
FDA Proposed Rule: Food Labeling: Nutrient Content Claims; Definition of Term Healthy
September 2022

EXECUTIVE SUMMARY
On September 28th, the U.S. Food and Drug Administration (FDA) issued a proposed rule to update the definition of the nutrient
content claim “healthy.” The regulation covers all derivatives of the word “healthy”, including related terms like “health,” “healthful,”
“healthfully,” “healthfulness,” “healthier,” “healthiest,” “healthily,” and “healthiness” that may be used on the label and FDA is seeking
comments on if there are other synonymous terms they should consider as it finalizes this rulemaking.

FDA notes that they will consider food labels and labeling as a whole (including websites) and will consider the context of statements
made in labels and labeling to determine whether a product bears a “healthy” implied nutrient content claim. This may include use of
the word “healthy” in product names, in combination with graphics like MyPlate or front of pack labeling like Facts Up Front, or even
when nutrient claims are used on the back of packages or websites that imply the healthfulness of a product.

FDA proposes “healthy” be defined using a two-part framework:
1. A food group-based approach: Requires that food products contain at least one of the food groups or subgroups

recommended by the Dietary Guidelines including:
a. Vegetables
b. Fruits
c. Grains (whole grains)
d. Dairy
e. Protein foods
f. Oils

2. Nutrient limits: Requires food products not exceed nutrient thresholds including:
a. Sodium: Baseline limit of ≤10% DV per RACC for individual foods ( ≤230 mg for adults and children 4 years of age

and older). This is lower than the limit in the existing criteria for “healthy”, which is currently set at 480 mg or about
20% of current DV).

b. Added sugars: Baseline limit of ≤5% DV per RACC
c. Saturated fat: Baseline limit of 5% DV per RACC (≤ 1 g for adults and children 4 years of age and older)

Note: these requirements vary slightly across food categories (See SPECIFIC REQUIREMENTS on page 6).

FDA is not proposing the inclusion of nutrients to encourage in an effort to discourage fortification.
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The proposal will now allow nuts and seeds- the premise of the 2019 Citizen’s Petition from the Kind Bar company that originally
urged FDA to update its definition, given these were the primary ingredient in their bars and contained fats that exceeded the amount
allowed under the standard. The proposal will also now allow higher fat fish, such as salmon, certain oils, and water, which are not
currently “healthy” to bear the “healthy” claim under the proposed definition. The agency is also seeking comment on if coffee and tea
should bear the claim.

Comment Deadline and Implementation: Public comments on the healthy proposed rule are due December 28, 2022. The
proposed effective date is 60 days after the date of the final rule’s publication in the Federal Register with a compliance date of 3
years after the effective date.

On a separate but related track, the FDA is also researching a symbol that manufacturers could use on the front of the pack to show
that their product meets the definition of the “healthy” claim. This comes on the heels of the Biden-Harris Administration’s National
Strategy on Hunger, Nutrition, and Health that states the FDA plans to conduct research and propose the development of a
standardized front of package labeling system (such as star ratings or traffic light schemes) for food packages to help consumers
identify foods that are part of a healthy eating pattern.
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GENERAL BACKGROUND

The Food and Drug Administration (FDA) is proposing to update the definition for the implied
nutrient content claim “healthy” to be consistent with current nutrition science and Federal
dietary guidance, especially the Dietary Guidelines for Americans (Dietary Guidelines). This
action, if finalized, will revise the requirements for when the term “healthy” can be used as a
claim in the labeling of human food products. When used, the claim “healthy” is essentially
implying that the levels of nutrients in a food are such that the food will contribute to good health
and that the food would be useful in achieving a total diet that conforms to current dietary
recommendations.

The claim “healthy” was first defined by FDA in 1994, and those regulations have remained in
place since then. FDA is now proposing to update the “healthy” definition because nutrition
science and Federal dietary guidance have changed over the past three decades, making the
current “healthy” definition outdated. Under the current/existing “healthy” regulations, there are
specific criteria for individual nutrients that must be met in the food for it to bear the claim,
including limits on total fat, saturated fat, cholesterol, and sodium, and minimum amounts of
nutrients whose consumption is encouraged, such as vitamin A, vitamin C, calcium, iron,
protein, and dietary fiber. The FDA believes that the current definition permits manufacturers to
use the claim “healthy” on some foods that contain levels of nutrients that would not help
consumers maintain healthy dietary practices (E.g., certain ready-to-eat cereals that may be
high in added sugars). Additionally, a number of foods emphasized in current nutrition science
and Federal dietary guidance are not able to bear the “healthy” claim under the current
regulation (e.g., salmon due to high fat levels; olive oil and canola oil due to not providing 10%
DV of nutrients to encourage). As a result, FDA believes that the definition needs to be updated
so that the use of the claim will accurately represent that the levels of the nutrients in a food
may help consumers maintain healthy dietary practices that are consistent with the Dietary
Guidelines.

