July 3, 2018
U.S. Department of Agriculture
Agricultural Marketing Service
1400 Independence Ave. SW
Washington, DC 20250
Submitted via regulations.gov
Cc: befooddisclosure@ams.usda.gov
Re: Docket No. AMS-TM-17-0050, Implementation of the National Bioengineered Food Disclosure
Standard (Pub. L. 114-216)
Dear Secretary Perdue,
The Environmental Working Group is a public interest organization dedicated to using the power of
information to protect the environment and public health. EWG regularly advocates for increased
transparency in consumer products and has long called for the disclosure of foods produced with genetic
engineering. EWG appreciates the opportunity to offer these comments on the U.S. Department of
Agriculture, Agricultural Marketing Service’s proposed rule on the National Bioengineered Food
Disclosure Standard (NBFDS).
Nine out of ten Americans consistently report they want the right to know if their food is produced with
genetic engineering.1 Sixty-four other countries already require that this information be provided to
consumers.2 Congress has recognized “that consumers are interested in increased access to information
about their food.”3 On July 29, 2016, recognizing the consumer’s right to know about genetically
engineered (GE) foods or foods made with genetically modified organisms (GMO), Congress passed the
National Bioengineered Food Disclosure Standard (Pub. L. 114-216) to require USDA to establish a
mandatory, national disclosure standard for GMO foods.
Pub. L. 114-216 follows a trend towards greater transparency in consumer products. The last thirty years
have seen the proliferation of new laws requiring greater transparency with regards to everything from
credit scores, prescription eyeglasses and contact information, to online data sharing, advertising, debt
collection and incandescent lightbulbs.4 Consumer surveys have found that 98 percent of respondents
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believe it’s important for them to consider the ingredients in the food products they buy,5 94 percent of
consumers are more likely to be loyal to brands that offer transparency,6 and 73 percent of consumers
will pay more for products when the brand is transparent.7
Consumer interest in greater transparency has also shaped market behavior. In January 2016, seven
months before the passage of Pub. L. 114-216, Campbell Soup Company became the first major food
company to voluntarily disclose the presence of genetically engineered ingredients in its products.8
Mars, Kellogg’s, General Mills, and ConAgra followed suit not long after. This change was driven by
consumer demand and the multiple state GMO disclosure laws passed in response to that demand.
Campbell Soup Company noted the following in its responses to USDA’s 30 questions: “We strive to be
open and honest about what’s in our food, and we believe transparency builds trust. Viewing GMOs
through this transparency lens has caused us to think differently and changed our perspective on GMO
labeling.”9
Transparency will also be foundational to winning and maintaining consumer trust in the NBFDS. EWG
believes it is critical that AMS create a meaningful disclosure standard for GMO foods that meets both
Congressional intent and consumer expectations for transparency. To that end, we comment that:
• The disclosure standard should cover all foods produced with genetic engineering, including
highly refined sugars and oils.
• The disclosure standard must encompass new GMO technologies like CRISPR and RNAi.
• The disclosure standard should be consistent with other federal and international standards to
harmonize trade and avoid conflicts.
• The disclosure standard should adopt a 0.9 percent threshold for inadvertent or technically
unavailable GE substances to be consistent with the majority of countries with GMO disclosure
laws.
• The disclosure standard should use terms that consumers understand, like genetic engineering,
genetically modified, or GMO.
• The disclosure standard should avoid “may be” or “may contain” statements.
• The disclosure standard should use a neutral symbol that clearly communicates the presence of a
genetically engineered ingredient.
• The disclosure standard must have strong rules governing electronic or digital disclosures, which
must be inclusive of all Americans – including consumers without smartphones, rural residents,
and the elderly.
• The disclosure should be consistent with other federal agencies and existing standards overseen
by the Department of Agriculture, like the National Organic Program.
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•
•

The disclosure standard should define small and very small companies consistent with other
areas of FDA law.
The disclosure standard should be implemented quickly.

Applicability
I.

Scope of “bioengineered”

