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1 Introduction

The Non-GMO Project is a nonprofit organization whose mission is to offer rigorous product
verification and trustworthy education that empowers people to care for themselves, the
planet, and future generations.

In support of our mission, the Non-GMO Project offers a Product Verification Program (PVP)
whereby Participants may enroll wholesale goods and retail consumer goods as Products for
evaluation against, and determination of compliance with, the Non-GMO Project Standard. The
PVP also includes the Non-GMO Project Program Rules and Procedures, the Non-GMO Project
Trademark Use Guide, and a written agreement between the Participant and the Non-GMO
Project, collectively referred to as Program Documents. Where applicable, a written agreement
between the Participant and one or more Technical Administrators (TAs) is also required. If all
elements of the PVP are satisfied, including meeting the compliance requirements set forth by
the Non-GMO Project Standard, goods may attain Non-GMO Project verification.

To monitor compliance with the PVP, the Non-GMO Project maintains surveillance and auditing
programs. The surveillance program routinely tests Verified Products and Inputs and
Ingredients to same, for compliance with the Action Thresholds outlined in the Non-GMO
Project Standard. The auditing program is in place to ensure that the appropriate supporting
documentation associated with Verified Products is on file and fulfills the requirements of the
PVP.

Compliance with all Program Documents listed in Table 1-1 is required to attain Non-GMO
Project verification.

Table 1-1 Product Verification Program Documents

Product Verification Program Documents:
https://www.nongmoproject.org/product-verification-resources/

The Non-GMO Project Standard
The Non-GMO Project Program Rules and Procedures
The Non-GMO Project Trademark Use Guide

The Non-GMO Project Trademark License and Program Participation Agreement

The Non-GMO Project Standard Version 16.1 March 31, 2023

Hereafter, the Non-GMO Project will be referred to as “the Project” and the Non-GMO Project
Standard as “the Standard.”

English is the original and official language of the Standard. Terms defined in Appendix A and
used in the Standard are capitalized throughout. Requirements listed under headers titled
“Global Requirements” apply to the entirety of the section in which they appear (e.g.,

v16 Section 4.2, Global Chain-of-Custody Requirements, applies to all of v16 Section 4).
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1.1 Purpose

The purpose of the Standard is to offer meaning and value to the marketing claim
“Non-GMO Project Verified” by creating, maintaining, and keeping publicly available, a set of
rigorous requirements against which all Non-GMO Project Verified Products are measured.

1.2 Methodology and Approach

The Project’s PVP is based on a practice-oriented and process-oriented Standard that uses both
testing and Affidavits as key strategic tools to confirm that practices and processes meet
expectations.

Continuous improvement on the part of Participants is required with the common goal of
eliminating any Inputs and Ingredients derived from Genetically Modified Organisms (GMOs)
from their supply chains.

A Product is a unique branded formula and process, where process could be either the
manufacturing or facility process. Product refers to wholesale goods and retail consumer goods
that are enrolled in the PVP.

The breadth and depth of Product evaluation is informed by the nature of the Inputs and
Ingredients that are represented in, or present in, the Product formulation. Inputs and
Ingredients are classified according to three attributes: 1) weight percentage as represented in,
or present in, the Product, 2) likelihood that they are derived from a GMO, and 3) whether a
testable precursor exists at any point in the supply chain. These three attributes are termed
Weight Percentage, Risk Status, and Testability, respectively. Compliance of all Inputs and
Ingredients associated with a Product, and whose evaluation is mandatory, is required for
verification.

Activities occurring along the chain of custody (CoC) for Products and their Ingredients and
Inputs are reviewed for compliance with the segregation, cleanout, traceability, and quality
assurance requirements outlined in the Standard. Products must comply, on an ongoing basis,
with the labeling requirements outlined in the Standard and cannot carry competing claims or
100% GMO absence claims. Before using the Non-GMO Project verification mark in connection
with any Product, Participants will be required to sign a written agreement with the Project.

Although requiring the compliance of all Inputs and Ingredients to Products, the PVP is highly
focused on Products, Ingredients, and Inputs that are or are likely to be derived from GMOs.
Testable High-Risk Products, Ingredients, and Inputs must comply with the appropriate Action
Threshold and Non-Testable High-Risk Products, Ingredients, and Inputs must comply with
Affidavit requirements.

Addressing the contamination of seed is a stated priority of the Project. Although traceability
back to tested seed is not required for Product verification in general, the Project is actively
developing sources of compliant seed as the basis for a sustainable Non-GMO supply chain.

In summary, all Project Verified Products must have systems in place for:
e Labeling: Accurate and clear Product labeling

e Quality assurance: Maintaining operational consistency and addressing Non-conformities
promptly

Version 16.1 Page 2 of 43 March 31, 2023



e Procurement: Obtaining Inputs and Ingredients in accordance with uniform and meaningful

specifications

e Testing: Meaningful, ongoing testing of Major High-Risk Inputs and Ingredients

e Segregation and Cleanout: Protecting compliant Inputs and Ingredients from commingling
with non-compliant materials

e Traceability: Supply chain traceability, especially following Input and Ingredient testing or
the establishment of a compliant Affidavit

2 Scope of Product Verification Program

The scope of the Standard and the PVP encompasses the following Product categories,
including their Inputs, Ingredients, and associated activities.