The proposed framework for the updated definition of “healthy” uses a food group-based
approach in addition to nutrients to limit. The proposed, updated “healthy” criteria would
emphasize healthy dietary patterns by requiring that food products contain a certain amount of
food from at least one of the food groups or subgroups recommended by the Dietary Guidelines
in order to be labeled “healthy.” The proposed regulation would also require a food product to be
limited in certain nutrients, including saturated fat, sodium, and added sugars.

UPDATED CRITERIA

Food Groups to Encourage

The updated “healthy” criteria emphasizes the food groups and subgroups identified in the
Dietary Guidelines as part of a healthy dietary pattern: vegetables, fruits, grains, dairy, and
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protein foods, as well as oils. Under the proposed criteria, food products would need to contain
a certain amount of food (a “food group equivalent”) from at least one of these recommended
food groups or subgroups (e.g., 1⁄2 cup of fruit or 3⁄4 cup of dairy) to be labeled “healthy.” A
“food group equivalent” is the minimum amount of a food group that must be contained in a food
for it to bear the “healthy” implied nutrient content claim. A food group equivalent is equal to the
following:

Food Group Food Group Equivalent Examples

(i) Vegetable ½ cup equivalent
vegetable

½ cup cooked green beans; 1
cup raw spinach

(ii) Fruit ½ cup equivalent fruit ½ cup strawberries; ½ cup
100% orange juice; ¼ cup
raisins

(iii) Grains No less than ¾ oz
equivalent whole grain

1 slice of bread; ½ cup
cooked brown rice

(iv) Dairy ¾ cup equivalent dairy 6 oz fat free yogurt; 1 1/8 oz
nonfat cheese

(v) Protein foods 1 ½ oz equivalent game
meat
1 oz equivalent seafood
1 oz equivalent egg
1 oz equivalent beans,
peas, or soy products
1 oz equivalent nuts and
seeds

1 ½ oz venison;
1 oz tuna
1 large egg
¼ cup black beans
½ oz walnuts

The c-eq and oz-eq amounts in the table above are based on the amounts discussed in the
Dietary Guidelines. For vegetables and fruits, a 1 c-eq is: 1 cup raw or cooked vegetable or fruit,
1 cup 100% vegetable or fruit juice, 2 cups leafy salad greens, or 1⁄2 cup dried fruit or
vegetable. For grains, a 1 oz-eq is: 1⁄2 cup cooked whole grain rice, whole grain pasta, or
cereal; 1 oz dry whole grain pasta or rice; 1 medium (1 oz) slice whole grain bread, tortilla, or
flatbread; 1 oz of ready-to-eat whole grain cereal. For dairy, a 1 c-eq is: 1 cup fat-free or low-fat
milk, yogurt or lactose-free versions, or fortified soy beverage or yogurt alternatives; 1 1⁄2 oz
natural cheese or 1 oz processed cheese. For protein foods, a 1 oz-eq is: 1 oz game meat or
seafood; 1 egg; 1⁄4 cup cooked beans or tofu; 1 tbsp nut or seed butter; 1⁄2 oz nuts or seeds.

Nutrients to Limit

FDA is also proposing that foods must continue to adhere to certain criteria regarding nutrients
to limit to be labeled “healthy.” Specifically, they propose maintaining sodium and saturated fat
as nutrients to limit (which are already included in the current criteria), along with adding a limit
on added sugars. The FDA has established baseline limits for added sugar, sodium, and
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saturated fat in products labeled as “healthy”, however, these requirements vary slightly across
food categories (See SPECIFIC REQUIREMENTS). The Agency is accepting comments on
their approaches to determine the required thresholds for each nutrient to limit.

Added Sugar
For individual foods, FDA is proposing a baseline value for added sugars of ≤5% DV per RACC
(≤ 2.5 g for adults and children 4 years of age and older). FDA stated that they arrived at this
level because it is consistent with what would meet the requirements for a “low added sugar
claim” if such a claim existed in the regulations. FDA is proposing to adjust the baseline values
for added sugars as warranted, based on specific considerations of the different food groups
and subgroups. Of note, high-intensity sweeteners are not a factor in this proposal.

Sodium
FDA is proposing a baseline sodium limit of ≤10% DV per RACC for individual foods ( ≤230 mg
for adults and children 4 years of age and older). This proposed sodium limit is lower than the
limit in the existing criteria for “healthy”, which is currently set at 480 mg or about 20% of current
DV). FDA believes that it is feasible to lower the sodium level requirement for “healthy” due to
reductions in sodium in certain food categories in response to policies to limit sodium content in
manufactured foods as well as technological progress since the existing definition of “healthy”
was issued in 1994. FDA noted that while a baseline limit for sodium of ≤ 5% of the DV would be
consistent with the proposed saturated fat and added sugar baseline limits and the “low sodium”
nutrient content claim, FDA is concerned that a limit of ≤ 5% of the DV for sodium is not practical
at this time. To account for varying nature of different food categories, FDA is proposing to
adjust the baseline values for sodium as warranted, based on specific considerations of the
different food groups and subgroups.