a. The disclosure standard must cover highly refined foods and foods bioengineered with new GE
technologies
The proposed National Bioengineered Food Disclosure Standard (NBFDS) directly incorporates the
definition of bioengineered from Pub. L. 114-216, defining “bioengineered” as food that “(A) contains
genetic material that has been modified through in vitro recombinant deoxyribonucleic acid (DNA)
techniques; and (B) for which the modification could not otherwise be obtained through conventional
breeding or found in nature.”
In the proposed NBFDS, AMS states that while it will not further interpret what “bioengineering”
means, it welcomes public comment on what could be considered to constitute “bioengineering.” AMS
is particularly interested in whether highly refined ingredients made from BE crops like sucrose,
dextrose, corn starch, high fructose corn syrup, and corn, canola, and soybean oils would fall under the
statutory definition of bioengineering.
The preamble to the proposed NBFDS lays out two conflicting positions. The first position is that these
highly refined ingredients “do not contain” genetic material because these ingredients have undergone
processes to remove the genetic material or the material cannot be detected using common methods. The
second position contends that all foods produced from bioengineering fall within the scope of the
definition of “bioengineering,” including highly refined foods. EWG believes strongly that AMS must
clarify the proposed rule to adopt the second position and include all foods produced with genetic
engineering.
As many respondents to USDA’s 30 questions commented, just because genetic material cannot be
readily detected using current methodologies, does not mean that the genetic material is not present.
Furthermore, as AMS acknowledges in the preamble to the rule, some studies have found genetic
content in tests of highly refined sugars and oils.10 As Consumers Union pointed out in responses to
USDA’s 30 questions, technology has advanced significantly over the last twenty years.11 In 2010, a
group of Portuguese scientists concluded that it was possible to detect and quantify genetically modified
organisms in refined soybean oil.12 A year later, in 2011, a team of Chinese scientists showed that they
10
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could detect bioengineered DNA in a number of highly processed foods, including soy lecithin, soy
protein powder, chocolate beverage, infant rice cereal, corn protein powder, corn starch and corn jam.13
As such, highly refined ingredients may still “contain” modified genetic material.
Including highly refined ingredients would also align with consumer expectations. Consumers care
about where their food comes from and how it was produced, not whether the final product contains
genetic material. A reasonable consumer would expect all foods derived from genetic engineering to be
covered by the NBFDS. Furthermore, excluding highly refined ingredients like sugars and oils from the
scope of the “bioengineering” definition could exempt a significant portion of the market from
disclosure. A recent analysis of the 105,000 food products in EWG’s Food Scores database14 found that
more than 67,000 products likely contain a GMO ingredient. Of those products, EWG identified the
number of food products that only contain a GMO sugar or oil, and no other GMO ingredient that would
trigger disclosure. EWG found that at least 10,000 foods, or one in six, only contain a GMO sugar or oil,
meaning they would be excluded from the NBFDS if such ingredients were exempted.15 Exempting
these foods from the NBFDS would mislead consumers into thinking that those foods are not produced
with genetic engineering.
An unduly narrow interpretation of “bioengineering” could also exclude emerging genetic engineering
technologies and limit future disclosures. For example, in April 2016, the USDA approved a white
button mushroom that was edited with a controversial gene-editing tool called CRISPR/Cas9 to reduce
browning.16 The mushroom was modified, not by adding new DNA to the mushroom, but rather by
making small deletions of a specific gene.17 Gene editing is also being used to develop soybeans that
have less trans fat when converted into soybean oil.18 A recent article in the MIT Technology Review,
aptly titled “These are Not Your Father’s GMOs,” points to the proliferation of these gene editing
techniques to create “designer plants” that do not contain foreign DNA.19 Reasonable consumers would
expect that the NBFDS cover foods produced not only with current GE technology, but also any
emerging or future technologies. Because this is a rapidly changing area of science, the NBFDS must be
construed broadly enough to capture technological advances.
Including highly refined ingredients within the definition of “bioengineering” was also supported by
major industry stakeholders like the American Beverage Association, the American Frozen Food
Institute, Campbell Soup Company, Danone Wave, the Grocery Manufacturers Association, the
National Confectioners Association, the National Family Farm Coalition, and Unilever in responses to
USDA’s 30 questions.
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b. Congress intended that USDA interpret “bioengineering” broadly
Including highly refined ingredients in the scope of the “bioengineering” definition is also consistent
with congressional intent. In a colloquy on July 12, 2016, Ranking Member of the Senate Agriculture
Committee Senator Debbie Stabenow (D-Mich.) reiterated the broad authority of the USDA to include a
wide range of ingredients, including highly refined and gene-edited ingredients, under this definition.
She stated, “This bill gives USDA broad authority to determine . . . which foods will be subject to this
bill’s mandatory disclosure standard, including highly refined products derived from GMO crops and
products developed using gene editing techniques.”20 More specifically, she clarified that “this bill does
not prohibit the labeling of highly refined products derived from GMO crops including soybean oil
made from GMO soybeans, high fructose corn syrup made from GMO corn, and sugar made from GMO
sugar beets.”21
In crafting the definition of “bioengineering” in Pub. L. 114-216, Congress also provided USDA the
authority to apply the definition broadly to include genetic engineering technologies other than rDNA,
like CRISPR, gene editing or RNA interference (RNAi). In her colloquy, Senator Stabenow stated that
“the bill gives USDA broad authority to periodically amend its labeling regulations to ensure that there
are no new scientific biotechnology methods that may escape any overly prescriptive statutory definition
of biotechnology.”22 In addition to a broad interpretation of what’s covered by “bioengineering,” USDA
should establish a clear mechanism under the NBFDS that requires the inclusion of new genetic
engineering techniques, as they are developed, to ensure that companies and consumers understand the
full scope of the disclosure standard.
Former USDA General Counsel Jeffrey M. Prieto reaffirmed in 2016 that it is well within USDA’s legal
authority to broadly interpret the definition of bioengineering to include foods derived from various
forms of GE technology. In a letter to Ranking Member Stabenow on July 1, 2016, Prieto wrote:
Section 291(1) of the Senate bill provides authority to include food in the national
disclosure program, including products of certain gene editing techniques. This would
include novel gene editing techniques such as CRISPR when they are used to produce
plants or seeds with traits that could not be created with conventional breeding
techniques. In addition, the definition provides authority to include RNAi techniques that
have been used on products such as the non-browning apple and potato.23
Congress also intended the NBFDS to cover more products than the disclosure law passed in Vermont.
In numerous press releases, postings on social media and public statements, Ranking Member Stabenow
stated that Pub. L. 114-216 would require 25,000 more products be subject to a mandatory disclosure
requirement as compared to Vermont Act 120 and other state disclosure requirements. In a July 7, 2016,
statement made on the Senate floor, Ranking Member Stabenow said:
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[I]n Vermont and at the State level, meat, eggs, cheese, and dairy are exempt—totally
exempt. So someone called it the Vermont meat loophole. So we said: You know what.
That is not acceptable. So we added 25,000 more food products under this law that we
would be voting on tonight. On this bill, 25,000 more food products will be labeled for
people to know whether they are getting GMO ingredients. 24
Not including highly refined sugars and oils in the GMO disclosure requirement would betray the clear
intent of Congress that the NBFDS require 25,000 more products to carry a GMO disclosure than was
allowed by states like Connecticut, Maine and Vermont. In fact, a recent analysis by EWG found that
more than 10,000 products could be excluded from the NBFDS if highly refined ingredients are
excluded.25
c. Defining “bioengineering” broadly will help harmonize trade and minimize trade conflicts
Adopting position 2 and including highly refined ingredients and new GMO technologies in the
definition of “biotechnology” would be consistent with labeling requirements promulgated by our major
trading partners and relevant international law. This would help to harmonize trade and reduce potential
trade conflicts. It would also help facilitate mutual recognition agreements.
Including highly refined oils and sugars would conform to the standards and guidelines26 adopted by
Codex Alimentarius, or “Food Code,” which are recognized by the World Trade Organization as the
authoritative standard for purposes of settling international trade disputes, and therefore should be a
guidepost for AMS. At its 39th session, held in 2011, the Codex Committee on Food Labeling adopted
labeling standards for genetically modified foods and specifically stated in draft language that:
Different approaches regarding labeling of foods derived from modern biotechnology are
used. Any approach implemented by Codex members should be consistent with already
adopted Codex provisions. This document is not intended to suggest or imply that foods
derived from modern biotechnology are necessarily different from other foods simply due
to their method of production.27
Thus, to the extent possible, USDA should strive to interpret its definition of “biotechnology” consistent
with the Codex Alimentarius. The following definition comes from the Principles for Risk Analysis of
Foods Derived from Modern Biotechnology adopted by the Codex Alimentarius Commission in 2003.28
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Modern biotechnology:
(i) in vitro nucleic acid techniques, including recombinant DNA and direct injection
of nucleic acid into cells or organelles, or
(ii) fusion of cells beyond the taxonomic family, that overcomes natural,
physiological reproductive or recombination barriers, and that are not techniques used
in traditional breeding and selection.