2.1 Product Categories
2.1.1 The following types of wholesale or retail goods are eligible for verification:

2.1.1.a
2.1.1b

2.1.1.c

2.1.1.d

Seed and vegetative propagation materials

Wholesale or retail goods for human or pet use that are either ingested
or topically applied

2.1.1.b.i Over-the-counter (OTC) drugs and homeopathic remedies

Wholesale or retail goods for human or pet use that are not ingested or
topically applied

Livestock, poultry, bee, and seafood feed and supplements

2.1.2 The following types of goods are ineligible for verification:

2.1.2.a

2.1.2.b
2.1.2.c
2.1.2.d
2.1.2.e

2.1.2.f

Controlled substances under U.S. or Canadian law and all other
prohibited Inputs and Ingredients listed under Section 2.2.3

Certain medicines and other medical goods
Live animals
Synthetic pesticides

Goods composed entirely of Non-Risk Inputs and Ingredients and that
are part of a Non-Risk Category

2.1.2.e.i Non-Risk Categories include, but are not limited to,
100% salt goods, unflavored still beverages, unflavored
carbonated beverages, and unflavored electrolyte beverages

Goods making a voluntary or mandatory disclosure under The National
Bioengineered Food Disclosure Standard*

17 CFR § 66 (2018).

Version 16.1
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2.2 Input and Ingredient Evaluation

2.2.1 Mandatory Input and Ingredient categories (categories to Product formulations
that must be evaluated and found compliant):

2.2.2

Version 16.1

2.2.1.a

2.2.1.b

2.2.1.c

2.21d
2.2.1.e
2.2.1.f
2.2.1g

Seeds and vegetative propagation materials ONLY when the same seeds
or vegetative propagation materials are the Products seeking
verification.

All Inputs and Ingredients represented in, or present in, the Product
formulation from the following categories must comply with the
requirements of the Standard in order for the finished Product to be
Verified.

2.2.1.b.i Unprocessed raw agricultural materials such as vegetables,
grains, fruit, greens, herbs, other fresh foods, fibers

2.2.1.b.ii Manufacturing Inputs and Ingredients, including flavorings,
seasonings, colorings, additives, and all other substances
present in final, manufactured Products

2.2.1.b.iii Animal derivatives including dairy, meat, eggs, wool, and
hides; derivatives of apiculture including, but not limited to,
honey and beeswax; derivatives of seafood

2.2.1.b.iv Processed agricultural Inputs and Ingredients

2.2.1.b.v Packaging that is directly immersed in or combined with
liquid for the purpose of making the Product available for
human consumption including tea, coffee, spice, and soup
bags but not including any part of the packaging other than
the bag

2.2.1.b.vi Rations and supplemental feed for livestock, poultry, bees,
seafood, and other animals

Other Inputs and Ingredients used in personal care and cosmetic
Products, and textiles

Dietary supplements, vitamins, and herbal preparations
Microorganisms, Enzymes, and Growth Media
Processing Aids present in the finished Product at 0.5% or more

Processing Aids listed on the Ingredient panel of a retail consumer
good, or Input/Ingredient disclosure documentation of a wholesale
good

Input and Ingredient categories that are out of the scope of the Standard
(categories that do not affect the evaluation of the overall Product formulation,
including Weight Percentage, Risk Status, and Testability, do not need to be
evaluated and do not need to demonstrate compliance with the Standard.)

2.2.2.a

Processing Aids used in the manufacture or processing of a finished
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Product, Ingredient, or Input are out of the scope of review if present in
the finished Product at less than 0.5% and not declared on the retail
Ingredient panel or the Input/Ingredient disclosure documentation of a
wholesale Product. For the purposes of the Standard, fermentation
Microorganisms are not considered to be Processing Aids. See

Section 9.3 for the evaluation of and compliance requirements for
Microorganisms.

2.2.2.b Purified carbon dioxide (CO;) from either biological or non-biological
sources

2.2.2.c Fully composted materials and animal manures not sourced from
Genetically Modified (GM) animals

2.2.3 Prohibited Inputs and Ingredients:
2.2.3.a Controlled substances under U.S. or Canadian law
2.2.3.b Recombinant bovine growth hormone (rBGH)?

2.2.3.c GM animals including those that are cloned, their progeny, and their
derivatives

2.2.3.c.i GM Salmon and their derivatives
2.2.3.d Manure sourced from GM animals

2.2.3.e Synthetic Biology,? its derivatives, and any organisms, Inputs, or
Ingredients, or derivatives thereof, represented as synthetic biology? in
any public communications?*

3 Input and Ingredient Classification

Each Input and Ingredient must be classified in accordance with Section 3 and meet all
applicable requirements under the Standard to be included in a Verified Product.

3.1 Weight Percentage

All Inputs and Ingredients must be classified according to their Weight Percentage as
represented in, or as present in, the finished Product, not counting the weight of salt or added
water present in the finished Product. Excluded from the Weight Percentage calculation are:
1) Processing Aids present in the finished Product at less than 0.5% and not declared on the
retail Ingredient panel or the Input/Ingredient disclosure documentation of a wholesale
Product, and 2) purified CO,.

2 Recombinant bovine growth hormone is also known as recombinant bovine somatotropin (rBST).

3 The terms “Synthetic Biology” (uppercase and defined in Appendix A) and “synthetic biology” (lowercase) are
referenced intentionally here. As there is no universally accepted definition for synthetic biology, the term
“synthetic biology” (lowercase) includes usage of that term (and comparable terms) by industry even if such terms
are not necessarily in full alignment with the Standard’s definition.

4 public communications include, but are not limited to, marketing materials, patent filings, SEC filings and other
regulatory documents.
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For livestock, poultry, bee, and seafood feed other than pet food, the Weight Percentage
categories below are calculated based on the weight of the Input as a percentage of the Ration
fed to the animal. Rations demonstrating compliance on an as-fed basis have additional
reporting requirements per Section 8.3.1.d. Rations demonstrating compliance on a dry-matter
basis do not have any additional reporting requirements. Per Section 8, all Minor and Micro
Inputs of livestock and poultry Rations are exempt from evaluation.

