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We strongly support the FDA’s pursuit of research to help select an interpretive front-of-package
(FOP) labeling scheme that helps Americans make informed, healthy food choices. Peer-reviewed
research demonstrates that interpretative FOP labels inform consumers. Thus, we believe it is critical
that FDA conduct its research expeditiously so that consumers can reap the benefits of interpretive
FOP labels without delay. We applaud the FDA for its efforts to investigate how best to design FOP
labels to maximize their benefits to consumers.

The average American adult consumes 50% more sodium, 40% more added sugar, and 40% more
saturated fat than daily recommendations,! contributing to high rates of hypertension, type 2 diabetes,
and heart disease.? Reducing consumption of foods that are high in sodium, added sugar, and
saturated fat could assist consumers in achieving healthier eating patterns and optimal health.
However, many consumers—especially those with lower levels of education or limited English
language proficiency—are not able to identify such foods using only the Nutrition Facts label,?
highlighting the need for interpretive FOP labeling to inform consumers.

The FDA has proposed conducting quantitative research on interpretative FOP labels. Their proposed
study design has several strengths, including:

e The study has a large sample of 9,000 participants, sampled to mirror the US population with
respect to gender, education, age, and race/ethnicity.

e The proposed label designs highlight nutrients to limit (i.e., sodium, saturated fat, and added
sugar), which are linked to health harms and are overconsumed by a majority of people in the
US. Importantly, the labels would highlight processed packaged foods that are high in
saturated fat; this is important because the main type of saturated fat in packaged processed
foods is palm oil,*® which is one of the least healthy edible oils.”

e The proposed label designs employ consistent definitions of “high,” “medium,” and “low”
levels of nutrients, based on FDA'’s established criteria for interpreting the percent Daily
Value (DV) of a nutrient (i.e., less than 5% DV is low, more than 20% DV is high, and
everything in between is medium).

e The proposed study is a randomized experiment, allowing for causal inferences about the
impact of the FOP labels on consumer understanding and product perceptions. Additionally,
the agency has also incorporated qualitative research methods to inform the design of the
FOP labels.

e The survey instrument collects important demographic data such as nutrition knowledge,
shopping habits, self-rated health, caregiver status, and nutrition literacy.



e The FDA has conducted initial cognitive interviews to examine whether participants interpret
the survey questions as intended.

We hope that FDA retains each of these strengths as they finalize the study.

We have seven recommendations for how FDA can improve the study’s design and maximize the
potential for interpretative FOP labels to improve consumer understanding in the US.

Recommendation 1: Evaluate additional versions of the FOP labels with icons. Examples of
icons that could be included in FOP labels are depicted in Figure 1. Currently, only one of the
proposed label stimuli uses an icon (the label with the magnifying glass), despite evidence showing
that including icons and other visual elements in labels makes the labels much more effective at
changing a range of desirable outcomes, including consumer understanding of product
healthfulness.®'3 Moreover, research shows that including icons in FOP labels could be especially
important for populations with limited English proficiency and with lower literacy. For example, our
experimental study (n=1078, 48% Latino ethnicity, 13% limited English proficiency), which was not
cited in FDA’s literature review, evaluated icon-plus-text FOP food labels compared to text-only
labels. We found that the icon-plus-text labels out-performed text-only labels overall.!® English
proficiency moderated this effect such that the benefit of icons was larger for those with limited
English proficiency compared to those with high English proficiency. These findings suggest that

icons could make labels
more effective overall and
especially among people
with limited English
proficiency.!? It is worth

noting that, based on 2020
US Census data, 25.5
million people (8.2% of
the population) in the US have limited English proficiency.'* Labels without icons or other
interpretive elements could be leaving these 25.5 million people behind. Research outside of food
labeling also finds that adding icons to text-based labels improves labels’ ability to reach a range of
consumers, including those with lower literacy. One experimental study of prescription drug labels,
for example, found that participants with marginal or low literacy were better able to correctly
interpret drug warning labels with icons and text compared to labels with text alone.'? Additionally,
lower literacy predicted greater misinterpretation of drug labels in this study. Thus, including icons in
labels could be an important step for increasing comprehension of labels among populations with
lower literacy,!? and FDA should test additional variations of icons to determine which are most
effective. FDA should also consider using contrasting colors — for the labels themselves and for the
icons — as another way of heightening attention to labels, and thus increasing their ability to inform
consumers about product healthfulness. Research demonstrates that black, yellow, and red are
promising colors for drawing attention to FOP labels.!>!8

Figure 1. Examples of icons that could help draw attention to
front-of-package food labels