The Codex definition of modern biotechnology has also been adopted by the Food and Drug
Administration29 and the National Organic Standards Board.30 The Codex Alimentarius also uses the
following definitions:
Genetically engineered/modified organisms, and products thereof, are produced through
techniques in which the genetic material has been altered in a way that does not occur
naturally by mating and/or natural recombination.
Techniques of genetic engineering/modification include, but are not limited to:
recombinant DNA, cell fusion, micro and macro injection, encapsulation, gene deletion
and doubling. Genetically engineered organisms will not include organisms resulting
from techniques such as conjugation, transduction and hybridization.31
The Codex definitions for “modern bioengineering,” “genetically engineered/modified organisms,” and
“techniques of genetic engineering” all are defined broadly and include things like direct injection,
hybridization, and even gene deletion and doubling. Note that the Codex definition also says that the
genetic engineering techniques “include, but are not limited to” the methods listed in its definition. This
leaves room for interpretation and also new developing technologies. Thus, broadly interpreting
“bioengineering” to cover highly refined ingredients and new technologies would be consistent with the
Codex.
The U.S. is also a party to the Agreement on Technical Barriers to Trade (TBT), which requires
Members to ensure that technical regulations are not adopted or applied with a view to or with the effect
of creating unnecessary obstacles to trade, and regulations shall not be more trade restrictive than
necessary to fulfill a “legitimate objective.” Such “legitimate objectives” include national security, the
prevention of deceptive practices, protection of human health or safety, and the protection of the
environment.32 As previously discussed, exempting highly refined ingredients from the NBFDS would
betray consumer expectations. It could also exclude a significant portion of genetically engineered foods
from disclosure, leading to potential consumer deception.
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AMS states in the preamble to the rule its intention to establish recognition agreements with foreign
governments that have established labeling requirements for BE food. These agreements would consider
“whether the proposed partner nation’s BE labeling requirement is mandatory, what threshold
requirement is imposed, and what food products are subject to BE labeling.” Most countries that require
the disclosure of GMO foods, including some of our major trading partners, require that highly refined
sugars and oils, as well as products of modern forms of biotechnology (including gene silencing or
deletion via RNAi and CRISPR), be disclosed.33 Based on our review of USDA Foreign Agricultural
Service documents, at least 38 of the 64 countries identified as having mandatory labeling policies
require that GMO oils and sugars be labeled, even if the transgenic material may not be detectable.34
This includes the member countries of the European Union, as well as Russia, the United Kingdom,
China, South Korea, and Brazil. These countries also have established broad policies with regard to the
type of genetic engineering techniques used in the production of the specific GE product or ingredient.
Interpreting “biotechnology” consistent with the majority of countries that require BE labeling would
ease the process of creating and facilitating mutual recognition agreements, streamlining trade.
d. Failure to require disclosure of food produced with modern forms of biotechnology could create
conflict with other federal definitions
Other definitions of biotechnology promulgated by the federal government have included newer forms
of genetic engineering. The definition of “biotechnology product” put forward in a 2015 memorandum
issued by the Executive Office of the President includes all of the newer technologies used in
biotechnology, such as those of gene editing or gene silencing.35 The FDA uses the Codex definition of
modern biotechnology, which is inclusive of new technologies.36 In reference to the different methods of
genetic engineering, USDA’s existing definition of excluded methods also includes gene editing and
gene silencing.37 The recent recommendation by USDA’s National Organic Standards Board clarifies
that such forms of genetic engineering are prohibited under the organic standard.38 USDA Animal and
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Plant Health Inspection Service also recently considered updating its regulations on genetically
engineered organisms, “in response to advances in genetic engineering.”39
e. Any definition of “conventional breeding” should be defined narrowly
AMS seeks comment on whether USDA should include a definition of “conventional breeding.” If AMS
chooses to define “conventional breeding,” the definition should be construed narrowly. An overly
broad definition could exclude a significant portion of the market. As the FDA pointed out in its
technical assistance on Pub. L. 114-216, “[i]t may be difficult to demonstrate that a particular
modification could not be obtained through conventional breeding (or even that it could not occur in
nature).”40 For example, although some kinds of gene editing could be achieved through conventional
breeding, genetic engineering allows those modifications to take place significantly faster.41 However, a
reasonable consumer would expect AMS to take into consideration the necessary time and conditions
that would be needed for a gene modification to take place through “conventional breeding.”
As such, gene editing and gene silencing and other GE techniques should not be considered
“conventional breeding.” EWG encourages AMS to follow the approach taken by FDA on genetically
engineered animals. Proposed Guidance for Industry issued in 2016 covers animals whose “genomes
have been intentionally altered using modern molecular technologies, which may include random or
target DNA sequence changes including nucleotide insertions, substitutions or deletions, or other
technologies that introduce specific changes to the genome of the animal.”42 This definition makes clear
that animals with any altered DNA would fall under the guidance and would not be considered
conventionally-bred animals. Likewise, any DNA sequence changes in food through gene editing,
including “insertions, substitution or deletions” should not be considered “conventional breeding” and
should be subject to the NBFDS.
The law also requires harmonization with organic standards. Thus, if AMS chooses to define
“conventional breeding,” the most appropriate definition would be the definition for classical/traditional
plant breeding agreed to by the NSOB:
Classical/traditional plant breeding—Classical (also known as traditional) plant
breeding relies on phenotypic selection, field-based testing and statistical methods for
developing varieties or identifying superior individuals from a population, rather than on
techniques of modern biotechnology. The steps to conduct breeding include: generation
of genetic variability in plant populations for traits of interest through controlled crossing
(or starting with genetically diverse populations), phenotypic selection among genetically
distinct individuals for traits of interest, and stabilization of selected individuals to form a
unique and recognizable cultivar. Classical plant breeding does not exclude the use of
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genetic or genomic information to more accurately assess phenotypes, however the
emphasis must be on whole plant selection.43
f. None of the modifications produced through genetic engineering should be considered “found in
nature”
AMS also seeks comment on whether it should define the term “found in nature.” If AMS decides to
define the term “found in nature,” it should do so in a way that ensures the NBFDS rule covers all foods
produced with or derived from genetic engineering, including those using new techniques of modern
biotechnology.
An unduly broad definition of “found in nature” would exempt nearly all GE foods from the NBFDS.
Virtually all GE foods have some trait that is “found in nature.” For example, crops like corn and sugar
beets are modified to be herbicide-resistant, but herbicide resistance can also develop naturally.44 The
EPSPS gene, which makes crops resistant to glyphosate, is found in nature.45 “Bacillus thuringiensis” is
a bacteria that naturally produces a crystal protein that is toxic to pests.46 Bt crops like corn have been
genetically engineered to produce this same toxin to ward off pests.47 Foods produced with these genetic
modifications make up a substantial part of the GMO marketplace. Exempting these products from
disclosure would clearly be contrary to consumer expectations and Congressional intent.
A broad definition of “found in nature” would also go against the plain meaning of the term “nature.”
Merriam-Webster defines the term “nature” as “the physical world and everything in it (such as plants,
animals, mountains, oceans, stars, etc.) that is not made by people.”48 None of the modifications
produced through genetic engineering could be “found in nature,” under this definition. Because these
modifications cannot be “found in nature,” foods produced with these modifications would fall within
the scope of the NBFDS.
One simple way to define “found in nature” and ensure that all GE foods are covered by the NBFDS, as
intended by Congress, would be to take the approach suggested by Consumers Union in its response to
USDA’s 30 questions. Consumers Union recommended interpreting “modification found in nature” to
mean the exact genetic construct (e.g., the same nucleotide base sequence for the full construct) that has
been inserted into the organism.49 As Consumers Union explained in its response to USDA’s 30
questions, the natural traits or genes inserted into plants during genetic engineering usually have to be
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“codon optimized” first.50 This means that the nucleotide base sequence in a gene is slightly altered
before being inserted into the plant. Because that exact sequence is not a modification which can be
“found in nature,” any food derived from genetic engineering would be covered by the NBFDS.
Additionally, any excluded method under the National Organic Program should not be considered to be
methods “found in nature.”
Finally, AMS also seeks comment on whether to consider intellectual property law as one potential
method for determining whether a genetic modification is found in nature. The U.S. Patent and Trade
Office has issued guidance for patent examiners that products of nature are not patentable subject matter.
As such, AMS suggests that patented genetic modifications would not be considered “found in nature”
for the purposes of the NBFDS. This approach may be used as one method to inform AMS’s decisionmaking on covered foods. However, as AMS recognizes, there are GE technologies and foods that have
not sought intellectually property protection. The absence of a patent should not be a factor in
determining if a modification can be found in nature.
II.

