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A priority 
becomes a 

project.

A protocol 
is 

developed.

Field trials 
are 

conducted.

Samples 
are 

analyzed.

Quick Review…
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Final Report is 
written. 

SD Perspective

Jimmy Byrtus
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Final Report Writing

1. What you do matters!
a. Executive Summaries
b. Tables
c. Field Data Summaries



2026 NATIONAL EDUCATION CONFERENCE

Final Report Writing

1. Information for Executive Summary
a. Number of Applications (TRT02 & TRT03)
b. Retreatment Interval
c. Application Rates, and Total Rate for the trial
d. Sampling PHI, Decline Trial Sampling Days
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Final Report Writing
1. Information for Tables

a. Proper Trial ID
b. Trial Location (not necessarily FRD site)
c. Trial Start Year
d. Soil Characteristics: Type, %OM, pH, CEC
e. Meteorological: Rainfall, Temperatures                              (normal?, 

above or below average?)
f. End Use Product (test substance trade name)
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Final Report Writing
1. Information for Tables (continued)

g. Application Method
h. Crop and Variety
i. Timing of Application (vegetative, flowering, fruiting)
j. Rate per Application (lb. ai/A)

k. Spray Volume (gal/A)
l. Retreatment Interval

m. Adjuvant Used
n. PHI (Pre-Harvest Interval)



2026 NATIONAL EDUCATION CONFERENCE

Final Report 
Writing

Field Data Summary 
Information
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Final Report 
Writing
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Final Report 
Writing

Field Data Summary 
Information
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Final 
Report is 
written.

Quality Assurance 
audits are complete.

QA Perspective

Scott Muir
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Protocol (only when requested)
● IR-4 QA doesn’t usually audit protocols

● From SOP 8.2:  “Routine Magnitude of the Residue 
protocols are not generally audited since they are 
created using a thoroughly reviewed and accepted 
template, which contains the necessary requirements. 
However, Test Facility Management reserves the right 
to request audits of these routine protocols.”
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Field Critical Phase
(Examples: Application, Harvest/Sampling, Sample Handling, Test Substance Handling)

● Is the protocol being followed?
● Are SOPs being followed?
● Is equipment properly calibrated/maintained?
● Is the Test Substance properly stored and labeled?
● Is personnel properly trained?
● Are samples labeled/handled/stored properly?
● We generally target 30% of your trials. Please help

us schedule our visits.
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Laboratory Critical Phase
(Examples: Sample receipt/storage, extraction/clean-up, reference
substance handling, preparation and storage/stability of standards)

● Is sample chain of custody properly tracked?
● Is the Analytical Method being followed?
● Are modifications to the reference method

documented?
● Are SOPs being followed?
● Is equipment properly calibrated/maintained?
● Are reference materials and reagents properly stored and labeled?
● Is personnel properly trained?

Image generated by Google Gemini
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Field Raw Data
● The Field Data Book is checked for

accuracy and Protocol/GLP compliance.

● Anything that can be verified is
○ Is training documented?

○ Compare time points on sampling sheets to freezer content logs.

○ Independently calculate boom discharge, application rate, spray volume, etc.

○ Are any changes GLP compliant?

○ Are eFDB Notes adequate?
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Laboratory Raw Data
● The entire data package is checked for accuracy

and Protocol/GLP compliance.

● Anything that can be verified is
○ Is training is documented?

○ Compare COA purity to reference standard concentration.

○ Compare chromatogram peak area to residue calculations/recoveries.

○ Are the instrument parameters comparable to the reference method?

○ Are all modifications to the reference method included in the working method/ASR?

● Is there a valid reason for rejecting data?  Is the rejected data retained?
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Analytical Summary Report
● Is this report an accurate presentation of the data

and results?

● Are all participants included?

● Is the Compliance Statement accurate?

● Is any rejected data explained?

● Is the recovery chromatogram included?

● Are the residue/recovery example calculations included?

