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On behalf of the undersigned, Public Health Advocacy Institute (PHAI) submits
this petition and Attachments A-G to the Food & Drug Administration (FDA) in
accordance with FDA regulations. This petition requests that the Commissioner take

actions to:

e Enforce 21 C.F.R. 88 101.3, 101.7, 102.5 and 107 against misbranded
“transition formula” products represented or purported to be for children 9
to more than 12 months of age;

e Amend 21 C.F.R. 8 101.3 to expressly prohibit the use of the term “infant
formula” or “formula” on any drink products represented or purported to be
for use by children more than 12 months old; and

e Amend 21 C.F.R. 8 102 to establish a common or usual name for
nonstandardized beverages represented or purported to be for use by
children 12 to 36 months old, and to require disclaimers to clarify age of
use and proper nutrition for young children.

These actions are necessary to address two categories of drinks: “transition
formulas,” which are labeled and marketed for children 9 to 18 or 24 months and
“toddler milks,” which are labeled and marketed for children 12 to 36 months old.
These beverages are not recommended by health and nutrition experts as part of a
child’s healthy diet. Current labeling and marketing of these products creates
consumer confusion with infant formula; and creates the impression that plain
unsweetened milk and whole foods are insufficient to meet the nutritional needs of

otherwise healthy young children.
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From 2006 - 2015, advertising spending on transition formulas and toddler
milks increased four-fold, and volume sales increased 2.6 times. However, transition
formulas are not nutritionally appropriate for children over 12 months and toddler
milks offer no unique nutritional value beyond what should be obtained from milk and
other healthy foods. Furthermore, these products contribute added sugars to the diets
of young children and create a potential economic harm to their families. These
products can cost more than four times the equivalent volume of unsweetened and
unflavored cow’s milk—the recommended type of milk for children 12 to 36 months
and older. The requested actions are within existing FDA authority and are warranted
to ensure that caregivers are not misled into purchasing nutritionally inferior and

unnecessary products for their infants and toddlers.

Respectfully submitted,

Mark A. Gottlieb, JD
Executive Director
Public Health Advocacy Institute, Inc.
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July 28, 2020

[by electronic submission]

Division of Dockets Management
Department of Health and Human Services
Food and Drug Administration

5630 Fishers Lane, Rm. 1061

Rockville, MD 20852

CITIZEN PETITION

PART A — ACTION REQUESTED

The Public Health Advocacy Institute (PHAI) submits this petition on behalf of the
undersigned organizations and individuals under 21 U.S.C. 88 321, 341, 343, 371(a)
and 21 C.F.R. 88 10.30, 102.19, 101.3. We request that the Commissioner take the
following actions:

1. Take prompt enforcement action under 21 C.F.R. 88 101.3, 101.7, 102.5 and 107
against misbranded “transition formula” represented or purported to be for
children from 9 to more than 12 months of age.

2. Amend 21 C.F.R. § 101.3 to expressly prohibit the use of the term “infant
formula” or “formula” on any drink products represented or purported to be for
use by children more than 12 months old.

3. Amend 21 C.F.R. § 102 to establish a common or usual name for
nonstandardized beverages represented or purported to be for use by children
12 to 36 months old and to require disclaimers to clarify age of use and proper
nutrition for young children.

The amendments to 21 C.F.R. § 101.3 requested are marked in bold and italicized

in the text below:



PART 101 - FOOD LABELING

Subpart A — General Provisions
Sec. 101.3 Identity labeling of food in packaged form.

(a) The principal display panel of a food in package form shall bear as one of its

principal features a statement of the identity of the commaodity.
(b) Such statement of identity shall be in terms of:

(1) The name now or hereafter specified in or required by any applicable

Federal law or regulation; or, in the absence thereof,
(2) The common or usual name of the food; or, in the absence thereof,

(3) An appropriately descriptive term, or when the nature of the food is
obvious, a fanciful name commonly used by the public for such food.