List of commercially available GMO products

AMS is proposing to create two lists of commercially available GE foods to inform food companies
about which foods should be required to carry a disclosure and how. Only foods or products on the lists
would be subject to disclosure under the law. The GE foods on these proposed lists are included in
FDA’s list of Biotechnology Consultations on Food from GE Plant Varieties,51 produced anywhere in
the world, and commercially available for retail sale in the U.S.
The two lists USDA has created are:
o Highly Adopted Commercially Available BE – This includes crops like canola, field corn,
cotton, soybeans, and sugar beets, where there is an adoption rate of 85 percent or greater.
Foods on this list would be presumed to be GE, unless the producer can demonstrate
otherwise, and would carry affirmative disclosures.
o Not Highly Adopted Commercially Available BE Foods – This includes non-browning
apples, sweet corn, papayas, potatoes, and summer squashes. Only certain cultivars on this
list would be presumed to be GE, unless the producer can demonstrate otherwise, and would
be allowed to carry “may contain” disclosures.
EWG supports the creation of a presumption of disclosure for foods on the highly adopted commercially
available list and for certain cultivars on the not highly adopted commercially available BE foods list.
However, commercially available foods on the not highly adopted list should also be required to have an
affirmative disclosure, rather than a “may contain” or “may be” disclosure. Raw foods like papayas and
summer squash, and particularly GE raw foods with distinct traits like the non-browning apple should
not be allowed to carry a “may be” disclosure just because these foods are not yet highly adopted BE
foods. The proposed rule is already narrowly limited to select cultivars of these groups that use GE
technology. These crops are relatively easy to segregate from their non-GE counterparts and should be
50
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labeled accordingly. AMS should also consider maintaining just one list of commercially available GE
crops and cultivars of crops, all of which would be presumed to be BE and required to carry a
disclosure. Foods, like the AquAdvantage Salmon, that have gone through FDA premarket consultation,
but are not yet commercially available, should be subject to the NBFDS as soon as they become
commercially available.
AMS is proposing that incidental additives exempt under 21 C.F.R. 101.100 not be required to be
disclosed unless the incidental additive would require disclosure pursuant to other labeling requirements
under the FDCA. EWG does not object to this approach. However, EWG does not agree with
commenters who requested that the NBFDS exclude products where the modified genetic material
ultimately cannot be detected. As EWG commented above with regards to highly refined sugars and
oils, current technology may not always be able to detect genetically modified material. Excluding foods
with “undetectable” genetic material could potentially exclude a large portion of GE foods on the market
and would be contrary to both consumer expectations and Congressional intent.52
AMS also invites comment on the process to add products to the list. EWG agrees with AMS that the list
of commercially available foods should be updated annually. We support the development of a process
to help stakeholders determine whether a food is subject to disclosure. Such a process should include a
rubric to help stakeholders, food manufacturers and the public understand how disclosure requirements
are triggered, as well as a publicly available and searchable online database that includes the full list of
determinations, with information provided as to the reason(s) for why a food product does or does not
meet the disclosure requirement under the standard. EWG believes that AMS should establish a clear
mechanism under the disclosure standard that requires the inclusion of new genetic engineering
techniques, as they are developed, to ensure that companies and consumers understand the full scope of
the disclosure standard. EWG believes that the 18-month grace period proposed under § 66.7(c) is
unnecessarily long and should be shortened to a period of no longer than one year.
AMS should also establish a clear mechanism under the disclosure standard that requires the inclusion
of new genetic engineering techniques, as they are developed, to ensure that companies and consumers
understand the full scope of the disclosure standard.
III.

