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Import Regulatory Summary



PPQ Treatment Manual
http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/treatment.pdf

• Import-driven Manual

• Treatment Schedules

• Irradiation Overview

• Pest Specific/Generic Doses

• Facility Certification

• Facility Audits

• Dosimetry 

• Dose Mapping

http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/treatment.pdf


PPQ Stakeholder Registry
https://public.govdelivery.com/accounts/USDAAPHIS/subscriber/new

https://public.govdelivery.com/accounts/USDAAPHIS/subscriber/new
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PPQ Irradiation Treatment Site
http://www.aphis.usda.gov/wps/portal/aphis/ourfocus/planthealth?1dmy&urile=wcm%3apath%3a%2Faphis_content_li

brary%2Fsa_our_focus%2Fsa_plant_health%2Fsa_import%2Fsa_quarantine_treatments%2Fct_irradiation_treatment

“I am interested in having an irradiation facility 

certified by APHIS to apply quarantine treatments 

for fresh fruits and vegetables. 

Where can I get more information?”

Facility Approval and Certification 

Laura Jeffers      

(919) 855-7455

laura.a.jeffers@aphis.usda.gov

http://www.aphis.usda.gov/wps/portal/aphis/ourfocus/planthealth?1dmy&urile=wcm:path:/aphis_content_library/sa_our_focus/sa_plant_health/sa_import/sa_quarantine_treatments/ct_irradiation_treatment


PPQ Trade Team



PPQ Trade Team

Country Trade Directors

• Karen Ackerman (301) 851-2111, Oceania

• Jo-Ann Bentz-Blanco (301) 851-2091, Central 

America, South America, Caribbean

• Terri Dunahay (301) 851-2369, Canada

• Dennis Martin (301) 851-2033, Africa, Middle East

• Marie Martin (301) 851-2107, Mexico

• Brendon Reardon (301) 851-2223, Europe

• Vacant, China, India, Pakistan

• Vacant, Japan, Korea, Taiwan, ASEAN
as of 8/29/14



So you want an irradiation facility?

Step 1. In what program type are you interested? 

Depending on the program type, your requirements 

may differ.

• Preclearance

• Port of entry

• Domestic

• Export



• India

• Laos

• Malaysia

• Mexico

• Pakistan

• Peru

• Philippines

• South Africa

• Thailand

• Vietnam

Countries with signed Framework Equivalency 

Workplan with the U.S.

as of 8/29/14

FEWP



So you want an irradiation facility?

Step 2. If your facility is in the USA, contact CPHST 

(Laura Jeffers) for a Facility Plan Approval 

Application. She will tell you who else to keep 

informed of your progress (State Plant Health 

Director (SPHD), State Plant Regulatory Official 

(SPRO), PPQ Trade Directors, etc.).



So you want an irradiation facility?

Step 2 cont. If your facility is outside of the USA, 

contact Laura Jeffers for a Facility Plan Approval 

Application. It is imperative to contact to the PPQ 

Country Trade Director to make sure that the 

appropriate agreements/work plans are in place.

Step 3. Prepare and turn in an electronic copy of your 

Facility Plan Approval Application to CPHST (Laura 

Jeffers), ensuring the appropriate people are copied. 

Please send the signed hard copy directly to CPHST.



So you want an irradiation facility?

Step 4. CPHST reviews application. Depending on 

condition of application, review can take 1 - 3 months.

Step 5. CPHST schedules call with facility to discuss 

facility application and collects additional information (if 

needed). CPHST issues facility approval letter.

Step 6. CPHST schedules call with facility and other 

PPQ staffs to discuss and schedule certification visit. 

Depending on identified issues, certification visit 

usually occurs 2-3 months after approval.



So you want an irradiation facility?

Step 7. During interim, facility prepares for PPQ 

certification visit.

Step 8. PPQ (CPHST, Field Operations or 

Preclearance) conducts facility certification. PPQ 

issues facility certificate (Form 482).

Southern US States only: A letter supporting the 

establishment of a port of entry irradiation facility 

signed by the State Plant Regulatory Official (SPRO) 

must be submitted before facility approval.



Facility Approval

• Facility Location

• License Information

• Irradiator Information

• Safety Information

• Standard Operating Procedures (SOP)

• Personnel Information

• Dosimetry Information

• Facility Diagrams



Facility Location



License Information



Irradiator Information



Safety Information



SOP Outlines



SOP Outlines (cont.)



Personnel Information



Dosimetry Information



Dosimetry

6 Dosimetry Systems in Use (all have ASTM standards

for practice)

• Alanine (Pellets and Film)

• Ceric-cerous Sulfate

• Radiochromic Film

• Polymethylmethacrylate

• Ethanol-Chlorobenzene

• LiF Photo Fluorescent Film



Dosimetry

All dosimetry systems used in APHIS Programs must 

be traceable to National Standards Lab (NIST)

• Irradiate NIST dosimeters (transfer) alongside 

facility dosimeters (adjustment factor is calculated 

and applied to facility dosimetry system)

• NIST calibration of facility dosimeters (calibration 

curve is calculated and applied to facility dosimetry 

system)



Facility Diagrams



Facility Diagrams (cont.)