Unless a Verified-Status Ingredient, the Inputs to each Major or Minor Ingredient must be
classified and evaluated back to the point in the supply chain where they can be confirmed
compliant with the Standard’s requirements. If the TA determines that a Micro Ingredient
qualifies for Section 3.1.3.b no further breakdown or classification is required.

3.1.1

3.1.2

3.13

Major Inputs and Ingredients, each of which represents, or is present as, 5% or
more of the finished Product.

Minor Inputs and Ingredients, each of which represents, or is present as, at least
0.5% but less than 5% of the finished Product.

Micro Inputs and Ingredients, each of which represents, or is present as, less
than 0.5% of the finished Product. The depth of evaluation for these Inputs and
Ingredients, including application of the limits in Section 3.1.3.3, is limited to the
organism from which they were derived, as opposed to Growth Medium or feed.
Certain Micro Inputs and Ingredients are eligible for Micro Exemption under
Section 3.1.3.b.

3.1.3.a Inputs and Ingredients ineligible for Micro Exemption:
3.1.3.a.i High-Risk Ingredients on the List of Bioengineered Foods.>

3.1.3.a.ii High-Risk Ingredients not on the List of Bioengineered
Foods® for which the Participant has actual knowledge that
the Ingredients contain detectable modified genetic
material, and said Ingredients retain detectable modified
genetic material in the finished Product.

3.1.3.a.iii Viable Microorganisms present in the finished Product.

3.1.3.a.iv Functional Enzymes present in the finished Product and
listed on the retail Ingredient panel, or for Products sold
without retail labeling, listed on the Input/Ingredient
disclosure documentation.

3.1.3.a.v High-Risk Micro Ingredients, other than artificial and natural
flavors, Enzymes, and Microorganisms if they are either:

3.1.3.a.v.a) Named in text on the Principal Display Panel
(PDP) of a retail consumer Product and the
same name or any common names by

> 7 CFR § 66.1 (2018); 7 CFR § 66.6 (2018).
67 CFR § 66.6 (2018).

Version 16.1
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which the Ingredients are known, are listed
on the Ingredient declaration or
supplement facts panel

3.1.3.a.v.b) Named in parenthetical Ingredient
declarations or supplement facts panels
and are reasonably considered to
characterize a Major, Minor, or Micro
Ingredient that is named on the PDP of a
retail consumer Product

See Section 3.2 for an explanation of Risk Status.

3.1.3.b Ingredients present in Products as Micro Ingredients and not listed in
Section 3.1.3.a, and Inputs represented in Products as Micro
Ingredients, may be exempt from further evaluation (Micro-exempted)
provided no Product contains more than 0.9% total exempt Micro
Ingredients by Weight Percentage.

3.2 Risk Status

All Inputs and Ingredients must be classified according to their Risk Status. Risk Status denotes
the likelihood that an Input or Ingredient is or is derived from a GMO. In order to focus the PVP
on Inputs and Ingredients at risk for GMO contamination throughout the CoC, the Standard
recognizes five Risk Statuses (Table 3-1).

Table 3-1 The Five Risk Statuses
Risk Status Definition

Products that have been Verified under the PVP at wholesale or retail
Verified Status and are purchased for use as Inputs or Ingredients to different Products
enrolled in the PVP

High Risk Organisms and the Inputs and Ingredients derived from them for which
(see Appendix B) | GM counterparts are widely commercially available

Organisms and the Inputs and Ingredients derived from them for which
Monitored Risk GM counterparts are in the research and development stages, which
(see Appendix C) | have been developed but are not widely commercially available, or for
which known GM contamination has occurred

Organisms and the Inputs and Ingredients derived from them that are

Low Risk o ) . . .
not classified as Monitored Risk or High Risk

Non-Risk Inputs and Ingredients that are not derived from biological organisms
and are not, therefore, susceptible to Genetic Modification

Non-GMO Project Standard Version 16.1 March 31, 2023

3.3 Testability

Inputs and Ingredients are either Testable or Non-Testable. Testable Inputs and Ingredients
have a point in the supply chain where the Input or Ingredient contains sufficient intact
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deoxyribonucleic acid (DNA) or protein to return valid molecular or immunological test results,
and acceptable molecular tests or immunological tests are publicly commercially available to
cover all events for which the Project requires testing. Non-Testable Inputs and Ingredients do
not have a point in the supply chain where the Input or Ingredient contains sufficient intact
DNA or protein to return valid molecular or immunological test results and/or no acceptable
molecular tests or immunological tests are publicly commercially available. Some organisms
and their derivatives are both Testable and Non-Testable according to the above criteria.

3.3.1 For Testable High-Risk Inputs and Ingredients (including for use in pet food)
other than animal feed, the molecular method polymerase chain reaction (PCR)
is the only acceptable testing methodology.

3.3.2 For Testable High-Risk Inputs to animal feed (other than pet food), either the
molecular method PCR or immunological methods may be used to demonstrate
compliance with the Action Threshold.