(c) Where a food is marketed in various optional forms (whole, slices, diced,
etc.), the particular form shall be considered to be a necessary part of the
statement of identity and shall be declared in letters of a type size bearing a
reasonable relation to the size of the letters forming the other components of the
statement of identity; except that if the optional form is visible through the
container or is depicted by an appropriate vignette, the particular form need not
be included in the statement. This specification does not affect the required
declarations of identity under definitions and standards for foods promulgated

pursuant to section 401 of the act.

(d) This statement of identity shall be presented in bold type on the principal
display panel, shall be in a size reasonably related to the most prominent printed
matter on such panel, and shall be in lines generally parallel to the base on which

the package rests as it is designed to be displayed.

(e) Under the provisions of section 403(c) of the Federal Food, Drug, and
Cosmetic Act, a food shall be deemed to be misbranded if it is an imitation of
another food unless its label bears, in type of uniform size and prominence, the
word "imitation" and, immediately thereafter, the name of the food imitated.



(1) A food shall be deemed to be an imitation and thus subject to the
requirements of section 403(c) of the act if it is a substitute for and

resembles another food but is nutritionally inferior to that food.

(2) A food that is a substitute for and resembles another food shall not be
deemed to be an imitation provided it meets each of the following

requirements:

(i) It is not nutritionally inferior to the food for which it substitutes

and which it resembles.

(i) Its label bears a common or usual name that complies with the
provisions of 102.5 of this chapter and that is not false or
misleading, or in the absence of an existing common or usual
name, an appropriately descriptive term that is not false or
misleading. The label may, in addition, bear a fanciful name which

is not false or misleading.

(3) A food for which a common or usual name is established by regulation
(e.g., in a standard of identity pursuant to section 401 of the act, in a
common or usual name regulation pursuant to part 102 of this chapter, or
in a regulation establishing a nutritional quality guideline pursuant to part
104 of this chapter), and which complies with all of the applicable

requirements of such regulation(s), shall not be deemed to be an imitation.
(4) Nutritional inferiority includes:

(i) Any reduction in the content of an essential nutrient that is
present in a measurable amount, but does not include a reduction
in the caloric or fat content provided the food is labeled pursuant to
the provisions of 101.9, and provided the labeling with respect to
any reduction in caloric content complies with the provisions

applicable to caloric content in part 105 of this chapter.



(ii) For the purpose of this section, a measurable amount of an
essential nutrient in a food shall be considered to be 2 percent or
more of the Daily Reference Value (DRV) of protein listed under
101.9(c)(7)(iif) and of potassium listed under 101.9(c)(9) per
reference amount customarily consumed and 2 percent or more of
the Reference Daily Intake (RDI) of any vitamin or mineral listed
under 101.9(c)(8)(iv) per reference amount customarily consumed,
except that selenium, molybdenum, chromium, and chloride need

not be considered.

(iii) If the Commissioner concludes that a food is a substitute for
and resembles another food but is inferior to the food imitated for
reasons other than those set forth in this paragraph, he may
propose appropriate revisions to this regulation or he may propose

a separate regulation governing the particular food.

(f) A label may be required to bear the percentage(s) of a characterizing
ingredient(s) or information concerning the presence or absence of an
ingredient(s) or the need to add an ingredient(s) as part of the common or usual

name of the food pursuant to subpart B of part 102 of this chapter.

(g) Dietary supplements shall be identified by the term "dietary supplement” as a
part of the statement of identity, except that the word "dietary” may be deleted
and replaced by the name of the dietary ingredients in the product (e.g., calcium
supplement) or an appropriately descriptive term indicating the type of dietary

ingredients that are in the product (e.g., herbal supplement with vitamins).

(h) Any beverage, in powder or liquid form, represented or purported to be
for use by children more than 12 months old shall not be identified as
“infant formula” or use the term “formula” in combination with any other
term.

The amendments to 21 C.F.R. 8§ 102 requested are marked in bold and italicized in

the text below:



PART 102 - COMMON OR USUAL NAME FOR NONSTANDARDIZED FOODS
Subpart B - Requirements for Specific Nonstandardized Foods

Sec. 102.33 Beverages that contain fruit or vegetable juice.

