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On August 4, 2022, Center for Science in the Public Interest (CSPI) submitted a citizen petition
requesting that the Commissioner of Food and Drugs amend 21 C.F.R. 8 101 to require on the
principal display panel of a food an easy-to-understand, standardized system that is 1)
mandatory, 2) nutrient-specific, 3) includes calories, and is 4) interpretive with respect to the
levels of added sugar, sodium, and saturated fat per serving.

Since our petition was submitted, the docket has received over 7,700 comments, over 5,500 of
which are posted as of today. The overwhelming majority of comments support the petition.
These supportive comments include submissions from academics at Harvard T.H. Chan School
of Public Health, the University of Pennsylvania and the University of North Carolina-Chapel
Hill, prominent NGOs, including the American Public Health Association, American Heart
Association, Consumer Federation of America, Consumer Reports, American Cancer Society
Cancer Action Network., and the New York City Department of Health and Mental Hygiene.

To our knowledge, only one comment in this petition docket opposes the petition. Consumer
Brands Association and FMI - The Food Industry Association, both food industry trade
associations (Industry Association Commenters), submitted their joint comment on October 25,
2022.

The Industry Association Commenters raise unconvincing legal arguments and downplay the
scientific evidence supporting front-of-package nutrition labeling (FOPNL). These arguments
provide no basis for the U.S. Food and Drug Administration (FDA) to hesitate in proceeding
with FOPNL. In fact, the deficiencies of the Industry Association Commenters’ arguments only
affirm that FDA has both authority and a sound scientific basis to move forward expeditiously
with a rulemaking to require such labeling. We share quotes from the Industry Association
Commentors and respond to their legal and scientific arguments below.
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I.  Legal arguments

The Industry Association Commenters’ language betrays their weak position. Rather than claim
that FDA does not have authority to mandate FOPNL, they merely state that FDA “must
carefully assess its statutory authority.” They write that the FOPNL we requested in our petition
poses “potential” constitutional issues, rather than saying that it definitively does.

As the discussion below establishes, there are no legal barriers preventing FDA from developing
mandatory FOPNL. The Nutrition Labeling and Education Act of 1990 (NLEA) gives the FDA
authority to require that nutrition information be conveyed in the manner that we have requested,
and FDA can craft mandatory FOPNL that is constitutional under the First Amendment.

1. The Industry Association Commenters: “We have not identified any instance where
Congress has given FDA authority to require a separate statement of nutrient
content on the label, outside the Nutrition Facts label.”

Response:

The Industry Association Commenters’ argument that the NLEA does not give FDA authority to
require nutrition information outside of, and duplicative of, the Nutrition Facts label is not
grounded in the statutory text and suffers from hindsight bias.

Their comment fails to quote statutory language supporting their argument, because none exists.
The NLEA states that:

The Secretary of Health and Human Services shall...issue final regulations to
implement the requirements of [section 403(q) of the Federal Food, Drug, and
Cosmetic Act]. Such regulations shall require the required information to be
conveyed to the public in a manner which enables the public to readily observe
and comprehend such information and to understand its relative significance in
the context of a total daily diet.[!!

Nothing in the NLEA, codified as 21 U.S.C. 8 343(q), prevents FDA from requiring that certain
nutrition information appear in more than one place on a package. Nor does the NLEA state that
the information must be conveyed as a contiguous set, or make any mention of the Nutrition
Facts label (NFL).22! Rather, Congress directed FDA to develop mandatory nutrition labeling and
allowed the agency, with assistance from the National Academy of Sciences, to determine the
format that such nutrition labeling would take.2! A House Report for the NLEA states that “in
order to present nutrition information in a manner that facilities the public’s understanding, the
Secretary may choose among a variety of options.”*!

