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Global Impacts of Plant Pathogens

• Global trade increases the likelihood of new pathogen 
introductions

• Low or no genetic diversity in crops  greater likelihood 
for significant losses with new/emerging pathogens

• Plant pathogen resistance to pesticides
• Interdependent global food system
• Agro-terrorism 
• Increase in evolution of trans-kingdom pathogens
• Countless significant global environmental impacts



Plant Pathogen Modes of Transmission

Bacterial Plant Pathogens

• Not airborne

• Moves via water 

• Mechanically transmitted

• Infected seed or plant parts

• Soil

Fungal Plant Pathogens

• Airborne

• Thick-walled spores

• Moves via water 

• Mechanically transmitted

• Seed borne



Inspection 
Categories



Inspection Categories 

• Renewal inspections generally occur once every 3 years 
preceding the registration expiration

• Generally, 1-2 Verification inspections occur during the 3-year 
approval

• Compliance or Form 3 inspections are generally triggered by an 
event

• Amendment, New Registration, or Request for Assistance 
inspections are generally initiated by the entity

• Multiple categories can be assigned to a single inspection
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Guidelines



Plant Pathogen Select Agent Regulations and 
Guidelines

• 7 CFR Part 331- Possession, Use, & Transfer of Select Agents & Toxins
https://www.ecfr.gov/current/title-7/subtitle-B/chapter-III/part-331 

• A Practical Guide to Containment: Plant Biosafety in Research Greenhouses 
https://vtechworks.lib.vt.edu/items/586974ff-6e77-443a-add5-
c881e693b569 
oBiosafety in Microbiological and Biomedical Laboratories (BMBL) 6th ed
oNIH Guidelines - https://osp.od.nih.gov/policies/biosafety-and-biosecurity-

policy#tab2 – April 2024 (Appendix L – Physical and Biological Containment for 
Recombinant or Synthetic Nucleic Acid Molecule Research Involving Plants)

• FSAP website - https://www.selectagents.gov/ 

https://www.ecfr.gov/current/title-7/subtitle-B/chapter-III/part-331
https://www.selectagents.gov/
https://vtechworks.lib.vt.edu/items/586974ff-6e77-443a-add5-c881e693b569
https://osp.od.nih.gov/policies/biosafety-and-biosecurity-policy#tab2
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Preparing for a Plant Pathogen Select Agent Inspection (1/7) 

Federal Select Agent Program Website - http://www.selectagents.gov/ 

http://www.selectagents.gov/


Preparing for a Plant Pathogen Select Agent Inspection (2/7) 



Preparing for a Plant Pathogen Select Agent Inspection (3/7) 



Preparing for a Plant Pathogen Select Agent Inspection (4/7) 

Compliance – 
Guidance Documents

Plans and Personnel 

Annual Inspections; Biosafety/Biocontainment Plan; Drills and 
Exercises; Select Agent Regulation Training Requirements; Incident 
Response Plan; Information Systems Security Controls; 
Occupational Health Program; Responsible Official Resource 
Manual; Security Plan

Shipping and Storage Completing the Shipper's Declaration for Dangerous Goods; 
Inventory of Select Agents and Toxins; Transfer of Select Agents and 
Toxins

Select Agent and Toxin 
Use

Exclusions; Inactivation or Removal of Select Agents and Toxins for 
Future Use; Regulation of Select Agent and Toxin Nucleic Acids; 
Restricted Experiments; 



Preparing for a Plant Pathogen Select Agent Inspection (5/7) 



Preparing for a Plant Pathogen Select Agent Inspection (6/7)



Preparing for a Plant Pathogen Select Agent Inspection (7/7)



Preparing for a 
Renewal Inspection



Preparing for Renewal Inspections (1/4)

• Ensure that Form 1 is up to date in eFSAP
• Ensure information in plans and standard operating procedures 

(SOPs) is accurate and up to date
• Biocontainment plan (or SOPs referenced therein) should include all 

biosafety and containment procedures for the entity’s approved 
BSAT work



Preparing for Renewal Inspections (2/4) 

Disinfectants
Do you know that the disinfectants you are using will work on your 
select agent(s) in the way you are using them (contact time, 
concentration, etc.)?