(a) For a carbonated or noncarbonated beverage that contains less than 100
percent and more than O percent fruit or vegetable juice, the common or usual
name shall be a descriptive name that meets the requirements of 102.5(a) and, if
the common or usual name uses the word "juice," shall include a qualifying term
such as "beverage," "cocktail," or "drink" appropriate to advise the consumer that
the product is less than 100 percent juice (e.g., "diluted grape juice beverage" or

"grape juice drink™).

(b) If the product is a diluted multiple-juice beverage or blend of single-strength
juices and names, other than in the ingredient statement, more than one juice,
then the names of those juices, except in the ingredient statement, must be in
descending order of predominance by volume unless the name specifically
shows that the juice with the represented flavor is used as a flavor (e.qg.,
raspberry-flavored apple and pear juice drink). In accordance with 101.22(i)(1)(iii)
of this chapter, the presence of added natural flavors is not required to be
declared in the name of the beverage unless the declared juices alone do not

characterize the product before the addition of the added flavors.

(c) If a diluted multiple-juice beverage or blend of single-strength juices contains
a juice that is named or implied on the label or labeling other than in the
ingredient statement (represented juice), and also contains a juice other than the
named or implied juice (nonrepresented juice), then the common or usual name
for the product shall indicate that the represented juice is not the only juice

present (e.g., "Apple blend; apple juice in a blend of two other fruit juices."”)

(d) In a diluted multiple-juice beverage or blend of single-strength juices where
one or more, but not all, of the juices are named on the label other than in the
ingredient statement, and where the named juice is not the predominant juice,

the common or usual name for the product shall:



(1) Indicate that the named juice is present as a flavor or flavoring (e.qg.,

"Raspcranberry”; raspberry and cranberry flavored juice drink); or

(2) Include the amount of the named juice, declared in a 5- percent range
(e.qg., Raspcranberry; raspberry and cranberry juice beverage, 10- to 15-
percent cranberry juice and 3- to 8-percent raspberry juice). The 5-percent

range, when used, shall be declared in the manner set forth in 102.5(b)(2).

(e) The common or usual name of a juice that has been modified shall include a
description of the exact nature of the modification (e.g., "acid-reduced cranberry
juice," "deflavored, decolored grape juice”).

(f) If the product is a beverage that contains a juice whose color, taste, or other
organoleptic properties have been modified to the extent that the original juice is
no longer recognizable at the time processing is complete, or if its nutrient profile
has been diminished to a level below the normal nutrient range for the juice, then
the source fruits or vegetables from which the modified juice was derived may

not be depicted on the label by vignette or other pictorial representation.

(9)(1) If one or more juices in a juice beverage is made from concentrate, the
name of the juice must include a term indicating that fact, such as "from
concentrate,” or "reconstituted.” Such terms must be included in the name of
each individual juice or it may be stated once adjacent to the product name so
that it applies to all the juices, (e.g., "cherry juice (from concentrate) in a blend of
two other juices" or "cherry juice in a blend of 2 other juices (from concentrate)").
The term shall be in a type size no less than one-half the height of the letters in

the name of the juice.

(2) If the juice is 100 percent single species juice consisting of juice directly
expressed from a fruit or vegetable whose Brix level has been raised by the
addition of juice concentrate from the same fruit or vegetable, the name of the
juice need not include a statement that the juice is from concentrate. However, if
water is added to this 100 percent juice mixture to adjust the Brix level, the

product shall be labeled with the term "from concentrate" or "reconstituted.”



Sec. 102.34 Beverages for children 12 — 36 months old
@) For a powdered or liquid milk-based beverage represented or
purported to be for use by children 12 to 36 months old, the common or
usual name shall be a descriptive term such as “milk-based drink” and if
the product contains added sugars, nonnutritive sweeteners or flavorings it
shall include a qualifying term such as “sweetened” or “flavored” to advise
the consumer that the product is not plain milk (e.g. “sweetened milk-
based drink powder for 12 — 36 month olds,” “flavored sweetened milk-
based drink powder for 12 — 36 month olds”) and comply with the other
labeling requirements of this section.
(b) Non-dairy-milk-based powdered or liquid beverages represented or
purported to be for use by children 12 — 36 months old shall use an
appropriately descriptive term identifying the source of protein such as
“soy-based drink powder for 12 to 36 month olds,” include qualifying terms
such as “sweetened” and “flavored” when applicable and comply with the
other labeling requirements of this section.
(c) The label shall also contain the following:
(1) A disclaimer that cautions against use of the product with
infants, such as “DO NOT SERVE TO INFANTS UNDER 12 MONTHS
OLD.”
(2) A statement indicating that children 12 to 36 months of age do
not require these products for a healthy diet, such as “This product

is not recommended by health and nutrition experts.”