FDA contemplated several different formats while designing the NFL (see Figure 1). David
Kessler, the FDA Commissioner when the agency designed and finalized the label, illustrated the
design evolution in a 2003 article. The agency designed at least four options that differed from
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the 1993 final version, some of which included “high,” “medium,” and “low” claims (see black
“L,” “M,” and “H” symbols next to black column in the top left label image in Figure 1).

NUTRITION VALUES

NutsdCuide

SINGLE SERVING SIZE ............... 1/2 CuP
Servings per Container . . . . S A S
CALORIES .
Calorlesfromial (.o iieiian i iaihiies 0 Vhscup fap 14 cup
PERCENT OF (DV) DAILY VALUE !
IN THIS PRODUCT DV) IN GRAMS -
o | BEEEEEERREEEEEESEEEE e
Fat (1g) - 75g or less — =
Saturated Fat (1g) "8 25g or less
Cholesterol (Smg) - 300mg or less
Sodium (554mg) L] 2400mg or less
Carbohydrates (27g) "0 325 g or more
Fiber (7g) - 259
Protein (6g) L] 509
VITAMINS PERCENT OF (DV)
Vitamin A of 100%
Vitamin C of 100% Choose a diet low in DV=Dalily
Calcium of 100%
Iron of 100%

+As part of a 2,350 calorie diet
*Contains less than 2% of the DV of this nutrient

INGREDIENTS

Small pea beans with pork in sauce
containing water, brown sugar, and mustard.
Small pea beans with pork in sauce
containing water, brown sugar, salt, white
sugar and small pea beans with pork in sauce
containing water, brown sugar, salt, white

OO0,

Fat(1g) Chullﬂﬂﬂ 5’"91 Sodluml‘-“mj\
DV=T5g or ives

OODD

small pea beans with pork in sauce contaning waler, brown
sugar, sk, white sugar and mustard

Nutrltlon Gulde

Single 1

[1g Fat 75gorless

[ 1g Saturated Fat| 259 or less
[5mg_—— Cholesterol| 300 mg or less
I 5simg lium| 2,400 mg or less
M ;. Fiber 2%

[27g Carbohydrates| 325 or more
5 Protein) 469

A2% C-5% fron-2% Calcium-0%

Small pes beans with pork in ssuce containing waler, brown suger,

, whte sugar and rustard. Small pes beens with pork Iy sauce
containing waler, brawn sugar, sak, white sugar anc m . Smal
POa beans wiEh park i 83LCA containing water, weown :uay sall,
white sugar and mustard. Small pea beans with park in sauce
Munmq ‘water, brown sugar, salt. whie, Small pea baana win pork

sauce containing water, brown sugar, salt, whie sugar and mustard,
Sl poa Disrs S porc bt eancs CoRg weler, beown sugar,

Nutrition Facts

Serving Size 1/2 cup (114g)
Servings Per Container 4

Amount Per Serving

Calories 260 Calories from Fat 120
Daily Value*
Amount per % Daily for 2000
Serving Value calorie diet
Total Fat 13g 20% Lespon 659

Saturated Fat 5g 25% Leaman  20g
Cholesterol 30mg 10%  i& 300mg
Sodium 660mg 28% | iun 2,400mg

Total
Carbohyd 31g 1% 3009
Sugar 5g
Dietary Fiber Og. 0% 259
Protein 5g

Vitamin A 4% + Vitamin C 2% « Calcium 15% « Iron 4%

* This Daily Value is a reference. Your Daily
Value may vary depending on your calorie
needs. For 2,500 calorie diet:

Total Fat Less than 80g

Sat Fat Less than 259
Cholesterol Less than 300mg
Sodium Less than 2,400mg
Total Carbohydrate 3759

Fiber 30g

Figure 1. Evolution of the Nutrition Facts Label design during FDA’s rulemaking process.™!

Although all of the rejected labels and the final NLF format do present nutrition information as a
contiguous set, it is not a statutory requirement. The Industry Association Commenters’ repeated
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mention of the NFL in the context of the NLEA’s statutory language reverses history by
suggesting that the statutory language did not provide for mentions beyond the NFL, when, in
fact, the NFL did not yet exist.