Exemptions

a. To avoid trade conflicts, the standard’s de minimis threshold should be consistent with those of
the majority of U.S. trading partners with a 0.9 percent threshold of the specific ingredient
An important consideration for maintaining consistency with international standards and trading partners
is the establishment of a consistent threshold – the amount of inadvertent or technically unavoidable GE
content above which triggers the mandatory disclosure requirement. We urge AMS to adopt the most
common international standard and current industry standard for mandatory disclosure, which is
alternative 1-B, 0.9 percent by individual GE ingredient. Over half of the 64 countries that require GMO
labeling have a GMO threshold level of at minimum 0.9 percent.53 The European Commission standard
has a lower, 0.5 percent threshold, which applies to unapproved GMO traits that have received a
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“favourable safety assessment” from an EC scientific committee.54 This threshold is also consistent with
the Non-GMO Project standard, the leading voluntary GE-free certification standard in the U.S.55 This
threshold was also endorsed by major industry stakeholders like Danone Wave, Procter & Gamble, the
Specialty Food Association, and Unilever in response USDA’s 30 questions.
The other two thresholds proposed by USDA – five percent by weight of the specific ingredient, or five
percent of the total weight of the food in its final form – would not be suitable options. These options
would be inconsistent with most of our major trading partners and may exempt wide swaths of foods
from disclosure. While a small handful of countries have established a threshold above 0.9 percent,
using the 0.9 percent standard would set a regulatory floor that would ensure that American companies
are in compliance with all standards internationally – those set at 0.9 percent by weight of the specific
ingredient and those above it. Establishing this floor would ease the process of negotiating and executing
mutual recognition agreements, facilitating international trade.
However, as we have noted earlier, the ability to detect the presence of GE content alone should not
serve as the basis for the GMO disclosure. The use of genetic engineering methods to produce a desired
trait should also serve as the basis for the disclosure when it is difficult to detect the GE material in the
finished product. As we have noted, consumers are not merely interested in the presence of GMOs but
are also interested in the processes by which GMO traits are produced.
b. Very small food manufacturers
Pub. L. 114-216 specifically exempts “very small” food manufacturers. The proposed rule suggests
defining very small food manufacturers as food manufacturers with annual receipts of less than $2.5
million. This would exempt 74 percent of food manufacturers and exclude 4 percent of products from
the disclosure requirement. AMS also asked for comment on alternative cutoffs of $5 million or
$500,000 in annual sales.
In exempting very small food manufacturers from having to comply with the disclosure requirements of
Pub. L. 114-216, Congress intended to only exempt “cottage foods” and very small companies. While
“very small food manufacturer” is not defined in the statute, FDA’s regulations for nutrition labeling
exempt very small food manufacturers as defined as companies that sell directly to consumers, such as
retailers, that average less than $500,000 in gross annual sales.56 Because the NBFDS and nutrition
labeling are both labeling requirements, $500,000 is a logical cutoff point. Additionally, by AMS’s
calculations, this cutoff point would exclude 45 percent of food manufacturers, but only 1 percent of
products.
The FDA has elsewhere defined “very small businesses” as those “averaging less than $1,000,000,
adjusted for inflation, per year, during the 3-year period preceding the applicable calendar year in sales
of human food plus the market value of human food manufactured, processed, packed, or held without
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sale (e.g., held for a fee).”57 According to AMS’s own analysis in the proposed rule, defining small or
very small food manufacturers at this threshold would cover 58 percent of firms, but only exclude 2
percent of products. While AMS did not propose $1,000,000 as an alternative cut-off, it should take this
number into consideration.
c. Organic food
The use of “excluded methods,” which includes the use of GMOs, is strictly prohibited in organic
production and handling. Because of these longstanding rules, Pub. L. 114-216 expressly acknowledges
that organic certification is sufficient to make an absence claim such “non-GMO” or “not
bioengineered.” While the proposed rule exempts organic food from making a GE disclosure, it does not
address non-GMO claims for organic foods. AMS should incorporate this statutory provision into the
rule. Section 294 of Pub. L. 144-216 also explicitly states that foods cannot make absence claims solely
because they are not required to make a GE disclosure, but this is not addressed in the proposed rule.
AMS should clarify in the rule that other products exempt from disclosure, like milk from cows fed GE
feed, or food produced by very small manufacturers, are not by default able to make a non-GMO claim
simply because the food is not required to carry a disclosure.
AMS should also modify the organic exemption from “(e) Food certified organic under the National
Organic Program” to “(e) Food certified under the National Organic Program.” This minor technical
change will ensure that all NOP certified label categories (e.g., “100% Organic, “Organic,” and “Made
with Organic”) and all ingredients contained within each category are covered.
As described in section 293(f)(2) of Pub. L. 114-216 and further clarified through USDA’s Policy
Memorandum on “Consistency with the AMS National Organic Program,” the NBFDS must also ensure
that any proposed rules for bioengineered food disclosure will not require any modifications be made to
the USDA organic regulations, including any definition of “excluded methods.” EWG suggests adding
this statutory language to the rule to more explicitly require consistency with the National Organic
Program.

The Disclosure Standard
I.

Text disclosures

a. The GMO disclosure standard should use terms that consumers understand, like “GMO,”
“genetically modified,” or “genetically engineered”
USDA has proposed that all GMO disclosures exclusively be made using the terms “bioengineered
food” or “bioengineered food ingredients.” USDA should consider the terms “genetic engineering,”
“genetic modification,” and “GMO” as interchangeable with “bioengineering” for purposes of the
NBFDS because of their contemporaneous use in state and federal policy, as well as in international
standards and guidelines developed by Codex Alimentarius.

57

110 C.F.R. § 117.3 (definitions for FDA rule titled Current Good Manufacturing Practice, Hazard Analysis, and RiskBased Preventive Controls for Human Food).