3.4 Product Compliance by Input and Ingredient Classification

Full Input and/or Ingredient disclosure is required in most cases for Products. Table 3-2
summarizes the compliance pathways available to Verified-Status, Monitored-Risk, Low-Risk,
and Non-Risk Inputs and Ingredients. The compliance pathways of these four Risk Statuses are
unaffected by Weight Percentage in the finished Product and Testability. Table 3-3 summarizes
the various compliance pathways for Testable and Non-Testable High-Risk Inputs and
Ingredients when they are Majors, Minors, and Micros. Table 3-2 and Table 3-3 are summaries;
where appropriate, additional compliance requirements, including those outlined in Section 10,
Product Specifications and Labeling and Section 11, Quality Assurance, may also apply.
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Table 3-2 Compliance of Verified-Status, Monitored-Risk, Low-Risk, and Non-Risk Inputs,
Ingredients, and Products

Verified Status

1. Provide proof of Verified Status of appropriate scope.

2. Participant complies with Section 4, Chain of Custody, from the point of procurement to
the finished Product.

Monitored Risk

See requirements for Low Risk.

Low Risk

1. Comply with Section 4.3, Segregation. If the facility does not use any High-Risk Inputs or
Ingredients, then demonstration of this fact is sufficient to fulfill this requirement.

AND EITHER
a. Provide a complete Input and Ingredient disclosure.
OR

b. Comply with Section 7.5, Monitored-Risk and Low-Risk Major, Minor, and Micro Inputs
and Ingredients.

Non-Risk

1. Provide a complete Input and Ingredient disclosure.
OR
2. Comply with Section 7.6, Non-Risk Major, Minor, and Micro Inputs and Ingredients.

Note: Inputs and Ingredients from the Verified-Status, Monitored-Risk, Low-Risk, and Non-
Risk Risk Statuses have the same compliance pathways regardless of Testability or Weight
Percentage attributes. For example, Non-Risk Major, Minor, and Micro Inputs and Ingredients
have the same compliance pathways.

Non-GMO Project Standard Version 16.1 March 31, 2023
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Table 3-3 Compliance of Testable and Non-Testable High-Risk Major, Minor, and Micro
Inputs and Ingredients

Major

Minor

Micro

Testable High Risk

1. Submit a complete Input
and Ingredient disclosure.

2. Comply with Section 4,
Chain of Custody.

3. Comply with Section 5,
Onsite Inspections.

AND EITHER

a. Comply with Section 6,
Sampling and Testing.
OR

b. Where eligible, comply
with Section 7.4,
Affidavit Compliance
Based on Country of
Origin.

4. Comply with Section 10,
Product Specifications and
Labeling.

5. Comply with Section 11,
Quality Assurance.

1. Comply as a Major.
OR

2. Submit a complete Input
and Ingredient disclosure.

3. Comply with Section 4,
Chain of Custody.

4. Where eligible, comply
with Section 7.3, Testable
High-Risk Minor and Micro
Inputs and Ingredients.

5. Comply with Section 10,
Product Specifications and
Labeling.

6. Comply with Section 11,
Quality Assurance.

1. Comply as a Major.

OR

2. Comply as a Minor.

OR

3. Comply with
Section 3.1.3, Micro
Inputs and Ingredients.

4. Comply with Section 10,
Product Specifications and
Labeling.

5. Comply with Section 11,
Quality Assurance.
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Table 3-3 Compliance of Testable and Non-Testable High-Risk Major, Minor, and Micro
Inputs and Ingredients, Continued

Major

Minor

Micro

Non-Testable High Risk

1. Submit a complete Input
and Ingredient disclosure.
2. Comply with Section 4,
Chain of Custody.
3. Comply with Section 5,
Onsite Inspections.
AND EITHER
a. Comply with
Section 7.2,
Non-Testable High-Risk
Inputs and Ingredients.

OR

b. Where eligible, comply
with Section 7.4,
Affidavit Compliance
Based on Country of
Origin.

4. Comply with Section 10,
Product Specifications and
Labeling.

5. Comply with Section 11,
Quality Assurance.

1. Comply as a Major.

OR

2. Submit a complete Input
and Ingredient disclosure.

3. Comply with Section 4,
Chain of Custody.

AND EITHER
a. Comply with

Section 7.2,
Non-Testable High-Risk
Inputs and Ingredients.

OR

b. Where eligible, comply
with Section 7.4,
Affidavit Compliance
Based on Country of
Origin.

4. Comply with Section 10,
Product Specifications and
Labeling.

5. Comply with Section 11,
Quality Assurance.

1. Comply as a Major.

OR

2. Comply as a Minor.

OR

3. Comply with
Section 3.1.3, Micro
Inputs and Ingredients.

4. Comply with Section 10,
Product Specifications and
Labeling.

5. Comply with Section 11,
Quality Assurance.
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4 Chain of Custody

Compliant Products, Ingredients, and Inputs must maintain their integrity while being moved
through various activities along the CoC.

4.1 Activities

CoC requirements apply beginning at the point that Non-Risk, Low-Risk, Monitored-Risk or
Verified-Status of an Input or Ingredient is confirmed, at the point of testing, or at the point
where compliant Affidavits are procured. When relevant to the verification of the Product, the
following activities are subject to review and must be found to be compliant with the applicable
Standard sections (Table 4-1).

Table 4-1 Activities Along the Chain of Custody

Type of Activity

Comment

Agricultural production—
seeds and crops

Includes farm production, harvest, and post-harvest handling and
storage on farm or farm-related facilities.

Handling Includes any form of post-harvest movement, storage,
transformation, or labeling of goods along the entire CoC from
seed to consumer, except for Products enclosed in final retail
packaging.

Storage Includes all links in the CoC from seed to finished Product.

Distribution This may or may not involve physical handling of goods.

Processing Includes all conveyance, storage, processing, handling, assembly,

or packaging of goods within any given production facility.

Manufacturing

Involves the production, and combination of, Inputs and
Ingredients to make the finished Product.