2. The Industry Association Commenters: “[A]ll the regulatory authority provided to
FDA related to mandatory nutrition information refers to factual information,
rather than interpretation of it.”

Response:

Our petition calls for FOPNL that is interpretive with respect to the levels of added sugars,
sodium, and saturated fat, meaning that it conveys the relative significance of these nutrients in
the context of the total daily diet.

As noted above, the NLEA gives FDA authority to require such information by stating that the
agency may “require the required [nutrition] information to be conveyed to the public in a
manner which enables the public to readily observe and comprehend such information and to
understand its relative significance in the context of the total daily diet.”'! This language gives
FDA broad authority to convey nutrition information in a variety of ways, including through
interpretive means, authority that the NLEA House Report cited above supports. This report
explicitly suggested that the agency could use “descriptive terms such as ‘high,” ‘medium’ and
‘low’ or...universal symbols to indicate desirable or undesirable levels of particular nutrients.”!”

Existing authority therefore allows FDA to require interpretive nutrition information on food
labels to the extent that it assists consumers in understanding the relative significance of nutrient
content in the context of overall diet. FDA’s regulations implementing the NLEA already
implement this authority by requiring limited interpretive information on the NFL in the form of
a percent of the Daily Value (DV) for certain nutrients.’®! The percent DV conveys to the
consumer how much a nutrient in a serving of food or beverage contributes to a total daily diet,
thus interpreting the amount of a nutrient beyond merely providing the number of grams,
milligrams, or micrograms of it present in the food or beverage.

As our citizen petition described in detail, subsequent evidence has demonstrated that the
interpretive information presented in the NFP is not sufficient to allow consumers, particularly
those with lower educational attainment, to “readily observe and comprehend such information.”
FDA’s own 2019 Food Safety and Nutrition Survey shows that the NFL has low utilization
rates.l2% In light of this evidence, it is reasonable for FDA to try a different approach that
includes additional interpretive information on the front of package.
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3. The Industry Association Commenters: “In light of [major questions doctrine]
precedent, a court could conclude that FDA’s authority to mandate nutrition
labeling and to regulate voluntary nutrient content claims does not provide a broad,
never before-exercised authority to mandate separate front-of-pack interpretive
nutrient labeling.”

Response:

The Industry Association Commenters cite the major questions doctrine as a possible barrier to
mandatory FOPNL, noting that “Congress must provide clear direction to regulatory agencies . . .
if the case implicates the ‘major question[s] doctrine.”” However, mandatory FOPNL is a natural
outgrowth of the nutrition labeling that FDA already regulates. Therefore, it would not invoke
the major questions doctrine.

In West Virginia v. EPA, the Supreme Court laid out a two-prong test for identifying
“extraordinary cases” where a “clear congressional authorization” is required to grant broad
regulatory authority.l2X This inquiry involves asking whether the asserted regulatory authority is
1) “unheralded” and 2) represents a “transformative” change in the agency’s authority.22 If both
prongs are met, the major questions doctrine applies and the court then considers if the proposed
regulatory action will have “vast economic and political significance” (though this question is
not determinative)3! and if the agency has a “clear congressional authorization” to act.[4]

The Supreme Court held that West Virginia was a major questions doctrine case because, in
issuing its Clean Power Plan Rule, EPA sought to use an “ancillary provision”*3!to effect a
paradigm shift in the way it regulates coal-powered plants.!28! This shift would have remade the
national energy industry by significantly reducing the role of coal-powered plants in favor of
energy-generation by natural gas-fired plants and renewables sources like solar and wind.l?
Having found that the major questions doctrine applied, the Court then determined that the
statute EPA relied on for authority was too vague to be a clear congressional authorization.2€l In
2021, in Ala. Ass’n of Realtors v. HHS, the Supreme Court also found that the major questions
doctrine barred the Centers for Disease Control and Prevention’s (CDC) nationwide moratorium
on evictions, one of the agency’s responses to COVID-19.121 CDC implemented the moratorium
under the Public Health Services Act, which the Supreme Court characterized as “rarely
invoked” and never to justify an eviction moratorium.2%