Missing Items



Just when you thought it was 
safe to go back in the water….

CPHST is revising the Facility Plan Approval Application



Get ready for us!

What should the facility do to prepare for the 

certification inspection?

• Test process configurations to be sure they 

meet the quality and volume goals of the facility, 

boxing and shipping requirements of the 

exporters, and APHIS dose requirements. 

• Be sure there are enough dosimeters on hand 

to perform dose mapping work.

• Work with fruit suppliers to be sure fruit in the 

appropriate boxes is available



Facility Certification

• Tour of the Facility

• SOP Review

• Delivery of Phytosanitary Dose

• Calibration of Dosimetry System

• Process Configuration Approval

• Database Training

Validation of Facility Application Information



Tour of the Facility

• Facility Familiarization 

• Follow Commodity Path

• Meet Facility Personnel

• Address Outstanding Issues from Facility 

Approval

• Identify Additional Safeguarding Issues

• Identify Additional Operational Issues



SOP Review

• Address outstanding issues from facility approval

• Data collection (paperwork)

• Record storage

• Flow of commodity through facility

• Practices for storage of treated, untreated, 

improperly packaged, and improperly irradiated 

goods

• Emergency plans

• Are SOPs specific enough for phytosanitary 

treatments?



Calibration of Dosimetry System

All dosimetry systems used in APHIS programs 

must be traceable to NIST

• Irradiate NIST dosimeters alongside facility 

dosimeters (adjustment factor is calculated and 

used with dosimetry system)

• NIST calibration of facility dosimeters 

(calibration curve is calculated and applied to 

dosimetry system)



Process Configuration

Packaging

• Approval of Components 

• Configuration Arrangement

• Pest-Proof Packaging

Commodity

• Article Weights

• Box Weights



Process Configuration

Dose Mapping

• Place dosimeters throughout

load

• Focusing on areas expected

to receive high and low 

absorbed doses

• Includes a reference location, 

Rf



Process Configuration

• Absorbed doses for 3 

replicates are entered into 

workbook

• Determination of Rmin and

Rmax (applied to Rf)

• Configuration details   

entered into IRADS



Process Configuration Testing

Issues with Current Process

• Time Consuming

• Cost Prohibitive (Destructive)

• Overly Conservative

What Do We Need?

• Non-Destructive Testing

• Immediate Release of Commodity



Alternate Processes

Several facilities approached CPHST with 

alternative process configuration approval 

procedures

Port of Entry Program

• Approval upon arrival

• Approval pest proof packaging in advance

• Validation of facility timing methodologies



Process Configuration Approval

To date, no E-beam or X-ray facilities have 

approached CPHST with a proposal.

CPHST will work with previously-certified Co60

facilities to approve alternate methodologies.

In the future, methods for process configuration 

testing will be addressed during approval and 

certification.



Process Configuration Testing

US Imports: 2013 MB Usage

Condition of Entry
Treatment

Emergency 
Action at Port of 

Entry



IRADS Training

Irradiation Reporting and 

Accountability Database

• Tracks irradiation 

treatment and trace-

back data

• Creates treatment 

certificates

• Modules for import and 

export treatments



Descriptions 

of the CTIS

treatment 

databases

Links to helpful 

treatment sites 

and documents

Links to the 

CTIS treatment 

databases

Links to the 

CTIS treatment 

training sites

CPHST staff 

enters 

treatment news

Treatment Information Systems





Recertification 
Re-certification of a facility is initiated by the 

following

• Problems with treatment process identified by 

APHIS or NPPO (i.e. unmitigated pest 

interceptions)

• Change in facility management

• Significant operational or structural changes at the 

facility

• Replenishment, rearrangement or change of the 

radiation-producing source

Annual recertification is NOT necessary.



Facility Audits

On-Site Audit Review:

• Treatment Processes

• Dosimetry and Dose Mapping

• Safeguarding Measures

• Recordkeeping

Electronic Audit Review:

• Routine Dosimetry Data; checking for 

significant variation in dose

• Treatment Failures 



APHIS Certified Domestic 
Facilities

• Food Technology Service Inc. (FTSI)

• Sadex 

• National Center for Electron Beam Research

• Gateway America

• Hawaii Pride

• Pa’ina Hawaii





APHIS Certified International 
Facilities

• Krushak, India

• Synergy Health, Thailand

• Thai Irradiation Center, Thailand

• Son Son Corporation, Vietnam

• An Phu Irradiation, Vietnam

• Benebion, Mexico

• Sterigenics, Mexico

• Hepro, South Africa





Final Thoughts

&

Questions