14

Prior to passage of Pub. L. 114-216, three states – Connecticut, Maine and Vermont – passed mandatory
disclosure laws for GE foods, and Alaska established a mandatory disclosure law for GE salmon. Each
of these laws used the term “genetic engineering” to describe the technology and the terms “genetically
engineered” or “genetically modified” for purposes of the disclosure requirement. In addition to state
laws, federal policy has long used the terms “genetic modification” and “genetic engineering”58 to
describe this process, as do USDA’s own regulations of plants produced using biotechnology.59 All
communications on genetic engineering from the National Organic Program since 2000 refer to
“GMOs.”60 Several companies that have chosen to voluntarily disclose the presence of GE ingredients
have used terms like “genetic engineering” or “partially produced with genetic engineering.”
A recent study of consumer shopping habits and attitudes in Vermont following the rollout of its
mandatory labels using the disclosures “produced with genetically engineered,” “partially produced with
genetic engineering,” and “may be produced with genetic engineering” found that sales of GE foods
didn’t decrease following these disclosures.61 In fact, consumer attitudes towards genetically engineered
foods actually improved.62 What’s more, allowing use of these terms would provide continuity and ease
compliance for companies that created labels for use in Vermont or that chose to voluntarily disclose.
The term “bioengineering” is often associated with the medical field, rather than food. Webster’s
Dictionary defines “bioengineering” as the “biological or medical application of engineering principles
(as the theory of control systems in models of the nervous system) or engineering equipment (as in the
construction of artificial organs).”63 The common use “bioengineering” in the medical, rather than the
food context, could be confusing for some consumers.
Many of our major trading partners use some variation of “genetically modified” or “genetically
engineered” in their disclosure standards. China,64 South Korea,65 and Japan66 use the term “GM,” and
the European Union67 and Australia68 use “genetically modified.” Several major industry stakeholders
including the Campbell Soup Company, Danone Wave, the Grocery Manufacturers Association, the
Independent Bakers Association, the National Pork Producers Council, Procter & Gamble, and Unilever
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voiced support for using these terms in the disclosure standard in their responses to USDA’s 30
questions.
Polling shows that consumers are less familiar with the term “bioengineered” or the abbreviation “BE.”
In a recent consumer survey, 60 percent of respondents said they knew “not too much” or “nothing at
all” about “bioengineered food.”69 Only 25 percent said they knew “some” and only six percent said
they knew “a great deal” about bioengineered food.70 By contrast, 35 percent of surveyed consumers
said they knew “some” about “foods containing GMOs” and eleven percent said they knew “a great
deal.”71 Fewer than half of the respondents reported knowing “not too much” or “nothing at all” about
foods containing GMOs.72
The Campbell Soup Company also conducted its own consumer surveys when developing its voluntary
disclosure in 2016. When testing nine different potential labels, the Campbell Soup Company found that
consumers found the terms “bioengineered” and “genetically engineered” confusing and had a clear
preference for “GMO.”73 In its responses to USDA’s 30 questions, Campbell argued that “Not including
genetically modified and GMO as permitted synonyms to ‘bioengineered food’ would likely confuse
some consumers.”74 Whole Foods also reported in its response to USDA’s 30 questions that based on its
experience with customers and suppliers, “genetically modified organism,” “GMO,” and “Non-GMO”
are widely and well-understood by consumers.75
Consumers are also already familiar with “Non-GMO” labels in the marketplace. The Non-GMO Project
Verified label can be found on more than 50,000 products across 3,000 brands and represents annual
sales of more than $22.3 billion.76 Because consumers are already accustomed to seeing the term “NonGMO” in absence claims, consumers will likely expect to see the same language used in presence
disclosures.
b. The GMO disclosure should be a presence disclosure and should not allow for “may
contain” statements
AMS is specifically seeking comment on the uses of “may be” or “may contain” disclosures. USDA has
proposed allowing use of the phrases “may be a bioengineered food” or “may contain bioengineered
food ingredients” for food derived from crops appearing on USDA’s list of “Commercially Available
BE Foods – Not Highly Adopted.” The clear majority of the 64 countries that require the mandatory
disclosure of GMO foods do not allow the use of a “may contain” statement to meet their disclosure
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requirements.77 Companies subject to the disclosure requirement will already have to keep records to
indicate compliance with the disclosure requirement, meaning they will be required to know if their
product contains, or likely contains, a GMO ingredient or is genetically engineered. As such, there is no
need for a “may contain” or “may be” statement in the disclosure, and allowing these statements will
likely confuse consumers.
II.

Symbols

Any symbol disclosure must sufficiently meet consumer expectations and accurately convey to a
consumer that the food product is genetically engineered, was produced with genetic engineering, or
contains certain genetically engineered ingredients. Each of the three proposed symbols contains the
letters “BE” for bioengineered or statements using the terms “bioengineered food.” As explained above
in the section on text disclosures, consumers are unfamiliar with the term “bioengineered” and are
unlikely to understand that “be” is an abbreviation for bioengineered. Consumers readily recognize the
acronym “GMO” as synonymous with genetic engineering or bioengineering. EWG recommends that
AMS incorporate the term GMO into the symbol design.
Pub. L. 114-216 prohibits USDA from implying that foods or ingredients made from bioengineering are
safer or less safe than their non-GMO counterparts.78 AMS, in the preamble to the proposed rule, claims
that it has designed the symbols in a way that will not “disparage” bioengineered foods or make
comment on “safety.” Although the symbols certainly do not “disparage” GE foods, they are far from
neutral. The three proposed symbols are all bright, cheery, and green, which could mislead consumers
into thinking that GE foods are somehow healthier, better, or more environmentally friendly than nonGE foods. These symbols could also convey to consumers that GMO foods are safer than non-GMO
foods, which is expressly prohibited by the statute.
AMS’s descriptions of the symbols are equally misleading. AMS describes alternative 2-B as a green
circle with the lower-case type “be” in white type with an “inverted arch” below the letters. However,
the combination of the lower-case “be” letters and “inverted arch” clearly resembles a smiling face. The
description also states that around the circumference of the circle there are 10 triangular leaves equally
spread around the perimeter of the circle, which transition from yellow to orange. Nowhere does the
description state that that the symbol resembles a sun, even though it clearly does. Alternative 2-C,
which clearly resembles a winking face, is described as a circle with two lowercase “be” letters, “an
inverted green arch,” and with a “bifurcating leaf” inside the middle of the lowercase “b.” These
descriptions fail to capture how consumers are likely to actually perceive these symbols.
Research has shown that green colors and natural images like leaves help consumers identify products as
being environmentally friendly.79 According to color theory, green colors in advertising and branding
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communicate “health, freshness, or an ‘all-natural’ quality.”80 Oranges and yellows like the ones used in
alternative 2-B communicate “activity, energy, and optimism” and “happiness, cheerfulness, and the
freshness of spring.”81 Children are also drawn to happy images like the winking face proposed in
alternative 2-C. A recent study found that when preferred food options like whole grains, low fat, fruits,
and vegetables contained a green smiley face emoticon, elementary school students selected those
options twice as often.82
The leaves and other environmental imagery in the proposed symbols are also similar to symbols used
for organics in Europe and for vegan food. The U.S. Environmental Protection Agency also uses leaves
in its “Safer Choice” symbol. Consumers who are familiar with those symbols could be misled into
believing that GE foods are more environmentally friendly or are organic.
AMS should redesign the NBFDS to be more neutral. There are several governmental and nongovernment symbols that effectively convey information without making any value judgments. For
example, the Kosher symbol and gluten-free symbols simply utilize circles, letters, and words in neutral
font. The USDA organic symbol is also clear but neutral. AMS should consider consumer focus groups
as a means of better understanding what symbols could be easily recognized by consumers. EWG agrees
with AMS’s proposal to allow a black and white version of the symbol, just as USDA allows a black and
white version of the organic label.