While we disagree with the Supreme Court’s narrow statutory interpretations and holdings in
West Virginia and Ala. Ass’'n of Realtors v. HHS, mandatory FOPNL would not implicate the
major questions doctrine regardless because it would not be an unheralded FDA action, nor
would it be a transformative change in the agency’s regulatory authority. The NLEA is not an
ancillary or little-used statute; FDA used it in 1993 to implement the NFL and in 2016 to include
added sugars in the NFL. FOPNL would be a natural extension of nutrition disclosures that FDA
already requires, by taking information already required to be disclosed on a food label, and
modifying its placement and formatting.
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Even if a court found that mandatory FOPNL did implicate the major questions doctrine,
mandatory FOPNL would not be a matter of “vast economic and political significance” and, as
discussed above, FDA has clear statutory authority to require it. Although FOPNL would result
in some costs to food and beverage manufacturers, it would not impact the industry on the scale
at which the EPA’s Clean Power Plan Rule or the CDC’s nationwide eviction moratorium would
have affected the energy and housing sectors, respectively. In West Virginia, the Supreme Court
noted that, in addition to compliance costs, the Clean Power Plan Rule would have “require[d]
the retirement of dozens of coal-fired plants, and eliminate[d] tens of thousands of jobs.”2L
While an FOPNL rulemaking will require companies to phase in new label designs (a process
that already occurs regularly within the food industry), it is unlikely to lead any food or beverage
manufacturers to shut down or to lay off workers on a large scale. And in Ala. Ass’'n of Realtors,
the Court wrote that the nearly $50 billion that Congress had provided in emergency rental
assistance in less than two years was “a reasonable proxy of the moratorium’s economic
impact.l22 This cost is far higher than the $4.9 billion in costs over 20 years that FDA estimated
for the 2016 food and supplement labeling changes that included, but were not limited to,
updating the NFL.123

4. The Industry Association Commenters: “It is questionable whether the speech
sought to be compelled by the petitioners is “strictly factual and uncontroversial.””

Response:

Our petition notes that, under the Supreme Court’s decision in Zauderer v. Office of Disciplinary
Council, compelled commercial speech must be 1) strictly factual and uncontroversial, 2)
reasonably related to a legitimate government interest, and 3) not unjustified or unduly
burdensome.!22 While the precise nature of FDA’s future FOPNL rulemaking has not been
determined, the mandatory FOPNL sought in our petition could easily satisfy Zauderer’s first
prong: it could be strictly factual and uncontroversial by providing objective information about
the levels of specific nutrients tied to longstanding, widely-accepted DVs based on a 2,000-
calorie diet. Indeed, it would be based upon information FDA itself requires elsewhere on the
package.

The Industry Association Commenters acknowledge that front-of-package calorie disclosures
meet the constitutional requirements but then errantly characterize labels that are interpretive
with respect to the levels of added sugar, sodium, and saturated fat per serving as subjective, and
therefore unconstitutional. The Industry Association Commenters do so by claiming that such
labels represent “a subjective characterization of the perceived virtuousness
(“high/medium/low”) of foods based on only three highlighted nutrients.”

This understanding of the request in our petition for interpretive FOPNL that includes added
sugar, sodium, and saturated fat labels is inaccurate. Our petition specifically does not seek an
FOPNL scheme that rates the “perceived virtuousness” of the entire product. Instead, it asks
FDA to develop interpretive labeling that allows consumers to identify the relative significance
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in the diet of nutrients identified by the Dietary Guidelines for Americans (DGA) as particularly
significant.