Packaging and labeling

Includes any and all events during which the packaging or labeling
of goods is added, removed, or altered.

Non-GMO Project Standard Version 16.1 March 31, 2023

4.2 Global Chain of Custody Requirements
4.2.1 Allrequired procedures must be written and accessible to all appropriate staff
and updated as necessary.

4.2.2 All appropriate staff working with compliant Inputs, Ingredients, and Products
must be adequately trained in the required procedures.

4.2.3 All records must be maintained for a minimum of 3 years.

4.3 Segregation

4.3.1 Systematic procedures must be in place during activities to keep compliant
Inputs, Ingredients, work-in-progress, and finished Products separate from all
non-compliant High-Risk materials.
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4.4

4.5

5.2

5.3

5.4

6

4.3.2 Segregation measures are also required for instances where any required testing
occurs after the Input or Ingredient in question has entered the facility.

Cleanout

4.4.1 Receiving, production, processing, manufacturing, transfer, and storage facilities,
as well as shipping and transportation conveyances, must be inspected and
cleaned/purged as needed to remove sources of GMO contamination, and all
relevant cleaning, purging, and inspections must be documented.

Traceability

4.5.1 Each lot of Verified Product must be traceable back to specific lots of the Inputs
and Ingredients used in its production. If lots of compliant Inputs and/or
Ingredients are commingled in storage before use in production of a certain lot
of Product, the lot numbers related to all commingled lots must be linked to that
particular lot of Product.

4.5.2 Testable High-Risk Inputs and Ingredients must be traceable back to the lots that
demonstrate compliant test results. Non-Testable High-Risk Inputs and
Ingredients must be traceable back to the lots associated with compliant
Affidavits.

4.5.3 Systematic procedures must be in place for tracking lot numbers and/or marking
and labeling of packaging, containers, and storage facilities to ensure traceability
of Inputs, Ingredients, work-in-progress, and finished Products at all points in the
production process.

4.5.4 Traceability records must explicitly trace and track the compliance of Inputs,
Ingredients, and finished Products.

Onsite Inspections

At minimum, Producing Facilities are required to be inspected annually when Parallel
Processing of the same Major High-Risk Input or Ingredient to a Product is occurring.

Contract processors that are not Participants are exempt from inspection as long as
Products, Ingredients, and Inputs they manufacture are the result of a system that has
been designed to avoid GMOs. The availability of this exemption will be revisited during
the next Standard revision.

The TA may require additional inspections based on an overall risk analysis of the supply
chain undergoing evaluation, regardless of the Weight Percentage, Risk Status, or
Testability of Inputs, Ingredients, or Products.

At the TA’s discretion, unannounced inspections may be used to ensure compliance with
the Standard, regardless of the Weight Percentage, Risk Status, or Testability of Inputs,
Ingredients, or Products.

Sampling and Testing

All High-Risk Inputs and Ingredients must comply with the relevant Action Threshold through
either Section 6 or Section 7, unless otherwise allowed by a different section of the Standard.
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The combination of Weight Percentage, Risk Status, and Testability determines the pathways
available for the demonstration of compliance with the relevant Action Threshold. Refer to
Table 3-2 and Table 3-3 for summaries of the appropriate compliance pathways.

6.1 Action Thresholds

Absence of all GMOs is the target for all Verified Products. Continuous improvement practices
toward achieving this goal must be part of the Participant’s quality assurance systems. A key
outcome of such quality assurance systems is to meet or continually be below the applicable
Action Threshold. Testable High-Risk Inputs and Ingredients that do not comply with the
applicable Action Threshold cannot be intentionally used in Verified Products, unless otherwise
allowed by a different section of the Standard.

The Non-GMO Project has established the following Action Thresholds for Testable High-Risk
Inputs and Ingredients (Table 6-1).

Table 6-1 Action Thresholds

Categor Action
gory Threshold®

Seed and vegetative propagation materials 0.25%
Wholesale or retail goods for human or pet use that are either ingested or
topically applied including OTC drugs and homeopathic remedies 0.9%
Livestock, poultry, bee, and seafood feed and supplements, including those
used for animal-derived Inputs and Ingredients to all Products 5%
Wholesale or retail goods for human or pet use that are not ingested or
topically applied including, but not limited to, Inputs and Ingredients to
packaging, cleaning supplies, and textiles 1.5%
2 Forall crops not listed in Appendix B.1.1 and Appendix C.1.1, there is no allowable presence.
b Compliance with this Action Threshold may be based on the quarterly average of all lots tested.

Non-GMO Project Standard Version 16.1 March 31, 2023

6.2 Global Sampling Requirements
6.2.1 A statistically valid sampling and testing plan must be designed based on a risk
assessment of the production and handling system and must reflect the level of
monitoring appropriate for the risks inherent in the production and handling
system, as well as industry standards.

6.2.1.a The sampling and testing plan must be approved by the TA before any
test results acquired on the basis of said sampling and testing plan may
be used to demonstrate compliance with the Action Threshold.

6.2.1.b Unless otherwise allowed by a different section of the Standard,
compliant sampling and testing must occur at least once post-harvest
for all Inputs and Ingredients, depending on contamination risks.

6.2.1.c When achieving statistical validity through crop sampling cannot be
done without destroying significant quantities of the consumer good
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6.2.2

(e.g., for large crops such as papaya, sweet corn, zucchini and yellow
summer squash), the TA may shift testing to the seed level with limited
post-harvest spot testing.

Compositing samples

Statistical calculations can also be used to design compositing strategies under
which portions of multiple samples can be combined and tested together to
reduce the number of tests required.