(d) Label statements suggesting a recommended intake such as “one cup a

day” are not permitted.

PART B — STATEMENT OF GROUNDS

l. Statement of the Problem

Feeding infants (up to 12 months old) and toddlers (12 to 36 months old) during
the transition from exclusive breastfeeding or infant formula to the family diet is critical
for establishing healthy dietary preferences in children.! The American Academy of
Pediatrics (AAP) recommends exclusive breastfeeding for the first 6 months of life with
the addition of complementary foods and the continuation of breastfeeding until at least
12 months of age.? Iron-fortified infant formula is recommended for infants who are not
breastfed. After 12 months, whole plain pasteurized cow's milk, plain water, and healthy
foods are advised.® After 24 months, caregivers are advised to shift from whole milk to

plain non-fat (skim) or low-fat milk.*

! Rafael Pérez-Escamilla, Sofia Segura-Pérez & Megan Lott, FEEDING GUIDELINES FOR
INFANTS AND YOUNG TODDLERS: A RESPONSIVE PARENTING APPROACH (2017),
https://healthyeatingresearch.org/wp-
content/uploads/2017/02/her_feeding_guidelines_report_021416-1.pdf (report on behalf
of the Robert Wood Johnson Foundation Healthy Eating Research Expert Panel on
Best Practices for Promoting Healthy Nutrition, Feeding Patterns, and Weight Status for
Infants and Toddlers from Birth to 24 Months).

2 Breastfeeding Section, American Academy of Pediatrics, Policy Statement:
Breastfeeding and the Use of Human Milk, 129 PEDIATRICS €827 (2012).

3 Megan Lott, Emily Callahan, Emily Welker Duffy, et al., HEALTHY BEVERAGE
CONSUMPTION IN EARLY CHILDHOOD: RECOMMENDATIONS FROM KEY NATIONAL HEALTH AND
NUTRITION ORGANIZATIONS. TECHNICAL SCIENTIFIC REPORT 5 (2019),
https://healthyeatingresearch.org/wp-content/uploads/2019/09/HER-
HealthyBeverageTechnicalReport.pdf.

41d. at 5.



However, additional drinks are represented or purported to be for children 12 to
36 months old, which fall into two main categories:

(1) Transition formulas which are purported to be for children 9 to 18 or 24

months. Transition formulas are essentially infant formula products
marketed for older infants and toddlers; and

(2) Toddler milk which includes drinks purported to be for children ages 12
to 36 months. These products are typically milk- or soy-based with added
vegetable oil, nutrients, and added sugars. They are sold in powder and

liquid form and come in flavors like vanilla, honey and “natural milk.”
Attachment A provides examples of these products as currently offered for sale.

A panel of experts from the AAP, the American Academy of Pediatric Dentistry
(AAPD), the American Heart Association (AHA) and the Academy of Nutrition and
Dietetics (AND) reviewed the evidence for beverages consumed during early childhood
and issued a Consensus Statement of their findings (hereinafter “2019 Expert
Consensus Statement”). The review included an evaluation of “toddler milk” defined as
a:

Milk drink supplemented with nutrients and often containing added sugars.