Finally, the rule must also stipulate that the symbol should be placed near other required disclosures and
be prominently sized. AMS should develop criteria for placement such that the symbol is placed near
other required disclosures, is prominently sized, and is formatted in a manner that is easily recognizable
and seen by a consumer.
III.

Electronic disclosures

a. USDA needs to establish strong rules governing the use of electronic disclosures
The use of electronic disclosures, like Quick Response (QR) codes, present a number of technological,
regulatory, and access-related challenges. The USDA-commissioned study by Deloitte identified a
80
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number of obstacles to digital disclosures, including that:
• Consumers associate digital links with marketing information, rather than food information.
• Consumers may not have equipment to scan digital links and most retailers do not offer viable
alternatives.
• There are a multitude of scanning apps, most of which are not intuitive to use.
• Consumers may not be able to connect to broadband or connect at a speed that is fast enough to
load information.83
The final rule must address the issues identified in the Deloitte study and include clear rules and
performance standards for companies that decide to use the electronic or digital disclosure method to
ensure that consumers can consistently scan products to access GMO disclosures.
The rules established by USDA governing the regulation of mandatory electronic disclosures will be the
first of their kind in the U.S. and potentially in the world. The final rules will set the precedent for how
other federal agencies regulate electronic disclosures on consumer products moving forward. But the
proposed NBFDS left out many key details with regards to digital disclosures.
Therefore, it is critical that USDA ensure the following technical and performance challenges related to
electronic or digital disclosures are addressed in the final rule:
i.

Size – QR codes do not always scan properly in low-light conditions, and the ability
to consistently scan a QR code can vary depending on the type and model of
smartphone or scanner being used. Sec. 293 of the law directs the Secretary to require
that the “electronic or digital link disclosure is of sufficient size to be easily and
effectively scanned or read by a digital device.” Many industry experts recommend
that QR codes be a minimum size of 1.25 square inches to be easily and effectively
scanned. 84

ii.

Color, contrast and “quiet zone” – QR codes perform best when they are designed as
dark codes on light backgrounds, and when there is a high level of contrast between
the code and the background. In addition, QR codes require a “quiet zone” to serve as
a buffer around all four sides of the code itself.85 This ensures that a scanner can
register the code and read it without interference. USDA should ensure that QR code
design is included in its performance standards.

iii.

Packaging material and shape – The type of packaging material and its shape can
negatively impact the performance of a QR code. QR codes perform optimally when
used on smooth, opaque and flat surface like paperboard, as compared to irregular
materials like foil wrappers and plastic bags. Packaging material and shape must also
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be included in the performance standards for QR codes.
iv.

Changes in technology – As USDA recognized in its 30 questions, a QR code is not
the only 2D code that companies could use to meet the electronic or digital disclosure
requirements of the law. Other coding systems like SnapTag®, Data Matrix,
MaxiCode and Aztec Code may be appropriate, however each may also present
unique technological challenges or hurdles that could jeopardize a consumer’s ability
to access a GMO disclosure. 86 In addition to 2D codes, manufacturers could
conceivably use radio-frequency identification (RFID) data chips, or electronic or
digital watermarks to meet the electronic or digital disclosure requirements if
smartphones could reliably scan such data. USDA’s rules need to be responsive to
changes in technology, so that products continue to consistently scan under all
conditions and settings.

b. USDA should prohibit the use of multiple QR codes on a package
If a company opts to disclose the presence of GMOs with the electronic or digital disclosure option, it
should not be able to put a second or third QR code on the package because that would be confusing to a
consumer. It may not be clear which QR code is for GMO information, and consumers may be directed
to marketing information before receiving GMO information, which is prohibited by the statute.
c. The GMO disclosure needs to be prominent and detailed if companies opt for the
electronic or digital method
Sec. 293 of the law clearly states:
the electronic or digital link will provide access to the bioengineering disclosure located,
in a consistent and conspicuous manner, on the first product information page that
appears for the product on a mobile device, Internet website, or other landing page, which
shall exclude marketing and promotional information.
USDA should include in the NBFDS a requirement that the GMO disclosure be the first thing a
consumer sees on the product information page after scanning an electronic or digital disclosure using
their smartphone, tablet or any other type of electronic scanner. The disclosure should be prominent on
the product information page and it should be consistent across all product types. The law expressly
prohibits any marketing or promotional information, and any such information must also be omitted
from any clearinghouse information pages. The product information page should be a mobile enabled or
optimized landing page so that consumers using their smartphones to access GMO disclosures are able
to view it in real time.
With regard to the specific GMO disclosure that appears on the product information page, we believe
that AMS should establish in its proposed rule a requirement that GMO disclosures made on the product
information page via the electronic or digital disclosure option be an affirmative presence or derived
from claim, not a may contain claim, and provide ingredient-level information. The clear majority of the
86
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64 countries that require the mandatory disclosure of GMO foods do not allow the use of a may contain
statement to meet their disclosure requirements. The presence or derived from claim should denote the
specific ingredients that were produced with biotechnology, just as required by many countries around
the world, including all EU member countries, Australia and New Zealand.
d. Accompanying prompt and phone number should be prominently displayed
The law requires any digital disclosures to be accompanied by a toll-free phone number and a prompt.
This information should be located in a conspicuous and consistent location and be appropriately-sized.
When consumers call that number, they should get the same information about the product included in
the digital disclosure, including ingredient-level information.
To satisfy the intent of the statute, AMS should use language that alerts the consumers that scanning the
QR code or calling would provide GMO information, not merely more food information, such as “Scan
for GMO Information” or “Call for GMO information.” A clear prompt is especially important given
Deloitte’s finding that most consumers associate digital links with marketing information.87
IV.