6.2.2.a Compositing must be done in a manner that ensures that any single
sample in excess of the relevant Action Threshold produces a positive
result for the composite sample as a whole. If a result is obtained for
the composite that indicates that one or more single samples exceeds
the relevant Action Threshold, the lot must be rejected, or if sub-lots
are segregated and not commingled, then retesting of individual lot
samples may be possible to salvage compliant lots.

6.3 Global Testing Requirements

6.3.1
6.3.2

6.3.3

6.3.4
6.3.5

6.3.6

Version 16.1

Participants must demonstrate compliance with the applicable Action Threshold.

Compliance must be demonstrated by ensuring that each lot of Testable
High-Risk Input or Ingredient is compliant with Section 6 prior to its use in a
Verified Product.

The sample Matrix must be appropriate for the testing method to yield valid
results. If necessary, the precursor from which the Input or Ingredient was
derived must be tested.

6.3.3.a All GM events for which the Project requires testing must be tested for
and the results must be conclusive.

6.3.3.b Test results must be traceable back to the lot number(s) of the
precursor, Input, or Ingredient.

6.3.3.c From the point of testing forward, the activities associated with the
precursor, Input, or Ingredient must comply with Section 4.

Test results must be submitted to the TA for review prior to initial verification.

All test results from the preceding year must be submitted to the TA for review
at annual renewal.

In cases where the requirements of Section 6.1 are demonstrated to be
problematic to achieve for every lot, compliance may be demonstrated by
ensuring that test results for all lots of High-Risk precursor, Input, or Ingredient
used during each 6-month period average at or below the relevant Action
Threshold, with no single lot of precursor, Input, or Ingredient ever exceeding
the relevant Action Threshold by more than a factor of two. The availability of
this compliance pathway will be revisited during the next Standard revision.
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6.3.6.a

6.3.6.b

6.3.6.c

Planting seed, vegetative propagation materials, and livestock, poultry,
bee, and seafood feed cannot demonstrate compliance via
Section 6.3.6.

The Participant must justify in writing to the TA why the requirements
of Section 6.1 are problematic to achieve for every lot at initial
verification and at each renewal.

The Participant is responsible for ongoing monitoring of test results to
ensure compliance for each 6-month period.

6.4 Molecular Testing Methods
6.4.1 Testable High-Risk Inputs and Ingredients will be compliant with Section 6.4 if all
the following criteria are met:

6.4.2

6.4.3

Version 16.1

6.4.1.a

6.4.1.b

6.4.1.c

Appropriate laboratory controls indicate that the DNA of the precursor,
Input, or Ingredient is sufficiently intact to allow valid quantitative
analysis by PCR.

The testing is conducted by an approved laboratory in compliance with
Section 6.4.2 and the analysis report references the specific lot of
precursor, Input, or Ingredient, where applicable, used by the
Participant.

The analysis report shows that the GM contamination of the precursor,
Input, or Ingredient in question is at or below the relevant Action
Threshold.

Laboratories approved by the Project must carry out testing, except in cases
where Inputs and Ingredients are compliant with Section 7.4. Approved
laboratories possess a Certificate of Approval detailing the crops for which they
are approved to test and are listed on the Project’s website.

Laboratory testing may employ quantitative, semi-quantitative, or qualitative

PCR.
6.4.3.a

6.4.3.b

6.4.3.c

Quantitative PCR may be used to demonstrate compliance with the
Action Threshold if:

6.4.3.a.i For each test panel conducted on a precursor, Input, or
Ingredient, the sum of all test results is at or below the
relevant Action Threshold.

Semi-quantitative PCR may be used to demonstrate compliance with
the Action Threshold if:

6.4.3.b.i The upper limit of the range in which the result is reported
must be at or below the relevant Action threshold.

Qualitative PCR may be used to demonstrate compliance with the
Action Threshold if:
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6.4.3.c.i The PCR limit of detection is 0.1% or lower.

6.4.3.c.ii Each test result for each Testable High-Risk precursor, Input,
or Ingredient is negative.

6.4.3.c.iii Should any test result be positive for a GM event, the
Testable High-Risk precursor, Input, or Ingredient must be
tested in compliance with Section 6.4.3.a or Section 6.4.3.b
to demonstrate compliance with the Action Threshold. If the
Testable High-Risk precursor, Input, or Ingredient cannot be
tested in compliance with Section 6.4.3.a or Section 6.4.3.b,
compliance with the appropriate Action Threshold cannot be
demonstrated and the lot cannot be used in a Verified
Product.

6.5 Immunological Testing Methods
6.5.1 Immunological testing methods such as Enzyme-linked Immunosorbent Assay
(ELISA) or lateral flow strip tests may be used in lieu of molecular testing
methods to demonstrate compliance of animal feed (other than pet food) with
the appropriate Action Threshold, when the methods meet the criteria in
Section 6.5.

6.5.2 Analysts must be trained, and their proficiency established to ensure that they
use and interpret the tests reliably and according to the manufacturer’s
specifications. Participants must document the in-house training and evaluation
of performance.

6.5.3 In cases where immunological testing methods are permissible by the
Standard, they must cover all GM events for which the Project requires testing. If
all GM events for which the Project requires testing are not covered, samples
must be tested in compliance with Section 6.4.

6.5.3.a Quantitative immunological methods may be used to demonstrate
compliance with the Action Threshold when:

6.5.3.a.i The result for each assay counted toward overall
contamination is either below the limit of detection or
returns a number within the range of quantification and is
not above the upper limit of the range of detection.