The Industry Association Commenters also err in confusing “interpretive” with subjective. In
this context, “interpretive” means an objective, and therefore factual, statement about the relative
significance of the amount of specific nutrients in the context of the total daily diet, based on
existing DVs. FDA has already demonstrated how to set objective “high” nutrient thresholds
based on DVs in other labeling contexts. The minimum threshold for making beneficial nutrient
content claims is 20 percent of DVs.[2%! The agency also sets the disclosure levels for nutrient
content claims!28! and the disqualifying levels for health claimst?d regarding fat, saturated fat,
sodium, and cholesterol at 20 percent of DVs.28 Although, the nutrient content claims and health
claims regulations do not explicitly disclose on the package that such levels are “high,” they are
objective, factual thresholds that the FDA determined were associated with elevated risk of
exceeding recommended daily limits. FDA set the 20 percent level for all three of these
categories of claims using the same process “based on...DRVs and available information on food
composition and dietary intake patterns. . .[with] the assumption[] that diets generally include
approximately 20 food/beverage items per day.”22

FDA also objectively characterizes nutrient levels as “high” or “low” in consumer education
materials (see Figure 2).2% The agency advises consumers that the percent DV can be used “to
determine if a serving of [a] food is high or low in an individual nutrient” and states that “5%
DV or less of a nutrient per serving is considered low” and “20% DV or more of a nutrient per
serving is considered high.”Y According to former FDA Commissioner David Kessler, this
definition of low is based on the same 20 servings of food/beverage items per day intake
pattern.22 That FDA has in the past engaged in a science-based process to set “high” and “low”
levels that are tied to widely-accepted DVs shows that the agency will be able to set “high,”
“medium,” and “low” or just “high” levels for FOPNL that are likewise objective interpretations
of the levels of specific nutrients in the context of the total daily diet, as opposed to
characterizations of the food’s overall virtue.
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Sample Label for Frozen Lasagna

Nutrition Facts

4 servings per container
Serving size 1 cup (227g)
I

Calories 280

% Daily Value*

Total Fat 9g 12%

Saturated Fat 4.59 23% | —— HIGH

Trans Fat Og '
Cholesterol 35mg 12%
Sodium 850mg 37% | — HIGH
Total Carbohydrate 34g 129

Dietary Fiber 4g 14%

Total Sugars 6g

Includes 0g Added Sugars 0% | — LOW

Protein 15g
|
Vitamin D Omcg 0% | — LOW
Calcium 320mg 26% | —— HIGH
Iron 1.6mg 8%
Potassium 510mg 10%

" The % Daily Value (DV) tells you how much a nutrient in
a serving of food contributes to a daily diet. 2,000 calories
a day Is used lor general nutrition advice.

Figure 2. FDA uses objective characterizations of levels of nutrients in a food as “high” or “low” in
current consumer education materialst3!

As noted in our petition, courts have already found New York City’s sodium warnings and
calorie labeling on chain restaurant menus to be factual and uncontroversial .24 And a FOPNL
system with “high,” “medium,” and “low” or “high in” labels for certain nutrients also would not
be required to contain exaggerated graphics that could be open to different interpretations, !
advice to avoid the product,28 or other attributes that have led courts to find cigarette warnings
not strictly factual and uncontroversial.

Therefore, FDA can craft a FOPNL system that is strictly factual and uncontroversial.

5. The Industry Association Commenters: “Zauderer itself suggests that it is not
enough to show merely that the speech is ‘factual and uncontroversial,” the speech
must be corrective of an omission that would otherwise be deceptive.”