Recommendation 2: Test single-nutrient, octagon-shaped labels, which evidence indicates are
likely to help consumers identify products high in nutrients of concern quickly and accurately
(Figure 2). As shown in Figure 2, this proposed design is similar to the octagon-shaped labels that



are now required in Chile, Mexico, Peru, Argentina, and Uruguay.!® This labeling scheme differs
from the schemes FDA has proposed to test in two ways: 1) it uses an octagon shape to draw
attention and quickly communicate the label’s message and 2) it uses single, separated nutrient labels
instead of listing multiple nutrients in one label. Our assessment of the research literature is that this
label design has the strongest evidence base supporting its ability to further FDA’s goals of creating a
healthier food supply, establishing a healthy start, and empowering consumers.?*23

There are two key benefits of single-nutrient, octagon-shaped labels that identify products high in
nutrients of concern. First, research shows that octagon-shaped labels are more likely to meet the
FDA’s goals than labels that use other shapes. For example, our experimental research manipulating
shape (octagon vs. square) found that octagon-shaped labels are perceived as more effective by
consumers than square-shaped labels, and also increase how much consumers consider healthfulness
when they are deciding what to purchase.!® Similarly, numerous experimental studies have found that
octagon-shaped labels consistently outperform other label designs,!”>*?7 including labels with
magnifying glass icons similar to those adopted in Canada and Brazil and proposed for testing by
FDA. 17,26

The second benefit of single-nutrient, octagon-shaped labels is that they could facilitate better
understanding of product healthfulness than multi-nutrient labels. Single-nutrient FOP labels take up
more space on the front of product packaging for products that contain excessive amounts of several
nutrients compared to products that contain excessive
amounts of just one nutrient. By contrast, multi-

HIGH IN nutrient labels take up about the same amount of space
SATURATED on the front of product packaging regardless of how

FAT many nutrients the product is high in. The single-

nutrient labeling scheme could therefore better help
consumers quickly and accurately identify when a
Figure 2. Examples of single-nutrient ~ product is high in several nutrients compared to just
octagon-shaped labels one or none.

For these reasons, we recommend that FDA test single-nutrient, octagon-shaped FOP labels.

Recommendation 3: Remove the conditions that include information about the percent of the
daily value (% DYV). Four of FDA’s eight proposed label schemes provide information about the %
DV of nutrients, and three of the four % DV labels do not contain icons or any other visual elements
(such as color coding) to help communicate product healthfulness. These label schemes are unlikely
to be effective at promoting FDA’s goals because consumers (especially those with lower education
levels) generally struggle to understand numerical information.?®?° For example, FDA’s Food Safety
and Nutrition Survey (FSANS),? fielded in 2019, asked 4,398 respondents if they would consider one
serving of a food with 25% DV of sodium to have a low, medium, or high amount of sodium (for
reference, FDA defines “high” as 20% DV or more per serving). Only 36% of people with less than a
high school degree and 42% of high school graduates with no college education were aware that this
food is high in sodium, compared with 69% of college graduates and 74% of people with
postgraduate degrees (Figure 3). These findings track closely with the results of another question in
the survey assessing whether respondents could accurately interpret what it means if a product’s



Nutrition Facts label shows that the product contains 7% DV for Total Fat per serving. Based on
these findings, we are concerned that labels focused on the % DV could widen existing disparities in
comprehension of nutritional information and recommend removing these conditions. Removing
these conditions would also allow for testing of new FOP label options that have a stronger evidence
base than the labels with % DV information, such as the single-nutrient, octagon-shaped labels
described above.

Figure 3. Comprehension of % Daily Value, by
Educational Attainment (FSANS 2019)

Postgraduate degree
College graduate- bachelor's degree
1-3 years college/some college

High school graduate or GED

Less than a high school degree
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m Understand that % Daily Value indicates the amount per serving as a % of what
you should eat per day

Able to accurately interpret 25% Daily Value per serving as "High"

Recommendation 4: In the single product evaluation task in Part 2, eliminate the condition
varying the placement of the FOP label. FDA proposes that one tenth of participants will be
randomized to view the “Nutrition Info” label in black and white placed in the lower right part of the
food package. The remainder of participants will see their randomly assigned FOP labels placed in
the upper right of the food package. We encourage FDA to remove the condition varying placement
because it is arbitrarily applied to only one of the FOP schemes the FDA plans to test. We also note
that research suggests that nutrition information better captures consumers’ attention when it is
placed in the upper right part of a food package,**3! and that other countries including Canada and
Peru require their FOP labels to be placed on the upper right part of the food package.>3*