Saturated Fat
For saturated fat, FDA is proposing a baseline limit of 5% DV per RACC (≤ 1 g for adults and
children 4 years of age and older). This level is consistent with the “low saturated fat” nutrient
content claim. Similar to the added sugar and sodium requirements, FDA is proposing to adjust
the baseline limit for saturated fat, as warranted, based on specific nutrient considerations
associated with the different food groups and subgroups and the Dietary Guidelines
consumption recommendations for different food groups.

As such, FDA is proposing the following baseline limits for saturated fat: 5% DV per RACC for
fruit products; vegetable products; grain products; bean, pea, and soy products; and nut and
seed products* (excluding saturated fat derived from nuts and seeds- See Protein below). FDA
is also proposing the following adjustments to the baseline limit for saturated fat for certain
categories of foods that are core elements of healthful dietary patterns associated with reducing
chronic disease risk (e.g., low-fat dairy products): 10% DV for dairy products; 10% DV for game
meats, seafood, and eggs; and 20% of total fat for oils and oil- based spreads and dressings.

Of note, FDA is also considering alternatives to the proposed limits on saturated fat. Specifically,
they are considering an approach using a ratio of saturated fat to total fat, such as a ratio based
on current DVs for saturated fat and total fat, which are based on 10% and 35% of daily calorie
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intake, respectively. The intent of this approach would be to apply a single ratio across all food
groups, thereby reducing the variation in the currently proposed limits, while still allowing some
flexibility for foods that provide monounsaturated and polyunsaturated fats. FDA is seeking
comment on the use of a limit for saturated fat based on the ratio of saturated fat to total fat,
including any data supporting this approach.

Other Nutrients
FDA is proposing not to include limits for total fat, trans fat, and dietary cholesterol.

Nutrients to Encourage

In a notable deviation from the current definition of “healthy”, FDA proposes that the “healthy”
criteria no longer include minimum amounts of nutrients to encourage (i.e., nutrients that are
underconsumed and whose low intake in the general population or in individual subpopulations
raise public health concern like potassium and dietary fiber). The reasoning for this is because
FDA is concerned that including criteria for nutrients to encourage could spur fortification to
allow foods that are low in saturated fat, sodium, and added sugars to qualify for the "healthy"
claim, despite these foods not contributing to a meaningful amount of a food group (e.g., white
bread fortified with calcium). The FDA is requesting comment on whether nutrients to encourage
should be included in addition to the food group criteria.

SPECIFIC REQUIREMENTS

Foods that may bear the nutrient content claim “healthy” under the proposed criteria are broken
out into several categories: (1) raw, whole fruits and vegetables; (2) individual food products; (3)
combination foods, which encompasses mixed products, main dish products, and meal
products; and (4) plain water. The specific requirements for these foods are described in more
detail below.

Eligible Products for “Healthy” Nutrient Content Claim

Product Criteria for bearing “healthy” claim

Raw, whole fruits and vegetables No additional criteria; all raw, whole fruits and
vegetables may bear the claim

Individual food products At least 1 food group equivalent per RACC
from 1 food group, and

Nutrients to limit

Mixed products At least ½ food group equivalent each from at
least 2 different food groups, and

Nutrients to limit
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Main dish as defined at 21 CFR 101.13(m) At least 1 food group equivalent each from at
least 2 different food groups, and

Nutrients to limit

Meal as defined at 21 CFR 101.13(l) At least 1 food group equivalent each from at
least 3 different food groups, and

Nutrients to limit

Water Plain water and plain, carbonated water may
bear the claim

Raw, Whole Fruits and Vegetables

FDA proposes allowing all raw, whole fruits and vegetables to bear the implied nutrient content
claim “healthy” without any additional requirements for food group equivalents or nutrients to
limit. For the purpose of this rule, “raw, whole” means whole fruits and vegetables that have not
been processed, such as whole apples, bananas, or carrots. Raw, whole fruits and vegetables
automatically qualify for the use of the claim, regardless if they meet the criteria required of
other foods.

FDA does not propose to include processed fruits and vegetables, such as canned, frozen,
dried, or pureed fruits and vegetables, within this exemption, though many may still meet the
criteria to bear “healthy.” The Agency notes that processed fruits and vegetables may contain
other ingredients, such as added sugars or sodium, that can affect their nutrient content; thus,
they find it necessary to include nutrient-to-limit criteria for such foods.