Text message disclosure

The rule proposes a fourth option for disclosure – the text message option. This is a new option for
disclosure, not specifically accounted for in the statute. The text message disclosure option cannot be
considered a “comparable option” because it is not clear that this option, as written, would be in addition
to the electronic or digital option. Additionally, even if someone has a cellphone, Deloitte’s study found
that 20 million Americans – especially in rural areas – do not have reliable cellular service that would
allow them to send or receive text messages.88
The NBFDS must ensure that any comparable options be just as convenient as it is for someone to take
out their phone and scan a product. For instance, USDA may want to consider requiring that retailers
make Wi-Fi internet available to customers if reliable cellular service in their stores is a problem.
Another way this condition could be met would be a requirement that retailers place scanners in grocery
store aisles. A survey of 2D barcode image scanners on the website www.amazon.com found that
scanners could be purchased for as little as $39.99.89
This would not be the first time that a government has required that retailers place scanners in stores.
State and local governments have required in-store scanners to provide pricing information to
consumers. The Massachusetts Grocery Pricing Law (G.L. c. 94, §§184B-184E) requires food stores and
retailers with food departments to either individually place a price tag on all food and grocery items or
provide electronic scanners in stores for consumer use to find a product’s price.90 Suffolk County, N.Y.,
has a similar law.91
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USDA could tailor such a requirement to make an exception for any retailer that elects to make it a
requirement that any product sold in their store subject to the NBFDS use either the text or symbol
disclosure options.
V.

Small food manufacturers

Section 293(b)(2)(F) requires that small food manufacturers receive additional implementation time and
alternative disclosure options, including a telephone number or internet website. AMS has proposed
defining small food manufacturers as manufacturers with less than $10 million but more than $2.5
million in annual receipts. By AMS’s calculation this would cover 86 percent of food manufacturers and
8 percent of products. This threshold is too large and exempts too many products. Companies with $10
million in annual receipts are large enough to meet the disclosure requirements under the NBFDS
without an additional year of implementation time or the need for alternative disclosure options. A better
threshold would be $2.5 million in annual receipts, which would still accommodate 74 percent of food
manufacturers, but only delay disclosure for 4 percent of products.
Additionally, the proposed prompts for the alternative telephone and web disclosures merely state “call
for more food information” or “visit [URL of the website] for more food information.” These prompts
do not clearly convey to the consumer that this is how to obtain information about GMOs. The prompts
should be amended to say “call for GMO food information” and “visit [URL of the website] for GMO
food information” or something similar that clearly conveys to the consumer that this is how to get
GMO information.
VI.

Small and very small packages

Section 293(b)(2)(E) requires USDA to create alternative disclosure options for small and very small
packages. These terms are well defined in FDA and USDA rules. In particular, FDA rules permit the
creation an “acceptable alternative”92 for disclosure when the display panel is too small to accommodate
the required disclosure.
The proposed NBFDS defines “small packages” as “food packages that have a total surface area of less
than 40 square inches” and “very small packages” as “food packages that have a total surface area of
less than 12 square inches.” It shortens the prompts for digital, text message, and phone disclosures to
“scan for info,” “text for info,” and “call for info.” EWG recommends that AMS clarify in the prompts
that consumers for scan, text, or call for “GE info.” This only adds two letters to the prompt, but will
provide consumers with significantly more information. EWG also recommends the NBFDS encourage
small and very small packages to use the symbol disclosure.

Record-Keeping, Enforcement, and Compliance
AMS seeks comment on various record-keeping provisions. In general, EWG supports the approach
proposed by USDA whereby regulated entities that are making affirmative BE disclosures are not
92
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required to verify the BE status of foods and have minimal record-keeping requirements for the purposes
of the NBFDS. Regulated entities that use commercially available BE crops or cultivars of crops that do
not disclose, however, should be required to keep records verifying the non-BE status of those crops.
The rule should make clear that certification under the National Organic Program is sufficient to meet
any non-BE record-keeping requirements. EWG does not support the use of a “may contain” disclosure,
but if AMS allows “may contain” statements, it should require that entities making “may contain”
disclosures retain records demonstrating sourcing from both BE and non-BE suppliers.
Record-keeping timelines should coincide to the extent possible with the minimum expected shelf life of
the covered food. Regulated entities that source from non-BE suppliers and therefore do not have to
disclose, as well as entities making “may contain” statements, should be subject to periodic compliance
audits.
The proposed rule suggests an effective 60 days after the date of the final rule’s publication with a
compliance deadline of January 1, 2020, delayed to January 1, 2021 for small food manufacturers.
AMS states that these dates are intended to align with the proposed rule to extend compliance dates for
changes to the nutrition facts and supplemental facts label final rule. To the extent practicable, AMS
should shorten these proposed compliance deadlines to more expeditiously provide consumers with GE
information. Under no circumstances should the compliance deadlines be any later than the compliance
dates for changes to the nutrition facts and supplemental facts panel.

Conclusion
EWG appreciates the opportunity to comment on the proposed NBFDS and hopes to continue to work
with USDA to ensure that all Americans have access to information about food derived from genetically
engineered ingredients.
Sincerely,
Melanie Benesh
Legislative Attorney

Colin O’Neil
Legislative Director
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