Recommendation 5: Use the same nutritional profiles for the “healthiest,” “middle,” and “least
healthy” labels across all FOP schemes tested in the within-scheme comparison task in Part 1 of
the study. Per Appendix F, it appears that the nutritional profile of the “healthiest,” “middle,” and
“least healthy” labels will vary across some of the FOP schemes tested in the within-scheme
comparison task. For example, in the “Nutrition Information with % Daily Value Information and
Color” condition, the “middle” label shows that the product is low in saturated fat, medium in
sodium, and medium in added sugar. By contrast, in the “High In” condition, the “middle” label
shows that the product is high in saturated fat (vs. low) and high in sodium (vs. medium). This means
that label design is confounded with the nutritional profile underlying these labels, and any
differences between these conditions could be due to either differences in the label design or
differences in the nutritional profile underlying these labels. Similar problems exist across other



labeling schemes. The FDA should use the same nutritional profiles across labeling schemes to avoid
this harmful confounding.

Recommendation 6: Make the study’s primary outcome participants’ ability to identify when a
product is high in a given nutrient. FDA states that the within-scheme comparison task will have
three primary outcomes: 1) participants’ ability to identify the healthiest and least healthy products,
2) the speed at which participants make their decisions, and 3) whether or not participants search for
more information to answer the question (i.e., whether they click a link to view the Nutrition Facts
label). Only the first of these outcomes is directly tied to the agency’s goals of improving consumer
understanding of product healthfulness. However, this outcome is still problematic because the
concept of healthfulness is subjective, meaning participants could interpret this question in different
ways, complicating the agency’s interpretation of results. For example, if a given FOP labeling
scheme reduces the likelihood that participants select the “middle” option as the healthiest, but that
same scheme fails to also increase the likelihood of selecting the “most healthy” option as the
healthiest, will the FDA view this labeling scheme as effective or ineffective? The other two
outcomes are likewise not inherently desirable, and therefore should be removed or treated as
secondary outcomes. For example, whether we believe it is desirable for labels to increase the speed
at which participants make their decisions about product healthfulness depends on whether those
decisions are correct. Likewise, increasing the likelihood that participants search for the Nutrition
Facts label could be desirable (if the labeling scheme spurs consumers to learn more about the
product’s nutrition information and ingredients) or undesirable (if the labeling scheme is not
noticeable or confusing and thus participants need to seek more information).

In place of the current set of primary outcomes for the within-scheme comparison task, we strongly
suggest focusing on one primary outcome that is directly tied to FDA’s goals and that is likely
to change in response to the labels: a measure such as “Does this product contain high amounts
of [nutrient]?” This measure has an objectively correct answer. Moreover, this measure links to
FDA’s goals of helping consumers assess healthfulness, because as previously stated, most
Americans overconsume sodium, added sugar, and saturated fat and overconsumption of these
nutrients is associated with increased risk of non-communicable diseases.

Similarly, we also recommend replacing the healthfulness perceptions questions in the single-
product evaluation in Part 2 with questions that objectively measure consumer understanding.
The question, “In your opinion, how healthy is this food product?” is not an inherently meaningful
outcome. For example, if a given labeling scheme has no effect on healthfulness perceptions for a
given product, will the FDA view this labeling scheme as effective or ineffective? Perhaps
participants already accurately understood this products’ healthfulness, so their perceptions did not
need to change, and a null effect is desirable. We suggest replacing these questions with questions for
which there is an objectively correct answer (e.g., a measure such as, “Does this product contain high
amounts of [nutrient]?”")

Recommendation 7: Participants should complete the between-subjects experiment before the
within-subjects experiment. As proposed, it appears that participants will perform a within-subjects
experiment (the within-scheme comparison task) prior to a between-subjects experiment (the single-
product evaluation task). It is possible that exposure to the FOP labels in the within-subjects



experiment could interact with the experimental conditions in the between-subjects experiment,
complicating interpretation of the between-subjects experiment. To avoid this possibility, we would
suggest reversing the order and having participants complete the between-subjects experiment prior
to the within-subjects experiment.

Thank you for considering these recommendations and for your commitment to developing an
evidence-based, interpretative FOP labeling system for packaged foods in the US.

Sincerely,

Anna H. Grummon, PhD, MSPH

Assistant Professor

Department of Pediatrics and (by courtesy) Health Policy
Stanford University School of Medicine

Amanda B. Zeitlin, MPH

Project Coordinator

Department of Pediatrics

Stanford University School of Medicine
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