For purposes of this claim, fruits and vegetables that have been cut and packaged for sale, such
as cantaloupe pieces cut and packaged for sale in a supermarket are considered processed.
FDA asserts that fruits and vegetables that have been solely cut and packaged for sale would
generally qualify for use of the claim under the criteria for individual foods, as raw fruits and
vegetables do not exceed the nutrient criteria and would meet the food group equivalent
requirements. For example, plain frozen fruit or vegetables would not exceed the nutrient-to-limit
criteria and would meet the food group equivalent requirement. FDA does recognize that it is
possible that there are a few forms of fruit and vegetable products that may have RACCs that
are smaller than the size of the required food group equivalent requirement. For example,
frozen avocado pieces, specifically, may have a RACC that does not meet the “food group
equivalent” amount criteria of 1⁄2 c fruit. FDA is requesting comment on whether there are any
other fruit or vegetable products for which the RACC size may have an impact in terms of
qualifying for the claim and they welcome feedback on ways they could address how those
products could qualify for the claim.

Individual Foods
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Individual foods are foods that are comprised entirely or almost entirely of one food group
(excluding raw, whole fruits and vegetables, as explained above). In many cases, an individual
food will be comprised of only one food group; for example, individual foods include oatmeal
(which is comprised of only whole grain), dried fruit (fruit), or low-fat plain yogurt (dairy). In some
cases, individual foods include ingredients from multiple food groups, but one food group would
still predominate, and the product may only contain a minimal amount of another food group; for
example, cinnamon raisin oatmeal (primarily whole grain) and yogurt with granola topping
(primarily dairy) would both be individual foods. To bear the nutrient content claim “healthy,”
individual foods would have to meet specific requirements for food group equivalents and for
nutrients to limit.

For the purposes of this rule, individual foods have been separated into the six food groups
described in the Dietary Guidelines: vegetables, fruits, grains, dairy, proteins, as well as oils.
FDA is proposing that individual products would need to contain a specified minimum food
group equivalent per RACC (e.g., 1⁄2 cup of fruit, 3⁄4 cup of dairy) to be labeled “healthy.”
Individual products would also need to adhere to criteria for nutrients to limit per RACC for
saturated fat, sodium, and added sugars. The food group equivalents and the nutrients-to-limit
benchmarks are adjusted for each food group. The specific food group equivalent criteria, along
with the criteria for nutrients to limit, are described below.

If the food is… It must
contain at

least...

The added
sugars
content

must be no
greater
than…

The sodium
content

must be no
greater
than…

The
saturated

fat content
must be no

greater
than…

(A) A vegetable product
(Other than raw, whole veg)

1/2 c-eq
vegetable

0% DV 10% DV 5% DV

(B) A fruit product
(Other than raw, whole fruit)

1/2 c-eq
fruit

0% DV 10% DV 5% DV

(C) A grain product ¾ oz
equivalent
whole grain

5% DV 10% DV 5% DV

(D) A dairy product ¾ cup
equivalent
dairy

5% DV 10% DV 10% DV

(E)
Protein
Foods

(1) Game
meats

1 ½ oz
equivalent

0% DV 10% DV 10% DV

(2) Seafood 1 oz 0% DV 10% DV 10% DV
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equivalent

(3) Egg 1 oz
equivalent

0% DV 10% DV 10% DV

(4) Beans,
peas, and
soy products

1 oz
equivalent

0% DV 10% DV 5% DV

(5) Nuts and
seeds

1 oz
equivalent

0% DV 10% DV 5% DV,
excluding

saturated fat
derived from

nuts and
seeds

(F) Oils (1) 100% Oil 0% DV 0% DV 20% of total
fat

(2) Oil-based
spreads
whose fats
come solely
from oil

0% DV 5% DV 20% of total
fat

(3) Oil-based
dressing
containing at
least 30% oil
and oils meet
the
requirements
in paragraph
(d)(3)(ii)(F)(1)
of this section

2% DV 5% DV 20% of total
fat

Vegetables (Other Than Raw, Whole Vegetables)

FDA notes that healthy dietary patterns include vegetables from all vegetable subgroups: dark
green, red and orange, beans, peas, and lentils, starchy, and other. The vegetables food group
can include fresh, frozen, canned, and dried forms of vegetables, as well as 100% vegetable
juice. FDA considers concentrated vegetable purees and vegetable pastes to be vegetables for
the purpose of calculating food group equivalents since these products are essentially whole
vegetables that have been processed to change the physical form of the vegetable to remove
moisture. FDA tentatively does not plan to consider vegetable powders to be vegetables for the
purpose of calculating food group equivalents. They state that products could be produced or
used in a way that modifies the whole vegetable to an extent that removes some essential
characteristics that are beneficial when consuming the whole vegetable, which could impact
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nutrient content. However, FDA welcomes comments on whether they should consider certain
vegetable powders to be vegetables for the purpose of calculating food group equivalents.