6.5.3.a.ii The overall contamination of the Testable High-Risk
precursor, Input, or Ingredient is indicated by the sum of
each test panel or by following the manufacturer’s
instructions for the interpretation of test panel results.

6.5.3.b Qualitative immunological methods may be used to demonstrate
compliance with the Action Threshold when:

6.5.3.b.i Each test result for each GM event per Testable High-Risk
precursor, Input, or Ingredient is negative.

Version 16.1 Page 17 of 43 March 31, 2023



6.5.3.b.ii Should any test results be positive, the Testable High-Risk
precursor, Input, or Ingredient must be tested according to
Section 6.5.3.3, Section 6.4.3.a, or Section 6.4.3.b to
demonstrate compliance with the Action Threshold.

7 Affidavits

In most cases, testing is a required validation tool for confirming compliance with the Action
Threshold of Testable High-Risk Major Inputs and Ingredients. In the case of Non-Testable
High-Risk Inputs and Ingredients, where testing is not an available validation tool, or in the case
of Inputs and Ingredients classified as other than Testable High-Risk Major, the Project uses a
process-based approach that includes comprehensive Affidavits as an alternate validation tool.
In some situations, the frequency and necessity of testing or the need for certain Affidavits may
be reduced based on the country in which a crop was grown.

7.1 Global Affidavit Requirements

7.1.1

7.1.2

7.13
7.14

7.1.5

At minimum, all Affidavits must include the signature and the printed name of
the party signing the Affidavit, and the date.

The party signing the Affidavit must have sufficient knowledge of the supply
chain to authoritatively sign.

If appropriate, Affidavits should be accompanied by supporting documentation.

At the discretion of the TA or the Project, Affidavits may be required in
additional situations not explicitly identified in Section 7.

Unless otherwise stated below, Affidavits must be updated as appropriate to
reflect changes to the crops, precursors, Inputs, Ingredients, systems, processes,
or operations they reference.

7.2 Non-Testable High-Risk Inputs and Ingredients

7.2.1

Non-Testable High-Risk Major, Minor, and Micro Inputs and Ingredients are
identified in Appendix B.1. An Affidavit stating that any such Non-Testable
High-Risk Major, Minor, or Micro Input or Ingredient is Non-GMO is required to
establish compliance with Section 7.2. Organisms, precursors, Inputs, or
Ingredients identified as Non-Testable High-Risk Major, Minor, and Micro Inputs
and Ingredients in Appendix B.1 that are subject to any European Union (EU)
GMO Directives or Regulations,” including but not limited to any such items that
an EU Member State has determined are subject to such GMO Directives or
Regulations, are GMO under the Standard; Non-Testable High-Risk Affidavits
accompanying such organisms, precursors, Inputs, or Ingredients do not

7 See, e.g., without limitation, Council Regulation 1829/2003/EC on genetically modified food and feed; Council
Regulation 1830/2003/EC concerning the traceability and labelling of genetically modified organisms and the
traceability of food and feed products produced from genetically modified organisms and amending Directive

2001/18/EC.
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establish them as Non-GMO and will not be considered for compliance with
Section 7.

For the avoidance of doubt, all Non-Testable High-Risk Major, Minor, and Micro
Inputs and Ingredients remain subject to evaluation, and may be deemed GMO,
under the Standard, regardless of whether such Inputs or Ingredients are
regulated as GMOs (or have been deemed Non-GMO) by any EU GMO Directive
or Regulation, or have been deemed subject to any EU GMO Directive or
Regulation by a Member State.

7.2.2 The Project has issued a standardized Non-Testable High-Risk Affidavit. This is
the only Affidavit compliant with Section 7.2.1.

7.2.3 Unless otherwise allowed by a different section of the Standard, Affidavits for
any Non-Testable High-Risk Major, Minor, or Micro Input or Ingredient must be
submitted to the TA for review prior to initial verification and, at minimum,
updated and resubmitted annually upon each renewal to ensure compliance
with Section 7.

7.2.4 Testable High-Risk Major Inputs and Ingredients listed in Appendix B.1 must be
compliant with Section 6 or Section 7.4. Testable and Non-Testable High-Risk
Inputs and Ingredients listed in Appendix B.1 must comply with both Section 6
and Section 7.

7.3 Testable High-Risk Minor and Micro Inputs and Ingredients
7.3.1 All Affidavits must include the Project’s definitions of Biotechnology and GMO as
they appear in Appendix A.

7.3.2 Testable High-Risk Minor and Micro Inputs and Ingredients may demonstrate
compliance based on Affidavits as long as these Inputs and Ingredients are the
result of a system that has been designed to avoid GMOs. The suitability of
systems designed to avoid GMOs is subject to review by the TA with the approval
of the Project.

7.3.3 When available, valid certificates from third-party certifiers are acceptable
alternatives to Affidavits under Section 7.3, if the third-party certification
program satisfies the requirements for which an Affidavit would be used in
Section 7.3.2.

7.3.3.a Except for honey and other derivatives of apiculture, Testable High-Risk
Minor and Micro Inputs and Ingredients that are certified organic do
not require an Affidavit.
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7.4 Affidavit Compliance Based on Country of Origin®
7.4.1 Certain Testable and Non-Testable High-Risk crops and their derivatives that
comprise a single Input may demonstrate compliance with aspects of the
Standard based on country of origin.

7.4.2 The necessity or frequency of testing of certain Testable High-Risk crops and
their single Input derivatives may be reduced by the TA based on an Affidavit.

7.4.3 The Affidavit must state that:

7.4.3.a Procurement procedures that require that the crop source or single
Input derivative is grown strictly in specific countries are in place
throughout the supply chain.