These products are marketed as appropriate for children ages 9 to 36

months, and may be marketed as “transition formulas,” “follow-on formulas,”

or “weaning formulas” for children 9 to 24 months and “toddler milk,"

“growing-up milk,” or “young child milk” for children 12 to 36 month.®

The expert panel concluded that “these products offer no unique nutritional value

beyond what could be achieved through a nutritionally adequate diet; furthermore, they

may contribute added sugars to the diet.”® It also concluded that they may undermine

51d. at 1 (citations omitted).
61d. at 24.



sustained breastfeeding.’” The panel recommended longitudinal studies to determine
whether toddler milk consumption negatively impacts the nutrient intake and dietary
patterns of toddlers.®

In its analysis of sweetened flavored milks (e.g., chocolate or strawberry-flavored
cow’s milk), the panel concluded that they should be avoided to minimize intake of
added sugars and to avoid contributing to early establishment of a preference for sweet
taste.® These same rationale would apply to flavored toddler milks that contain added
sugars and/or flavors (e.g., vanilla, “natural milk” and honey flavored).

Transition formulas and toddler milks are a rapidly growing beverage category. A
study of U.S. Nielsen data found that advertising spending on these drinks increased
four-fold from $5 million annually in 2006-2008 to more than $20 million in 2013 — 2015,
and that sales increased 2.6 times from 2006 — 2015.1° The average price of toddler
milks decreased from $0.84/0z. in 2006 to $0.76.0z in 2015.1! In contrast, advertising
spending on infant formula increased from 2006 to 2010 and then declined back to 2006
levels in 2015.12 During the same time period volume sales of infant formula decreased
by 7%, and average prices increased 33% from $0.97/0z. in 2006 to $1.28/0z. in

2015.13 As a result, total combined dollar sales of infant formula and toddler milks grew

"1d. at 6.

81d. at 23

1d.

10 Yoon Young Choi, Alexis Ludwig, Jennifer L. Harris. US Toddler Milk Sales and
Associations with Marketing Practices, _ PuB. HEALTH NUTRITION ___ (In Press).
11

21q

13d.

10



from $1,056 million in 2006 to $1,351 million in 2015 despite declining sales of infant
formula.

Growing toddler drink sales indicate a potential economic harm to families with
young children. They can cost more than four times the price of the equivalent volume
of plain cow’s milk. (Attachment B). A gallon of whole plain cow’s milk costs
$4.68/gallon versus $16.13 - $20.21/gallon for the transition formula and toddler milk
brands. (Attachment B).

Il. Legal Grounds

A. FDA Authority to Act Upon the Requests Contained in this Citizen
Petition

The FDA has authority to issue “regulations fixing and establishing for any food,
under its common or usual name so far as practicable, a reasonable definition and
standard of identity, a reasonable standard of quality, or reasonable standards of fill of
container.”'* The Commissioner may prescribe a common or usual name for a food “on
his own initiative or on behalf of any interested person who has submitted a petition [in
accordance with 21 CFR § 10.30].”*®> Common or usual names of foods also may be

established by “common usage.”®

The FDA has the authority to deem articles as misbranded if a product’s “labeling
is false or misleading in any particular” and/or “if it is offered for sale under the name of
another food.”*” When determining whether an article is misbranded because of

misleading labeling or advertising, omissions of fact can also be taken into account:

1421 U.S.C. §§ 341, 371.
1521 C.F.R. §§ 102.5, .19.
16 21 C.F.R. § 102.5(d).
1721 U.S.C. § 343.

11



...there shall be taken into account (among other things) not only
representations made or suggested by statement, word, design, device, or
any combination thereof, but also the extent to which the labeling or
advertising fails to reveal facts material in the light of such representations
or material with respect to consequences which may result from the use of
the articles to which the labeling or advertising relates under the conditions
of use prescribed in the labeling or advertising thereof or under such
conditions of use as are customary or usual.'®

B. Regulatory framework for the composition and labeling of infant
formula

Infant formula is defined as “a food which purports to be or is represented for
special dietary use for infants by reason of its simulation of human milk or its suitability
as a complete or partial substitute for human milk.”t® FDA regulations define an infant
as a person not more than 12 months old,?° and establish good manufacturing
standards and nutrient content requirements.?! Infant formula must bear a unique
nutrition facts panel, and is exempt from the general nutrition labeling requirements for
food contained in 21 CFR § 101.9.22 It also is required to display written and visual
directions for use; a warning statement about safe product preparation; and a statement
that caregivers consult a physician prior to use.??