For vegetables, FDA is proposing that the added sugars content for vegetable products must be
no greater than 0% DV per RACC. This is lower than some other food groups because
vegetable products generally do not contain added sugars, and FDA does not want to
encourage adding them to vegetable products. They are also proposing that vegetable products
be subject to the baseline values of 10% DV per RACC for sodium and 5% DV per RACC for
saturated fat given that many vegetable products in the food supply contain some sodium and
added fats for taste, processing, and preservation.

Fruits (Other Than Raw, Whole Fruits)

Fruits can be consumed in fresh, frozen, canned, and dried forms. FDA considers concentrated
fruit purees and fruit pastes to be fruit for the purpose of calculating food group equivalents
since these products are essentially whole fruits that have been processed to change the
physical form of the fruit to remove moisture. The fruits food group also includes 100% fruit
juice. FDA tentatively does not plan to consider fruit powders to be fruits for the purpose of
calculating food group equivalents. However, FDA welcomes comments on whether they should
consider certain fruit powders to be fruits for the purpose of calculating food group equivalents.
For the fruit category, FDA found that there are no special circumstances that require deviation
from the baseline levels of 5% DV per RACC for added sugar, 10% DV per RACC for sodium, or
5% DV per RACC saturated fat.

As with vegetable products, FDA is proposing to lower the baseline added sugars limit to 0% DV
per RACC for fruit products. FDA also found that there are no special circumstances that require
deviation from the baseline levels of 10% DV per RACC for sodium and 5% DV per RACC for
saturated fat.

Grain Products

FDA proposes that grain products must contain whole grains to bear the “healthy” claim. They
are also proposing that a whole grain equivalent is 3⁄4 oz-eq. This means that to bear the
“healthy” claim, an individual grain product must contain at least 3⁄4 oz-eq whole grains per
RACC.

For the grains category, FDA found that there are no special circumstances that require
deviation from the baseline levels, so they are proposing the baseline values of 5% DV per
RACC for added sugar, 10% DV per RACC for sodium, and 5% per RACC for saturated fat.

Dairy Products

Dairy in healthy dietary patterns includes fat-free (skim) and low-fat (1%) milk, yogurt, cheese,
and fortified soy beverages or soy yogurt alternatives. To support the availability of non-dairy
choices for individuals who are lactose intolerant or allergic to dairy or choose not to consume
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dairy, plant-based milk alternatives and plant-based yogurt alternatives whose overall nutritional
content is similar to dairy (e.g., provide similar amounts of protein, calcium, potassium,
magnesium, vitamin D, and vitamin A) and are used as alternatives to milk and yogurt would be
evaluated against the dairy criteria for the purposes of the “healthy” nutrient content claim.

FDA is proposing that a food group equivalent of dairy equal 3⁄4 c-eq. This means that an
individual dairy food must contain at least 3⁄4 c-eq of dairy per RACC to bear the “healthy”
nutrient content claim. FDA is proposing to revise the saturated fat limit for dairy to ≤ 10%D V of
saturated fat per RACC to allow low-fat dairy to bear the “healthy” claim provided the other
proposed criteria are met.

FDA is proposing that dairy products (e.g., sweetened yogurt and cheese) must meet the
baseline limit for added sugars of 5% DV per RACC and for sodium of 10% DV per RACC. FDA
found that there are no special circumstances that require deviation from the baseline levels for
added sugars and sodium. Additionally, they note that a sodium level of 10% is appropriate
because many dairy products, especially cheeses, can be expected to contain some sodium
due to processing and preservation methods.

Protein Foods

Plant sources of proteins can include nuts, seeds, beans, peas, and lentils, and soy products.
The nutrient content of beans, peas, and lentils is similar to foods in both the protein foods
group and in the vegetable group and may be counted under either category.

Since specific considerations for different foods within the protein foods group may vary, FDA is
proposing to divide protein foods into the following subgroups: (1) game meats; (2) seafood; (3)
eggs; (4) beans, peas, lentils, and soy products; and (5) nuts and seeds. FDA’s subgroups do
not include the animal sources of protein whose labeling is regulated by USDA’s Food Safety
and Inspection Service (e.g., meat and poultry products, egg products, and catfish).

For all of the protein food subgroups, FDA proposed that the food contain no more than 0% DV
of added sugars per RACC because most protein food products generally do not contain added
sugars. FDA is also proposing that all protein products must meet the baseline limit for sodium
of 10% DV per RACC as many protein products in the food supply contain some sodium for
taste, processing, and/or preservation.