Response:

The Industry Association Commenters’ assertion that compelled commercial speech must be
corrective of consumer deception mischaracterizes Zauderer. While preventing consumer
deception was the government interest in the Zauderer case itself, every circuit court that has
considered the question of whether Zauderer extends beyond preventing consumer deception has
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held that it does.2Z For example, in 2019, in CTIA — The Wireless Ass 'n v. City of Berkeley, the
Ninth Circuit held that, if it was substantial, the government’s interest in “furthering public
health” was sufficient to justify compelled speech under Zauderer.28 In reaching that
conclusion, the court noted that “[o]ur sister circuits have...held under Zauderer that the
prevention of consumer deception is not the only government interest that may permissibly be
furthered by compelled commercial speech.”%! Although it has yet to weigh in, as the Ninth
Circuit stated in CTIA, the Supreme Court also “signaled its agreement with this reading of
Zauderer’®%in Nat 'l Inst. of Family & Life Associates v. Becerra by “not question[ing] the
legality of health and safety warnings, long considered permissible, or purely factual and
uncontroversial disclosures about commercial products.”

As noted in our petition, mandatory FOPNL would help consumers be better informed, a
legitimate government interest that courts have recognized in other cases related to labeling,
including USDA’s mandatory country-of-origin labeling for meat and Vermont’s labeling
requirement for mercury-containing light bulbs.2

6. The Industry Association Commenters: “[F]orcing manufacturers to comply with
the petitioners’ proposed new requirements would be unduly burdensome;
compliance would likely cost manufacturers millions of dollars.”

Response:

The third prong of the Zauderer test asserts that compelled commercial speech must be “not
unjustified or unduly burdensome.” In assessing the third prong of Zauderer, courts focus on
whether the disclosure will physically “drown out” the advertiser’s message so as to “effectively
rule out the possibility” of advertising,3l rather than on the compelled disclosure’s financial cost
to the advertiser.[*4! In other words, courts assess the free speech burden on advertisers, not the
financial one. Therefore, Industry Association Commenters’ concern about cost to manufacturers
is irrelevant to the First Amendment analysis. In assessing the burden on free speech, courts
often look at the size of the compelled disclosure relative to the overall advertisement. Our
petition cites disclosure sizes that courts have found to be constitutional, precedents which FDA
should consider when designing FOPNL. Although FOPNL outside of the United States is not
subject to First Amendment considerations, other countries have found ways to ensure that such
labeling does not occupy inordinate package space. For example, Mexico sets the size of the
warning based on the package size—the smaller the package, the smaller the warning icon.%3]

Even if courts did consider the financial burden on affected companies, our petition’s Economic
Impact section cites modeling studies of previous food relabeling and reformulation efforts
showing that, although industry would incur some costs, such costs are modest at best,
particularly when industry is permitted to phase in changes as part of its existing label design and
printing cycle. Furthermore, FOPNL would not necessitate reformulation; rather manufacturers
would voluntarily undertake it because consumers are now better informed and want different
products as a result.
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I1.  Scientific arguments

The Industry Association Commenters provide an unconvincing critique of the evidence cited in
our petition using cherry-picked data and raise concerns regarding the efficacy of interpretive
FOPNL that are easily refuted by existing data.

1. The Industry Association Commenters: “[W]hile some of the studies [cited in the
petition] show statistically significant changes in nutrient content of purchased
products, many of the changes are not meaningful in terms of an overall diet.”

Response:

The Industry Association Commenters cite a few studies regarding the real-world effects of
traffic light labels to make the case that FOPNL will not have meaningful effects on diet quality.
Meanwhile, the Industry Association Commenters did not reference any systematic review of
experimental research nor any real-world studies examining changes in consumer habits and
nutritional quality in countries that have adopted front-of-package nutrient warnings.

In contrast, our petition cited a systematic review of more than 300 experimental studies which
found that FOPNL can be designed to have meaningful effects. For example, the two studies
included in the review that compared the effects of front-of-package nutrient warnings versus
control on the overall healthfulness of selected and purchased foods found that nutrient warnings
led to a 26 percent increase in overall healthfulness.!®! For reference, the average American’s
diet earns a HEI score of 58 out of 100,47 and a 5-to-6-point increase in a population’s Healthy
Eating Index (HEI) score is considered a meaningful change.“8 A 26 percent increase in HEI
would equate to an increase of 15 points, raising the average HEI from 58 to 73.

