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Why are we making a change?

Overview of Protocol Changes

● Interest in revising the template for some time
● Management request to E&TC
● Subcommittee formed

○ Does the layout make sense?
○ Which sections cause confusion/deviations?
○ Can we trim down excess language?
○ Where can we make things easier to read/find?
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*Thank you*
Committee Members –

Cristina Marconi
Mika Tolson

Chanz Robbins
Megan James Hickman

Dan Heider
Scott Muir
Cole Smith

Gail Mahnken

*Thank you* to everyone who reviewed the draft throughout the review 
process, and thank you in advance for handling these changes gracefully!



New Protocol Structure

Main Study Information
General Information

Field Phase
Laboratory Phase



Top of Protocol: Main Study Information



Section 1: General Information

1.1 Justification & Objectives

1.2 GLP Compliance

1.3 Quality Assurance

1.4 Protocol Amendments & 
Deviations



Section 1: General Information

1.1 Justification & Objectives

1.2 GLP Compliance

1.3 Quality Assurance

1.4 Protocol Amendments & 
Deviations

Previously, field & lab had separate 
sections for amendments/deviations.



Section 2: Field Phase

2.1 Test Substance

For planning purposes, we moved these two sections to the forefront of the 
Field Phase section.

2.2 Application
• Treatment Summary
• Application Description
• Phytoxicity
• Application Verification 
• Application Practices 
• Equipment Calibration



Section 2: Field Phase

2.3 Test System
• Test Site & Crop 
• Design & Statistical Method

2.4 Sample Collection
• Sample Inventory 
• Collection Instructions

2.5 Sample Handling & Shipping

2.6 Samples for Processing
• Handling & Shipping 
• Processing Instructions 
• Sample Inventory 
• Documentation & Record 

Keeping

2.7 Field Documentation

2.8 Archiving

2.9 Personnel Information



Section 3: Laboratory Phase

3.1 Lab Personnel
3.2 Lab Sample Inventory
3.3 Lab Sample Identification
3.4 Lab Sample Storage/Prep
3.5 Lab Reference Substance
3.6 Analytical Methodology
3.7 Disposition of Samples
3.8 Lab Documentation & Record Keeping
3.9 Lab Research Report
3.10 Archives



Test Substance
Chanz Robbins



Test Substance changes overview

● TS info now in a table

● Beginning temp monitoring timeframe increased

● More TS concerns listed for contacting SD

● TS container disposal SOP ~ WIP

● Removed registrant info for TS container shipping



Test Substance ~ section 2.1 

● TS information is first part of section 2 ‘field phase’

old protocol new protocol



TS information

● TS info in tabular form
● Registrant contact info present, but procurement process still through SD



TS temp monitoring

● Within 2 days of receipt

old protocol new protocol

● Within 3 days of delivery

● If traveling, put min/max device where TS will be ‘delivered’



TS concerns for contacting SD

● Contact SD with concerns:
○ GLP status
○ Labeled information
○ Expiration date

old protocol new protocol

● Contact SD with concerns:
○ GLP status
○ Container condition
○ Expiration date
○ TS name
○ Container / CoA discrepancies



TS container National SOP

● Expect draft SOP in coming weeks

● Approval before TS containers need to be disposed

● SD / SOP will inform on TS disposal, not protocol



TS disposal / disposition

● FRD to contact registrant

old protocol new protocol

● SD to confirm with registrant



Test Substance section improvements

● Table format makes information easier to find

● New temp monitoring is more specific / gives FRDs more flexibility

● Concerns list encompasses broader range of issues with TS receipt

● National SOP shortens protocol replaces advisories of TS containers

● Streamlined TS disposition by study rather than by trial



Application
Megan James Hickman



Application

● Adding additional units in target rate of formulated product
○ Note that IR-4 Application Type Definitions is slated to become National 

SOP
● Directed applications moved to where description of application will go
● Removed phytotoxicity instructions specifically for CA – now see 

instructions in eFDB
● 2.2.3 Application Practices – agitation changed from 30 minutes to just 

prior to



Adding additional units in target rate of formulated product & 
Future Advisory Change



Directed applications moved to where description of application will go



Removed phytotoxicity instructions specifically for CA – now see 
instructions in eFDB



Agitation changed from 30 minutes to just prior to



Calibration
Christina Dineen



Previously:

● Definition of calibration/recheck

● Discharge & speed separate with lists:
○ Yes/No List if first application in the trial
○ List of when a full calibration is required
○ List of when a recheck is required
○ Exceptions where recheck is not required

● Target outputs

Calibration



Updates:

● NOTE: the overall substance is mostly the same
○ Removed requirement for full calibration if change in 

delivery pressure by >5%

● Three parts:
○ Definitions 
○ When full calibration is needed (table)
○ When recheck can be used in place of full calibration (table)

Calibration



Calibration

Definitions



Full Calibration

Situation Output and/or speed 
calibration needed



Recheck

Situation Output and/or speed 
recheck may be used



Design & Statistical Method
Mika Tolson



● Plot design – 50%

Design & Statistical Method



● Buffers – language has changed regarding buffer zones between plots to 
now between treatments

Design & Statistical Method



● Buffers – GH trials, added removal of UTC

Design & Statistical Method



● Trial differentiation – check if there are nearby FRDs

Design & Statistical Method



Sample Handling & Shipping
Mika Tolson



Sample Handling & Shipping



● Shipping information regarding sample integrity + lab contact moved to 
table form

Sample Handling & Shipping



● Section 2.6 will now be for processing

Sample Handling & Shipping



Field Documentation, Archiving, Personnel 
Information
Cristina Marconi



eFDB Language

2.7 Field Documentation

● Raw data, study operations, and observations must be recorded directly and 
promptly. 

● eFDB must be used in this study. 

● It is expected that electronic forms be used for the majority of the study.

● Any raw data or other information associated with each field trial must be 
uploaded to the eFDB prior to study completion



eFDB Language

2.7 Field Documentation

Only the eFDB paper raw data pages can be used.

Expectation: everyone will use the eFDB to enter raw data associated to a trial with the 
exception of the paper forms mentioned below: 

○ Facility files (see SOP N-02.1 for instructions on handling facility files documentation)
○ Maps related to test site/plot area
○ Equipment diagram(s)
○ Paperwork associated with test substance receipt
○ Adjuvant label and calculation of the adjuvant for application (if applicable)
○ Shipping documentation
○ Soil testing report (if applicable)
○ Pre-application calculations 


null

30.768





eFDB Language – Scenario Time!

2.7 Field Documentation

1. You used your own form to record min/max temperature for your freezer. Deviation or not? (answer: NO, part of facility files)

2. Used 2024 FDB paper form (Part 4A) to record TS receipt and storage before protocol was signed. Deviation or not? (answer: 
YES) – Not a deviation if using eFDB paper raw data.

3. What if I used the eFDB paper raw data pages for my pre-application calculation? (answer: NO) What is you use your custom 
form? Then it’s a deviation.

4. I was out in the field ready for the first application and my laptop decided it was the best time for an update. So while it was
doing its thing, I recorded the output and speed calibration on the appropriate eFDB paper raw data pages, transcribed it to the
eFDB and continued recording the rest of the application on the eFDB. Deviation or not? (answer: YES, protocol states “Actual 
application data must be entered directly into the eFDB.”)



eFDB Language

2.7 Field Documentation

Why only eFDB paper raw data pages? And 
where can I find them?
● Standardized forms/pages facilitates the 

review of the data by QA, SD and outside 
reviewers (EPA). 

● Found as an attachment in each eFDB.

Why a deviation???
● It will help HQ/QA identify areas of concern with eFDB system and possible training 

needs.



eFDB Language

2.7 Field Documentation

There’s no form in the eFDB or eFDB paper raw data to record the data. 

REMAIN CALM!

And record the data/info electronically using Word, Excel (or anything that can 
converted to PDF), uploaded directly into the eFDB. 

This is NOT a deviation.
(As long as you DON’T print it)



REMEMBER: Documentation should be sufficiently detailed to completely reconstruct the field 
trial.

2.7 Field Documentation

● Items on the list of minimum 
requirements moved around 
to follow eFDB sections.



REMEMBER: Documentation should be sufficiently detailed to completely reconstruct the field 
trial.

2.7 Field Documentation

● Items on the list of minimum 
requirements moved around 
to follow eFDB sections.

● Non-GLP items are listed
below for clarity. 



REMEMBER: Documentation should be sufficiently detailed to completely reconstruct the field 
trial.

2.7 Field Documentation

PLEASE NOTE: some items 
refer to eFDB for instructions



2.8 Archiving
● Complete eFDB and other raw 

data – archive asap after 
shipment of samples.

● Follow IR-4 National SOP N-02.1 
section Raw Data Submission for 
archiving procedure.

Where to find IR-4 National SOPs???
eQA/eDocs>Document Search – select Document 
type (National Standard Operating Procedures); 
verify the prompt “Active” is marked as “Yes”



2.9 Personnel Information
Draft review - Confirm contact info, EPA Region, TS amount and need by date.

New Double checkCompare
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