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Team Members

• Co-chairs:

• Simone Cummings - Syngenta

• Kristen Kouba – Corteva

• Matt Cheever - BASF

• Jeff Shippar – Eurofins 

• Yongcheng Wang – Bayer

• Yanfei Wang – Bayer

• Chris Ament - Eurofins
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Goals
• Provide method validation guidance for protein-based technologies in Ag. 

Biotech

• Collaborate on validation parameters and gain agreement between 
workstream participants

• Outline standardized validation parameters for single-plex and multiplexed 
methods

• Describe the addition of a new trait to a validated multiplexed method

• Produce scientific literature that has maximum industry visibility
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Technologies
• Multiplexed

• Mass Spec

• Luminex

• MSD

• Single-plexed
• ELISA

Mass Spec

MRM Multiplexing Results

Standard peptides

Sample peptides

Luminex

MSD
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Validation discussion areas

• Paper will briefly address:
• method development experiments
• Important considerations such as extract stability, tissue stability, assay re-

validation

• Paper will detail validation parameters:
• Specificity/selectivity
• Standard curve, LOD, LLOQ, ULOQ
• Accuracy
• Precision
• Dilutional linearity, parallelism, minimum required dilution
• Extraction efficiency
• Ruggedness



Internal

Progress

• Continue to review current literature landscape on analytical method 
validations

• We have monthly discussions about acceptance criteria/validation 
guidance and paper review

• First Draft in progress
• Volunteers working all sections of the paper
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Timelines

Validation parameter discussions on-going

Each team member working on sections of paper and reviewing each 
other’s sections

Goal - AEIC and company draft reviews - Dec. 2022

This will move to first half of 2023
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Appendix
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Discussion
Dilutional Parallelism:

The purpose is to demonstrate that the sample dilution response curve is parallel to the standard calibrator response curve.

Parallelism - evaluated by serial dilution of a positive sample to allow measurement that span the range of the standard curve.

The back calculated concentration of all dilutions is compared to the concentration of the undiluted or minimally diluted 

sample. A deviation of greater than 20% is considered a loss of parallelism. If there is no evidence of parallelism, then your 

minimum required dilution (MRD) needs to be reassessed.
o Can this approach be used as an option to determine/confirm MRD?
o Is this an efficient way to determine/confirm MRD?

Dilutional Linearity:
• Control spiked samples with a known concentration of analyte is used to demonstrate when an analyte is present in 

concentrations above the range of the assay, it can be diluted to bring the concentration into the validated range for 

analysis by the method
• Used to evaluate the hook effect or signal suppression caused by high concentration of analyte
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Relevant parties
Company Participant

Romer Labs Christy Swoboda

Knoell (Critical Path) Pat DeLisio

Charles River Sheri Lordi

Simplot Ashely Fisher

Luminex Stephen Angeloni

EMD Millipore Reeti Makeshwari

MSD Jill Clampit

Intrexon/Okanagen (Oxitec) Nathan Rose

Eurofins/Covance Jeff Shippar

BASF Matt Chever

Bayer/Monsanto Andy Deffenbaugh, Yongcheng Wang, Yanfei Wang, Lucy Liu

DowDuPont/Corteva Norma Houston, Kristen Kouba

Syngenta Simone Cummings
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Information collection

• Survey relevant parties
• Simple survey to gauge interest

• Detailed follow-up survey to gather information

• Literature search

• Guidance documents
• Example – new EFSA guidance documents

• Group discussion around documents we should reference?
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Simple survey results

Respondent
Using 
Multiplexing? Which Technologies

Plans for new 
multiplexing?

New 
Technologies?

Share 
validation 
parameters?

Participate in AEIC 
workstream?

Eurofins/Covance Yes
LCMSMS - Surrogate 
peptide NA NA Yes Yes

Romer Labs No NA NA NA Yes No
Intrexon/Okanagen
(Oxitec) Yes Western Blot Yes Mass Spec Yes No

Charles River Yes Luminex and MSD NA NA Yes Yes

Syngenta Yes Mass Spec NA NA Yes Yes

Corteva Yes Mass Spec and MSD Yes NA Yes Yes

Bayer Yes
Mass Spec, Luminex, 
MSD Yes Mass Spec Yes Yes

BASF Yes

MSD
not interested, but did share a validation 
summary

Knoell (Critical 
Path) no response

Simplot no response

Luminex no response

EMD Millipore no response
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Validation Parameters

• Completed
• Standard Curve

• Accuracy

• Quantitative range

• Repeatability precision

• Intermediate precision

• Extract stability (long and 
short term, freeze thaw)

• Appropriate controls for all 
technological platforms

• Limit of detection

• To be discussed
• Minimum required dilution

• Linearity (dilutional)

• Extraction efficiency

• Specificity