Preparing for Renewal Inspections (3/4) 

Documentation
• Inactivation Procedures
• Training
• Drills and Exercises
• RO Inspection Records



Preparing for Renewal Inspections (4/4) 

• Use your RO inspection as a 
     practice inspection
• Use a share drive to keep files 
     accessible
• Reach out to your file manager



Biosafety Levels in Plant Pathogen Select Agent Labs

“The NIH biosafety levels are generally 
universally accepted as the most relevant for 
plant work and thus are used in this Guide.” 
- A Practical Guide to Plant Biocontainment, 
pg. 11-12



A Look at 7 CFR Part 331 Departure Trends Over 5 
Years (2019-2023)



7 CFR Part 331 Departure Totals and Trends Over 5 
Years (1/2)
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7 CFR Departure Part 331 Totals and Trends Over 5 
Years (2/2)
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Most Recurrent Unique Identifier Numbers (UID’s) 
Under 7 CFR Part 331 From 2019-2023



1. 7 CFR 331.14(d)(6), 07-14-00900 Planning and 
coordination with local emergency responders (12 
occurrences)

2. 7 CFR 331.15(a)(1), 07-15-00100 Initial training 
within 12 months of FSAP approval (9 occurrences)

3. 7 CFR 331.17(a)(5), 07-17-02400 Visitor entry into 
areas containing select agents or toxins (name of 
individual, name of escort, date, time of entry) (9 
occurrences)

Most Recurrent UID’s 2019-2023 (1/5)



Most Recurrent UID’s 2019-2023 (2/5)

4. 7 CFR 331.11(c)(10), 07-11-01700 The security 
plan must contain policies and procedures for 
shipping, receiving, and storage of select agents 
and toxins (8 occurrences)

5. 7 CFR 331.12(a)(3), 07-12-37600 The biosafety 
plan must include written procedures for each 
validated method used for disinfection, 
decontamination, or destruction (8 occurrences)



6. 7 CFR 331.12(b), 07-12-41550 Sign with biohazard 
symbol is posted at entrance of areas containing BSAT (8 
occurrences)

7. 7 CFR 331.14(d)(11), 07-14-01400 The incident 
response plan must contain procedures for emergency 
evacuation (8 occurrences)

8. 7 CFR 331.14(f), 07-14-01801 Drills or exercises must 
be conducted annually to test and evaluate the plan. (8 
occurrences)

Most Recurrent UID’s 2019-2023 (3/5)



Most Recurrent UID’s 2019-2023 (4/5)

9. 7 CFR 331.15(a)(2), 07-15-00120 Visitor 
training (8 occurrences)
 
10. 7 CFR 331.15(e), 07-15-00600 The RO 
must ensure and document that individuals 
are provided the contact information of the 
HHS Office of Inspector General Hotline (7 
occurrences)



Most Recurrent UID’s 2019-2023 (5/5)

11. 7 CFR 331.12(a)(4), 7-12-37700 The biosafety plan must contain 
procedures for the handling of select agents and toxins in the same spaces 
with non-select agents and toxins to prevent unintentional contamination 
(7 occurrences) 

12. 7 CFR 331.14(d)(1), 07-14-00400 The incident response plan must 
contain the name and contact information for the individual or entity (7 
occurrences)

13. 7 CFR 331.15(c), 07-15-00400 Refresher training must be provided 
annually for individuals with access approval (7 occurrences)



Most Recurrent UIDs Under 7 CFR Part 331 In 2022

Of the seven most recurrent UID’s in 2022, three are plan statements

• 7 CFR 331.12(a)(2), 07-15-00120 The biocontainment plan describes procedures 
for hand washing or sanitizing when leaving the greenhouse or walk-in growth 
chamber 

• 7 CFR 331,11(c)(10), 07-15-00120 The security plan must contain policies and 
procedures for shipping, receiving, and storage of select agents and toxins 

• 7 CFR 331.12(a)(4), 07-12-48100 The biocontainment plan includes procedures 
for the handling of select agents and toxins in the same spaces with non-select 
agents and toxins to prevent unintentional contamination. 



Most Recurrent UIDs Under 7 CFR Part 331 In 2023 
(3 Occurrences Each)

• 7 CFR 331.12(b) Biocontainment procedures must be sufficient 
to contain the select agent or toxin

o07-12-39100 - Biological Safety Cabinets and/or Chemical Fume 
Hoods are certified annually

o  07-12-46201 - Appropriate procedures have been developed and 
implemented for use of centrifuges

o  07-12-40901 - The interior surfaces are water resistant (walls, 
floors and ceilings). Penetrations in floors, walls, and ceiling 
surfaces are sealed. 
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