7.4.3.b No crop or crop-derivatives from outside those specific countries may
be commingled.

7.4.3.c Procedures throughout the supply chain are in place for the
segregation, cleanout, and traceability of compliant materials from
non-compliant materials.

7.4.4 The Affidavits must be submitted to the TA for review prior to initial verification
and, at minimum, updated and resubmitted annually upon each renewal.

7.4.5 The Project has issued standardized Affidavit templates for Section 7.4.3. These
are the only Affidavits compliant with Section 7.4.

7.4.6 When available, valid third-party Identity Preservation (IP) certificates are
acceptable alternatives to Affidavits when the scope of the third-party
certification program satisfies the requirements for which an Affidavit would be
used in Section 7.4.2.

7.5 Monitored-Risk and Low-Risk Major, Minor, and Micro Inputs and
Ingredients
7.5.1 Affidavits may be used to confirm the compliance of Monitored-Risk and
Low-Risk Major, Minor, and Micro Inputs and Ingredients.

7.5.2 The Affidavit must attest to compliance with the requirement for classification as
either Monitored Risk or Low Risk as described in Section 3.2, Table 3-1.

7.6  Non-Risk Major, Minor, and Micro Inputs and Ingredients
7.6.1 Affidavits may be used to confirm the compliance of Non-Risk Major, Minor, and
Micro Inputs and Ingredients.

7.6.2 The Affidavit must attest to compliance with the requirement for classification as
Non-Risk as described in Section 3.2, Table 3-1.

8 The Project maintains the list of countries (and associated frequencies and necessities of testing) that comply
with Section 7.4.2.
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8 Livestock and Poultry

The following requirements are intended to complement other sections of the Standard. Where
specific topics are addressed below (e.g., sampling, testing), these requirements are
authoritative. Where special requirements are not given, requirements from elsewhere in the
Standard apply.

Absence of all GMOs is the target for all Verified Products. Continuous improvement practices
toward achieving this goal must be part of the Participant’s quality assurance systems.

Livestock- and poultry-derived Products, Ingredients, and Inputs are High Risk because their
Ration Inputs are within the scope of review and may be Testable or Non-Testable High Risk.
These Products, Ingredients, and Inputs comply with the sampling and testing requirements of
the Standard through the sampling and testing of Inputs to the animals’ Rations and/or the
seed used to grow the Inputs to the animals’ Rations. Feed Inputs to Rations must be classified
based on their Weight Percentage within the Ration, Risk Status, and Testability. Unless
otherwise specified, compliance with the 5% Action Threshold is based on the quarterly
average of all lots tested. In all cases, the animals cannot be GM; nor can they have been
treated with or derived from Prohibited Substances listed under Section 2.2.3.

8.1 Compliance of Livestock- and Poultry-derived Products, Ingredients, and
Inputs
Livestock- and poultry-derived Products, as well as livestock- and poultry-derived Ingredients
and Inputs to Products, are considered High Risk and have different compliance pathways
depending upon their Weight Percentage as present in the finished Product. Table 8-1 outlines
the compliance requirements for livestock- and poultry-derived Products/Majors, Minors, and
Micros when the livestock or poultry-derived material is or is present in the Product under
evaluation. Table 8-1 is a summary; additional compliance requirements may apply.
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Table 8-1 Compliance of Livestock- and Poultry-derived Products, Ingredients, and Inputs
Product/Major

1. Animals must comply with Section 8.2, Life Cycle.

Inputs to Rations are classified based on the combination of Weight Percentage as
present in the Ration, Risk Status, and Testability.

3. Major Inputs to Rations are within the scope of review and must be found compliant with
Table 8-2.

4. Major High-Risk Inputs to Rations must comply with:
a. Section 4, Chain of Custody
b. Section 8, Livestock and Poultry
c. Section 8.8, Onsite Farm and Feed Mill Inspections
5. In addition to Ration compliance, the livestock or poultry-derived material must comply
with:
a. Section 4, Chain of Custody
b. Section 5, Onsite Inspections
c. Section 8.8, Onsite Farm and Feed Mill Inspections
d. Section 10, Product Specifications and Labeling
e. Section 11, Quality Assurance

Minor

1. Materials may comply with Standard requirements as a Product/Major.
OR

2. Materials may comply with Section 7.3, Testable High-Risk Minor and Micro Inputs and
Ingredients (e.g., Verified Status, organic certification).

Micro

1. Materials may comply with Standard requirements as either a Product/Major.
OR

2. Materials may comply with Standard requirements as a Minor.

OR

3. All Inputs to Rations are outside the scope of review; materials must comply with
Section 3.1.3, Micro Inputs and Ingredients.

Non-GMO Project Standard Version 16.1 March 31, 2023
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8.2 Life Cycle

Livestock- and poultry-derived Products, Ingredients, and Inputs must be from animals that
comply with the following life-cycle feed guidelines.

8.2.1

8.2.2

8.2.3

8.24

8.2.5

8.2.6

Meat animals, including culls (other than poultry): starting at birth (the feed of
nursing mothers is not evaluated) and ending at slaughter

Poultry, including spent hens: starting on the second day after hatching and
ending at slaughter

Laying hens: starting 30 days prior to initial verification and for the remainder of
the animal’s productive life (including rest and molt periods)

Dairy animals: starting 30 days prior to initial verification and for the remainder
of the animal’s productive life (including dry periods)

Animals cannot be intentionally cycled on and off compliant feed. The use of
non-compliant Major Inputs to the animals’ Rations triggers a Major
Non-conformity.

Removal of ani