxious weeds, insects, etc.)? required and complete AgriLife AG-719 and/or AG-720

Importing, transporting, or working with
pathogens of plants, livestock, or poultry?

)Are the pathogens of plants, livestock, or poultry
GEO?

Need Assistance?
o Office of Biosafety | biosafety@tamu.edu

Resources

o Texas A&M System Regulation 15.99.06, Use of Biohazards in Research, Teaching, and Testing
(https://policies.tamus.edu/15-99-06.pdf).

e Texas A&M Agrilife Research Rule 15.99.06.A1, Use of Biohazardous Materials in Research, Teaching,
and Testing (https://agrilifeas.tamu.edu/documents/159906a1.pdf/)
o Texas A&M University Rule 15.99.06.M1, Use of Biohazardous Materials and Dual Use Research of
Concern (https://rules-saps.tamu.edu/PDFs/15.99.06.M1.pdf).
e USDA APHIS eFILE: https://efile.aphis.usda.gov/s/
o USDA APHIS Biotechnology Permits and Notifications (BRS)
(https://www.aphis.usda.gov/biotechnology/biotechnology-permits-notifications)
e USDA Aphis Plant Protection and Quarantine (PPQ) (https://www.aphis.usda.gov/plant-protection-
quarantine)
o Plant and Plant Product Imports (https://www.aphis.usda.gov/plant-imports)
e USDA APHIS Veterinary Services (VS) (https://www.aphis.usda.gov/veterinary-services)
o USDA APHIS Organism and Vectors Guidance and Permitting
(https://www.aphis.usda.gov/animal-product-import/organisms-vectors)



mailto:biosafety@tamu.edu
mailto:biosafety@tamu.edu
https://policies.tamus.edu/15-99-06.pdf
https://policies.tamus.edu/15-99-06.pdf
https://agrilifeas.tamu.edu/documents/159906a1.pdf/
https://agrilifeas.tamu.edu/documents/159906a1.pdf/
https://agrilifeas.tamu.edu/documents/159906a1.pdf/
https://rules-saps.tamu.edu/PDFs/15.99.06.M1.pdf
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fefile.aphis.usda.gov%2Fs%2F&data=05%7C02%7Cmegan.shoff%40tamu.edu%7C011c5f56fe264261635608ded613ce0e%7C68f381e346da47b9ba576f322b8f0da1%7C1%7C0%7C639183577718182302%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=C2YIv8cqK624HUeyRir1LYpu5G8WZ69tf%2FaR2jwjAd0%3D&reserved=0
https://www.aphis.usda.gov/biotechnology/biotechnology-permits-notifications
https://www.aphis.usda.gov/plant-protection-quarantine
https://www.aphis.usda.gov/plant-protection-quarantine
https://www.aphis.usda.gov/plant-imports
https://www.aphis.usda.gov/veterinary-services
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.aphis.usda.gov%2Fanimal-product-import%2Forganisms-vectors&data=05%7C02%7Cmegan.shoff%40tamu.edu%7C011c5f56fe264261635608ded613ce0e%7C68f381e346da47b9ba576f322b8f0da1%7C1%7C0%7C639183577718242509%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=RWVdvQFr1qTU5Ht7m%2BWkmQMn0D5ycdDN2gp7MhVNiAA%3D&reserved=0
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