● QA provides a Quality Assurance Statement with the types/dates of 
inspections and the date(s) findings were reported to TFM and SD.
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Contributing Scientist Report
These activities, data and reports are audited in the
same manner as the field and lab.
Examples:

● Processing or Seed Treatment Trials

● Samples initially shipped to one lab and
then shipped to another lab for analysis.
○ Impending government shutdown

○ Lab closure

● QA provides a Quality Assurance Statement with the types/dates of inspections 
and the date(s) findings were reported to TFM and SD.
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Final Report
● Is the report an accurate presentation of the

protocol, data, analysis and results?

● Is the Compliance Statement accurate? 
“This study as indicated by responsible individuals, meets current
Good Laboratory Practice Requirements of 40 CFR Part 160, except
as noted below. These deviations do not affect the conclusions
presented in this report.”

● QA Provides a Quality Assurance Statement
“The project described in this report was subject to inspection by
Quality Assurance personnel for the following aspects of the project
and at the intervals listed below.”
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Final 
Report is 
written.

Quality 
Assurance 
Audits are 
complete.

Final submission and 
tolerance established.
Regulatory Perspective

Tom Pike
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What is a Tolerance Petition?

A tolerance petition is a formal request to EPA to establish pesticide 
tolerances on the target crops

The tolerance petition contains (or references) all of the material that 
EPA needs to evaluate in order to establish the requested tolerances
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Initial Preparation

● Determine what studies will be included in the submission
○ Studies are submitted on a “per Active Ingredient” basis
○ More efficient to bundle multiple reports into a single submission
○ Can only submit a given AI once per 12 month period

● Check on status of final reports to be included in the submission
○ Signed or close to signature

● Ensure that registrant is satisfied with E/CS data generated by IR-4



Drafting the Petition
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Information included in Tolerance Petition

● Use instructions to be added to label(s)
● Any relevant ChemSAC decisions that may impact the submission
● Final Reports
● Proposed tolerances

○ New uses and updated tolerances



2026 NATIONAL EDUCATION CONFERENCE

New/Revised Tolerances
● In addition to new tolerances being proposed, IR-4 also updates older 

tolerances for the active ingredient
○ Converting existing tolerances on older crop groups/subgroups to the updated 

ones, aka Crop Group Conversion
○ Expanding individual tolerances to crop group/subgroup tolerances, aka Crop 

Group Expansion
● Remove erroneous tolerances that may result from these new 

additions
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Reasons for Need
● Critical portion of the submission, need to justify why it is in the public 

interest
● Will often reach out to the stakeholder to request their input
● Adding this information in the original PCR is SUPER helpful when it 

comes time to make the submission
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International Coordination
● IR-4 coordinates submissions with PMC in Canada

○ Joint Review – IR-4 and PMC submit to their respective agencies simultaneously, 
done in cases where IR-4 and PMC both conducted trials for a study

○ Workshare – One party provides their data to the other for submission some time 
after that initial submission was made

● IR-4 aligns new tolerance requests with existing Codex tolerances 
where appropriate

○ Registrant may not want to harmonize with Codex if aligning with Canada is more 
important, for instance



Reaching out to 
the Registrant
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Once the Petition is Ready…
● IR-4 provides materials to the registrant needed to prepare the rest of 

the submission package
○ Tolerance petition, final reports (if not already provided), document checklist

● IR-4 then waits to receive the submission documents from the 
registrant
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Once Documents are Received…
● IR-4 reviews the submission documents for accuracy

○ Is the proposed use pattern supported by the residue data?
○ Were all necessary label changes made to support any updated tolerances?