Because protein foods are a diverse group of foods containing varying amounts of saturated fat,
FDA proposes different saturated fat limits for some subgroups. For game meats, seafood, and
eggs, FDA is proposing to increase the limit for saturated fat to 10% DV because using the
baseline saturated fat limit would prevent these foods from being able to bear the “healthy”
claim even though they contain important nutrients that may help consumers maintain healthy
dietary practices. Additionally, using the baseline limit of 5% DV of saturated fat per RACC
would prevent eggs from being able to bear the “healthy” claim, so FDA is proposing to raise the
saturated fat limit for eggs to ≤ 10% DV per RACC. The Agency notes that beans, peas, and
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lentils, and soy products are inherently low in saturated fat; therefore, they are not proposing the
baseline value for saturated fat of ≤ 5% DV per RACC for these foods.

Under the proposal, in nut and seed products, the saturated fat from the nuts and seeds would
not contribute toward the overall saturated fat limit. FDA has included this exception because
nuts and seeds are generally higher in saturated fat but contribute many other beneficial
nutrients. Nut and seed products would still be subject to the 5% DV per RACC requirement for
saturated fat. However, any saturated fat coming from the nuts and seeds themselves would not
count toward that limit. FDA is seeking comments on whether nuts with relatively higher
amounts of saturated fat should be eligible for the “healthy” claim.

Oils

FDA proposes including 100% oils, oil-based spreads, and oil-based dressings in the definition
of “healthy” where they meet certain specified requirements. 100% oils would have to contain
only oil, which means they would contain no sodium or added sugars. For the 100% oil
subcategory, there would be a limit of saturated fat of ≤ 20% of total fat. The Dietary Guidelines
emphasizes oils, such as canola, corn, olive, and sunflower oils but does not include the fat
from some tropical plants, such as coconut oil, palm kernel oil, and palm oil, in the category of
oils because they contain a higher percentage of saturated fats than other oils. Therefore, FDA
proposes a 20% limit on saturated fat to ensure that only oils with a fat profile of predominantly
monounsaturated and polyunsaturated fats, as recommended by the Dietary Guidelines, meet
the criteria for “healthy.”

The proposal would also allow oil-based spreads, such as tub margarine, to bear the claim
“healthy” when they meet certain requirements. They would only qualify when their fat content
comes solely from oils and where the product’s overall saturated fat content is no more than
20% of total fat. For such spreads, there would be a limit for added sugars of 0% DV per RACC,
as these products are not expected to contain added sugars. FDA is also proposing to lower the
sodium limit to 5% DV per RACC for spreads due to their small RACCs. The Agency is seeking
comments on the proposed criteria for oil-based spreads, particularly on whether the proposed
saturated fat criteria would adequately ensure that spreads that are part of a healthy dietary
pattern are eligible to bear the “healthy” nutrient content claim.

Lastly, FDA also proposes allowing oil-based dressings to bear the claim “healthy” when they
meet certain requirements. For oil- based dressings to use the claim, they would need to
contain at least 30% oil, which is consistent with the oil content in the standard of identity for
salad dressing. FDA is proposing that oil-based dressings be permitted to contain up to 2% DV
of added sugars per RACC. There would be a sodium limit of ≤ 5% DV per RACC for dressings,
due to their small RACCs. FDA also proposes that the dressings must meet a saturated fat limit
of ≤ 20% of total fat. The Agency welcomes comment on the proposed criteria for oil-based
dressings, in particular on whether the proposed 30% oil level is an appropriate requirement for
oil-based dressings, and on whether the proposed saturated fat criteria adequately ensure that
dressings that are part of a healthy dietary pattern because they are lower in saturated fat and
higher in unsaturated fatty acids can bear the claim.
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Combination Foods

As explained in the section above, individual foods are foods that are primarily comprised of one
food group. In some cases, individual foods can contain ingredients from multiple food groups,
but not in high enough quantities to equal a food group equivalent in more than one food group.
However, many foods on the market contain multiple ingredients in combinations more complex
than those that would fit in the individual food groups. For purposes of this proposal, FDA refers
to these foods as “combination foods.” Combination foods are comprised of meaningful
amounts of more than one food group as described in more detail in the next few paragraphs,
and therefore are subject to different criteria in order to bear the nutrient content claim “healthy.”

The proposal outlines different criteria for combination foods depending on their role in the diet,
which have been categorized into mixed products, main dish products, and meal products. Of
note, there are a few special considerations that would apply to all combination foods. These
include:

1)  Oils do not count as a food group equivalent. This does not mean that combination foods
cannot contain oils and still qualify for the “healthy” claim; it means that such oils do not
contribute to the food group equivalent requirements in order to meet the criteria to be labeled
“healthy.”