To demonstrate a lack of real-world effect, the Industry Association Commenters cited five
studies evaluating policies in the United Kingdom and Ecuador (that were also cited in our
petition) but omitted the five additional studies cited in our petition that demonstrate the greater
success of front-of-package nutrient warnings in Chile. Neither the United Kingdom nor Ecuador
has a FOPNL system that fully aligns with the request in our petition—the United Kingdom has
only adopted a voluntary front-of-package traffic light system,? and Ecuador’s mandatory
traffic light labels are not required to be placed on the front of food packages.>¥ As described in
our petition, Chile’s nutrient warnings—Wwhich are mandatory and placed on the front of
packages—had much greater effects. An evaluation study comparing purchases from January
2015 through June 2016 (before FOPNL was implemented) versus July 2016 through December
2017 (after FOPNL was implemented) found a 3.5 percent decline in per capita calories, 10.2
percent decline in per capita calories from sugar, 3.9 percent decline in per capita calories from
saturated fat, and 4.7 percent decline in per capita milligrams of sodium purchased from
packaged foods.22! These findings are all statistically significant and meaningful. A previous
modeling study estimated that a much smaller 5.6 percent decrease in added sugars intake from
packaged foods in the United States alone would prevent 354,400 cases of cardiovascular disease
and 599,300 cases of diabetes over 20 years, resulting in $31 billion in net healthcare cost
savings.52
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2. The Industry Association Commenters: “We are concerned that interpretive
systems, such as a red/green light system, will raise unnecessary fear in consumers
based on a single limiter nutrient without providing meaningful information as to
how that food item might fit into overall healthy eating patterns.”

Response:

The Industry Association Commenters are incorrect in their assertion that interpretive, nutrient-
specific FOPNL would not provide consumers with meaningful information about how foods fit
into their overall diets.

Limiting sodium, added sugars, and saturated fat is essential to adhering to a healthy eating
pattern. Every day, the average American adult consumes 50% more sodium, 40% more added
sugars, and 40% more saturated fat than is recommended by the DGA.3! Interpretive FOPNL
improves consumers’ ability to understand the percent DV for these nutrients and assess whether
products have higher than recommended levels of these nutrients.>4

Interpretive FOPNL also helps correct consumers’ misperceptions about products (including
those produced by members of the Industry Association Commenters) whose labels currently
highlight only a single “positive” nutrient. For example, fruit drinks comprised primarily of
water and added sugars, and fortified with vitamin C, often bear “100% vitamin C” claims on
their front labels without disclosing their high added sugar content. A randomized controlled
experiment found that nutrient warnings can correct misperceptions about the added sugar and
juice content of these drinks.%!

With respect to the Industry Association Commenters’ concern about interpretive FOPNL raising
unnecessary fear, we are confident that FDA can design an interpretive FOPNL label that assists
consumers in achieving healthier diets without prompting unnecessary fear about specific foods
or nutrients.

In conclusion, FDA has clear authority to require FOPNL under the NLEA and can design a
policy that does not unconstitutionally infringe corporate free speech. In asserting that FOPNL
will not have a “meaningful” effect, the Industry Association Commenters ignored the expansive
body of scientific evidence demonstrating the efficacy of interpretive, nutrient-specific FOPNL
at improving food choices and informing consumers. FDA is on solid ground and should proceed
with this bold effort to support consumer education and public health.

[ Pub. L. No. 101-535, 104 Stat. 2353 (1990).

2121 U.S.C. § 343(q).

BIH.R. Rep. No. 101-538, at 17 (1990).

[ld. at 18.

Bl Kessler D, et al. Developing the “Nutrition Facts” Food Label. Harvard Health Public Review. Fall 2003. Vol. 4.
No. 2.
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