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RE: Definition of Term “Healthy” (Docket No. FDA-2016-D-2335)

I. Summary

The Environmental Working Group is pleased to submit this comment on FDA’s
proposed rule to update the criteria for “healthy” labeling claims on food products. We commend
FDA’s effort to update food labeling regulations in accordance with current science, but we
believe that current science on the relationship between diet and health goes beyond the
benefits of nutrient-dense foods in a healthful diet. Specifically, we encourage FDA to consider
expanding the criteria for foods labeled “healthy” to include requirements that such foods do not
contain food additives that have been associated with health risks, such as propylparaben,1

FD&C Red No. 3,2 butylated hydroxytoluene (BHT),3 and titanium dioxide.4

Consumers expect FDA-regulated food ingredients to be safe and free of adverse health
risks. However, many food additive ingredients that have been linked to adverse health effects
are still sold on the American market. Because of the immense nature of the food ecosystem,
there is a gap in FDA regulation pertaining to food chemicals that were approved or designated
GRAS many decades ago but are now associated with significant health harms. Incorporating
toxicity risks into “healthy” labeling claims would empower consumers to make more healthful
diet choices while the agency continues its important work of evaluating the safety of additives
allowed in food products.

As discussed below, there are strong consumer choice, public health, and
administrability reasons for promulgating requirements that “healthy”-labeled foods do not
contain food additive ingredients with known risks.

II. Arguments

First, consumers are likely to understand a “healthy” claim to mean wholesome
and safe, as the word is used in common parlance. We appreciate that FDA has
acknowledged this possibility after comments to the agency’s 2016 request for information on
the topic and seek to reemphasize the importance of this concern.5

The word “healthy” is broad in meaning6 – compared to more specific claims that a food
product is, for example, “nutritious,” consumers who spot “healthy” on a packaging label are
likely to reasonably believe that the product contains only ingredients that are assuredly safe
according to the current science. Indeed, throughout the proposed rule, FDA necessarily
specifies that the existing rule for “healthy” product labels pertains specifically to nutrient value.7

While we appreciate that FDA has long considered “healthy” to concern only nutrient content,
we encourage the agency to consider this rulemaking as an opportunity to update the definition
according to consumer understandings and current science on food additive safety.
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The proliferation of health-related branding in grocery stores underscores the reality that
consumers pay attention to ingredient safety in addition to nutrition content when seeking
healthful foods. Many major food manufacturers and retailers have modified their formulations
and created labeling programs in response to consumer demands for safer food ingredients. For
instance, Whole Foods Market, Kroger, and Wild Oats Marketplace do not sell foods containing
parabens, Red 3, and BHT in their stores.8 Other major grocery retailers including Trader Joes,
Publix, Ahold Delhaize, Harris Teeter, Aldi, Meijer, Supervalu, and H-E-B have created store
brands or shelf labeling systems characterized by their “free-from” lists, whereby all products
with that store brand or shelf label are free from certain risky food additives.9 Many of these
store brands are named so as to imply health-related benefits, with brand names such as
Simply Nature and True Goodness.10

This growing trend among food manufacturers and retailers shows that consumers
perceive foods with health-related branding as being healthy in their entirety – that when they
choose foods with health-related branding, they are choosing foods that do not contain risky
additive ingredients. A central purpose of this rulemaking is to ensure consumers can make
informed and healthful choices, so it is critical to account for the breadth of concerns that
consumers consider when choosing foods that are marketed as healthy.

Second, adding food additive safety considerations would enable FDA to fulfill its
goal to promote public health in the long term through informed dietary choices. That is,
rather than focusing on the individual nutrients of individual foods as the original regulation did,
this rulemaking is an opportunity to help consumers cultivate a more holistic healthy dietary
pattern that has the potential to improve and maintain overall health over time.

The motivating public health goal of this regulation is to “help reduce the burden of
nutrition-related chronic diseases” affecting Americans.11 FDA acknowledges that while these
health burdens are caused by a multitude of factors, dietary patterns “throughout the lifespan”
contribute to an increased risk. Current science shows exposure to food additives including
propylparaben, FD&C Red No. 3, BHT, and titanium dioxide can contribute to increased risks of
endocrine disruption, cancer, and neurotoxic health impacts.12

Furthermore, studies have shown that some endocrine-disrupting chemicals, including
parabens, can cause obesogenic effects.13 While obesity is a complex condition linked to a
multiplicity of factors including biological, social, and environmental causes, a growing body of
literature on obesogenic chemicals supports a link between obesogen exposure and adverse
health outcomes.14 Foods are the main source of obesogens, with most obesogens entering
food as additives or contaminants rather than occurring naturally.15

Because recent scientific research has established links between certain food additives
and the adverse health outcomes that FDA seeks to prevent by updating the definition of
“healthy,” the public health goals of this rulemaking would be best served with ingredient safety
requirements behind the implied claim.

2



Finally, adding ingredient safety criteria would be consistent with the proposed
regulatory structure without requiring significant administrative changes on behalf of
FDA. The existing and proposed criteria already require that products labeled “healthy” limit
certain ingredients that are associated with risks at high intake levels, such as sodium and
added sugar.16 It would be aligned with the proposed regulatory design to require that
“healthy”-labeled products also restrict additives with known health risks. Furthermore, the
information required to enforce a ban on ingredients with known toxic effects in “healthy”-labeled
foods is readily available because ingredients such as propylparaben, FD&C Red No. 3, BHT,
and titanium dioxide are already disclosed on product labels.

Incorporating ingredient safety requirements into “healthy” labeling claims would also
align the rule with trends in the health foods market without imposing a significant cost on the
regulated community. As discussed above, many major grocery retailers have already created
food brands invoking health and wellness benefits. By requiring “healthy”-labeled foods to omit
certain food additives with known health risks, FDA can encourage food companies to move
toward safer ingredient substitutions without going so far as to ban these additives from all
foods.

III. Conclusion

FDA’s regulatory definition of “healthy” should reflect consumers’ expectations of the
word, which go beyond nutrient value. Ensuring that “healthy”-labeled foods restrict specific
additives that have scientifically-demonstrated health risks would help FDA advance the rule’s
purpose: providing consumers with information to choose foods that support a holistically
healthy dietary pattern.

While it is impractical to communicate full information on the risks of various food
additives on a product label, it is important to prevent consumers from being predictably
mistaken about the scope of a “healthy” claim. To have nutrient content disambiguated from
food additive safety under the general label of “healthy” is to potentially encourage consumers
to choose foods that, while nutrient-dense, may contain harmful additive ingredients. As such,
companies permitted to claim that a food is healthy should ensure that the food not only
includes the requisite nutritional value, but also excludes ingredients that have been linked to
adverse health impacts.

Sincerely,

Environmental Working Group
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