● Most critically – ensure that there are no changes to the labels not 
associated with items included in the IR-4 submission

○ Essential to receive the waiver from PRIA fees
● Once everything is accurate, the submission is made through the 

Central Data Exchange (CDX) Portal



Tangent: What are PRIA 
Fees?
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PRIA Fee Overview
● Fees associated with specific action categories, tied to review periods
● IR-4 is exempt from PRIA fees provided we meet the Public Interest 

Finding, but PRIA categories still dictate review time
○ Generally 15 months for most IR-4 submissions (at least on paper…)



Post-Submission
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Tracking Projects
● After submission, IR-4 tracks status of the submission through the 

MyPest App
○ Provides updated Expected 
      Completion Date for submissions

● If requested, IR-4 provides updated 
     submission documents to EPA

○ Typically revised tolerances in 
      response to HED review
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Tolerances Established/Use Registered
● When review completed by EPA, tolerances proposed in the petition 

are published in the Federal Register
● Following this, registrant will work with the states to implement labels

Growers MUST have a label with the use in order to use the pesticide on 
the crop(s) in question, a tolerance alone isn’t sufficient!

● Supplemental labels can get the use to the grower faster
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Final 
Report is 
written.

Quality 
Assurance 
Audits are 
complete.

Final 
submission 

and 
tolerance 

established.

The Finish Line: 
Another tool for the 

growers.
Management Perspective

Cristina Marconi
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Another tool for our US growers

MISSION ACCOMPLISHED!

Once the new use is on the label…



IR-4’s Mission
Facilitate regulatory approval of sustainable pest 

management technology for specialty crops 
and specialty uses to promote public well-being.
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In other words…
• Ensure that specialty crops and minor uses have legal access to safe, 

effective crop protection tools 

• Work with growers and other stakeholders to identify pest 
management needs and solutions

• Conduct necessary crop safety, efficacy, and residue research

• Submit data to the U.S. Environmental Protection Agency (EPA) and 
other entities for approval of new uses
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IR-4 is the only publicly-funded 
program that conducts 
research and submits petitions 
to the U.S. EPA for the approval 
of new tolerances and 
registration of additional uses 
of pest management tools.



2026 NATIONAL EDUCATION CONFERENCE

Why Our Work Matters
• Pest pressure on specialty crops is significant 

• Resistance to existing pest products is increasing

• Limited tools are accessible for managing pests on specialty crops

• Changing climate = increasing pest problems

• Reduced-risk products and emerging technologies are needed by growers

• International harmonization helps growers access export markets

• Specialty crops are vital to public health, the environment & the economy



Protocol signed
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Lab Analysis

Field and lab reports 
(FDBs and ASRs)

Final Report 

Petition drafted and 
sent to Registrant
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Protocol signed
Field and lab work completed
Final report signed and ready for submission
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Things that impact the timeline
Prioritizing projects

- Stoplight analysis
- New chemistry

Ongoing projects
- Completing field work on the year assigned
- Prompt completion of field (eFDBs) and lab reports 
- Reference substance receipt or recertification
- Preparing SS samples and running the 0-day samples (GLP studies)
- Addressing QA findings and SD questions in a timely fashion (GLP studies)
- Writing Final Reports based on submission timelines

Submissions (GLP studies) 
- Registrant schedule for submissions
- Delays on receiving submission documents from registrants
- EPA hold for chemical submission
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IR-4 Culture
“It takes a village” 

Working together and being aligned towards the common goal - serve 
the specialty crop and minor use community - is our main goal.

We are a service provider

Can you picture in your head the responsibility each of us carry in our 
day-to-day work?
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IR-4 in the past 10 years
The food use program

1834 new tolerances established 
which translated into 8708 new uses 
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How can IR-4 stick to its mission?

By working together to produce high 
quality and reliable data that will 

support the proposed tolerances in 
our submissions. And this will allow 

our growers to have the much 
needed tools to produce safe and 

high-quality food and plants for all of 
us.
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The Life of a Project



Jimmy Byrtus (jpbyrtus@ncsu.edu)
Scott Muir (rsmuir@ncsu.edu) 
Thomas Pike (tjpike@ncsu.edu) 
Cristina Marconi (cmarche@ncsu.edu)

Thank you!
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