2) When nuts and seeds are included as ingredients in combination foods, the saturated fat
contained in the nuts and seeds does not contribute toward the saturated fat limit.

3) Beans, peas, and lentils may be counted as either a protein food or as a vegetable in a
combination food. If a combination food has more than one type of food from the beans, peas,
and lentils subgroup, in amounts such that each food meets the food group requirements
individually, the amount of one food from the beans, peas, and lentils subgroup can meet the
vegetable group requirement while another food from the same subgroup can be used to meet
the protein food requirement. However, if the food product has only one type of food from the
beans, peas, and lentils subgroup, the one type cannot count toward both the vegetable and
protein food group requirements in the same combination of food. For example, if a food product
had a 1⁄2 cup of split peas and a 1⁄2 cup of black beans, the black beans could be counted as
one food group equivalent of protein foods and the split peas as one food group equivalent of
vegetables in a combination food. However, if a food product had one cup only of black beans, it
could be counted as one food group equivalent of vegetables or one food group equivalent of
protein foods, but not as both.

Mixed Products

Mixed products are similar in size to an individual food but contain more than one food group.
For example, a mixed product could include a granola product that is half whole grains and half
nuts. FDA is proposing to require that a mixed product contain at least half a food group
equivalent each of two different food groups per RACC. There would also be nutrients-to-limit
requirements that reflect the food group composition of mixed products.
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Mixed Product Requirements

Food Group
Equivalents

(FGE)

Added Sugar Limit Sodium Limit Saturated Fat Limit

½ FGE fruit,
vegetable,
or protein

+
½ FGE fruit,
vegetable,
or protein

0% DV 10% DV 5% DV
or

7 ½% DV if the
protein is game meat,

seafood, or egg

½ FGE whole grain
+

½ FGE fruit,
vegetable,
or protein

2 ½% DV 10% DV 5% DV
or

7 ½% DV if the
protein is game meat,

seafood, or egg

½ FGE dairy
+

½ FGE fruit,
vegetable,
or protein

2 ½% DV 10% DV 7 ½% DV
or

10% DV if protein is
game meat, seafood,

or egg

½ FGE dairy
+

½ FGE whole grain

7 ½% DV 10% DV 7 ½% DV

Main Dish Products

Main dish products, defined at § 101.13(m), are larger in size (weighing at least 6 oz per labeled
serving) than individual foods and mixed products, and are intended to make a major
contribution to a meal. A main dish product might include, for example, a frozen entrée that is
intended to be eaten with additional items to form a full meal. Because of their size and purpose
in the diet, FDA is proposing to require that main dish products contain at least a food group
equivalent each of two different food groups per labeled serving. There would also be
nutrients-to-limit requirements that take into account their purpose in the diet and their larger
RACCs.

Main Dish Requirements

Food Group
Equivalents

(FGE)

Added Sugar Limit Sodium Limit Saturated Fat Limit

1 FGE fruit, 0% DV 20% DV 10% DV
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vegetable,
or protein

+
1 FGE fruit,
vegetable,
or protein

or
15% DV if the

protein is game meat,
seafood, or egg

1 FGE whole grain
+

1 FGE fruit,
vegetable,
or protein

5% DV 20% DV 10% DV
or

15% DV if the
protein is game meat,

seafood, or egg

1 FGE dairy
+

1 FGE fruit,
vegetable,
or protein

5% DV 20% DV 15% DV
or

20% DV if protein is
game meat, seafood,

or egg

1 FGE dairy
+

1 FGE whole grain

10% DV 20% DV 15% DV

Meal Products

Meal products, defined at § 101.13(l), are larger in size (weighing at least 10 oz per labeled
serving) than main dish products, and are intended to comprise all of the food for a single eating
occasion (i.e., a full meal). An example of a meal would be a frozen dinner. Because of their
size and purpose in the diet, FDA is proposing to require that meal products contain at least a
food group equivalent each from three different food groups per labeled serving. There would
also be nutrients-to-limit requirements that take into account their purpose in the diet and their
larger RACCs.

Meal Product Requirements

Food Group
Equivalents

(FGE)

Added Sugar Limit Sodium Limit Saturated Fat Limit

1 FGE fruit,
vegetable,
or protein +
1 FGE fruit,
vegetable,
or protein

+
1 FGE fruit,

0% DV 30% DV 15% DV
or

20% DV if the
protein is game meat,

seafood, or egg
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vegetable,
or protein

1 FGE whole grain
+

1 FGE fruit,
vegetable, or protein

+
1 FGE fruit,
vegetable,
or protein

5% DV 30% DV 15% DV
or

20% DV if the
protein is game meat,

seafood, or egg

1 FGE dairy
+

1 FGE fruit,
vegetable,
or protein

+
1 FGE fruit,
vegetable,
or protein

5% DV 30% DV 20% DV
or

25% DV if protein is
game meat, seafood,

or egg

1 FGE dairy
+

1 FGE whole grain
+

1 FGE fruit,
vegetable,
or protein

10% DV 30% DV 20% DV
or

25% DV if the
protein is game meat,

seafood, or egg

Water

Under the existing “healthy” regulation, water cannot be labeled “healthy” because it does not
meet the existing nutrient-related criteria.The proposal would include plain and plain,
carbonated water in the updated definition of “healthy.”

FDA is seeking comments on whether water should be included in the definition, and whether
“water” should be expanded, for example, to include waters containing non-caloric flavors or
other non-caloric ingredients. Beyond water, the Dietary Guidelines states that beverages that
are calorie-free should be primary beverages consumed and that coffee and tea with little, if any,
sweeteners or cream are also beverage options that can be part of a healthy dietary pattern.
Therefore, FDA also requests comment on the eligibility of calorie-free beverages, coffee, and
tea to bear the “healthy” claim.

ADDITIONAL DETAILS

Infants/Toddlers
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The Agency is proposing that the use of the nutrient content claim “healthy” remains limited to
adults and children 2 years of age and older. Therefore, the claim “healthy” could appear on
foods directed to children 2 to 3 years of age and on foods directed to adults and children 4
years of age and older.

When determining eligibility for use of the claim “healthy,” specifically whether a food meets the
“percent DV” criteria for saturated fat, sodium, and added sugars, the “percent DV” criteria will
be based on the set of DVs appropriate for that food. For the majority of foods, the DVs
established for adults and children 4 years of age and older will be the basis of the nutrient
criteria for the claim. However, for the subset of foods specifically directed to children 2 to 3
years of age (e.g., fruit pouches, toddler snack puffs), the basis of the “percent DV” nutrient
criteria are the specific set of DVs established for that age range in § 101.9(c)(9).

Use/Applicability

The Agency believes that once the “healthy” regulations are aligned with the most current
science and Federal guidance, manufacturers may be more willing to use the updated claim so
it may expand the availability of food labeled with the “healthy” claim for consumers. They also
believe that the availability of the revised regulation may also result in some members of the
food industry developing and/or reformulating food products to better match current nutrition
science recommendations and use the claim.

The regulations cover all derivatives of the word “healthy”, including related terms like “health,”
“healthful,” “healthfully,” “healthfulness,” “healthier,” “healthiest,” “healthily,” and “healthiness”
that may be used on the label. FDA is also seeking comments on whether there are any other
terms synonymous with “healthy” that they should consider as we finalize this rulemaking.

FDA notes that they consider food labels and labeling as a whole (including websites) and will
consider the context of statements made in labels and labeling to determine whether a product
bears a “healthy” implied nutrient content claim. This may include use of the word “healthy” in
product names, in combination with graphics like MyPlate or front of pack labeling like Facts Up
Front, or even when nutrient claims are used on the back of packages or websites that imply a
products healthfulness.

RECORDKEEPING

The proposed rule would also add certain recordkeeping requirements for foods bearing the
claim where compliance cannot be verified through information on the product label.

Each manufacturer of a food would have to keep written records (e.g., analyses of databases,
recipes, formulations, information from recipes or formulations, or batch records) to verify that
the food meets the food group equivalent requirements. These records must be kept for a
period of at least 2 years after introduction or delivery for introduction of the food into interstate
commerce. Such records must be provided to FDA upon request, during an inspection, for
official review and photocopying or other means of reproduction. Records may be kept either as
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original records, true copies (such as photocopies, pictures, scanned copies, microfilm,
microfiche, or other accurate reproductions of the original records), or electronic records.

There would be some exceptions to the recordkeeping for raw, whole fruits/vegetables, water,
and individual foods where the ingredient lists provides sufficient information to verify the food
meets the food group equivalent requirements to bear the “healthy” claim (E.g., a
single-ingredient frozen spinach package). The recordkeeping requirement would always apply
to manufacturers of mixed products, main dish products, and meal products, as these products
contain multiple components and it will not be clear how much of each food group is contained
in the products without additional information. For individual foods, it will depend on the food
whether such records are required.

FDA anticipates that manufacturers may have concerns about the confidentiality of the
information inspected by us under this proposal. However, FDA asserts that they would protect
confidential information from disclosure, consistent with existing applicable statutes and
regulations.

COMPLIANCE DATE

FDA intends that any final rule resulting from this rulemaking become effective 60 days after the
date of the final rule’s publication in the Federal Register with a compliance date 3 years after
the effective date. They note that a compliance date that is 3 years after the effective date is
intended to provide industry time to revise labeling to come into compliance with the new
labeling requirements while balancing the need for consumers to have the information in a
timely manner. FDA welcomes feedback on the proposed compliance date.
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