The FDA does not recognize different age categories within infancy and early
childhood (e.g. 0-9 months or 9-24 months). In response to comments to rulemaking to
revise the good manufacturing standards for infant formula, the FDA cited the definition

of an infant as a person not more than 12 months old at 21 8§ CFR 105.3(e), and

18 21 U.S.C. § 321(n).

1921 U.S.C. § 321(2).

20 21 C.F.R. § 105.3(e).

2121 C.F.R. 8§ 106-107.

22 21 C.F.R. 8§ 107, 101.9())(7).
2321 C.F.R. § 107.2.

12



concluded that the FDA does “not distinguish between formula for infants less than 6
months of age and formula intended for infants older than 6 months.”?* However, the
FDA has not engaged in any enforcement actions for products that do not comply with
this conclusion.

Infant formula is subject to FDA regulations requiring that a food label bear a
statement of identity containing the common or usual food name.?® The statement of
identity must be presented in bold type on the principal display panel and in a size
reasonably related to the most prominent printed matter, including the brand name.?® In

general, a statement of identity:

...shall accurately identify or describe, in as simple and direct terms as
possible, the basic nature of the food or its characterizing properties or
ingredients. The name shall be uniform among all identical or similar
products and may not be confusingly similar to the name of any other food
that is not reasonably encompassed within the same name. Each class or
subclass of food shall be given its own common or usual name that states,
in clear terms, what it is in a way that distinguishes it from different
foods.?’

Specifically, a statement of identity must be the name specified by applicable Federal
law or regulation;?® the common or usual name of the food;?° an “appropriately
descriptive term;” or when the nature of the food is obvious, a fanciful name commonly

used by the public for such food.”3°

24 Jennifer L. Pomeranz & Jennifer L. Harris, Federal Regulation of Infant and Toddler
Food and Drink Marketing and Labeling, 45 Am. J. OF LAw & MED. 32, 45 (2019).

2521 U.S.C. § 343(i)(1); U.S. FOOD & DRUG ADMIN., LABELING OF INFANT FORMULA:
GUIDANCE FOR INDUSTRY 4 (2016).

2621 U.S.C. § 343(f); 21 C.F.R. § 101.3.

2721 C.F.R. 8 102.5.

2821 C.F.R. 8 101.3(b)(1).

2921 C.F.R. 8 101.3(b)(2).

3021 C.F.R. 8§ 101(b)(3).

13



In its 2016 guidance document Labeling of Infant Formula: Guidance for Industry,
the FDA emphasized that a statement of identity must contain all characterizing
information in order to address its concern about “the number of infant formula products
that bear the same or similar statements of identity but are different in composition or
intended use.”®! For example, “a label stating ‘Infant Formula’ may not be sufficient to
appropriately describe a product when it is, for example, ‘Soy-Based Infant Formula
Powder.3?

C. Regulatory framework for beverages for children 12 to 36 months
old

Beverages represented or purported for use by children aged 12 to 36 months
old are not encompassed by the FDA'’s infant formula regulations. They are not
currently subject to any specific nutrient content, common name or claim requirements,
required directions for use or required disclaimers.33 These beverages do fall under the
general statutory definition of “food” as “articles used for food or drink for man...”3* As
such, they are subject to FDA regulations requiring that a food label bear a statement of
identity containing the common or usual food name,3® and comply with nutrition labeling
requirements for foods represented or purported for use by children 1 to 3 years of

age.36

31 U.S. Foob & DRUG ADMIN., supra note 25, at 3.

321d. at 4.

33 Jennifer L. Pomeranz, Maria J. Romo Palafox, Jennifer L. Harris, Toddler Drinks,
Formulas, and Milks: Labeling Practices and Policy Implications,109 PREVENTIVE MED.
11, 14 (2018).

3421 U.S.C. § 321(f).

3521 U.S.C. 8§ 343(i)(2).

%621 C.F.R. 101.9.

14



As discussed above, the statement of identity must be on the principal display
panel of the product and “may not be confusingly similar to the name of any other food
that is not reasonably encompassed within the same name.”®” In industry guidance, the
FDA stated that when interpreting Section 102.5, it “considers specific information
targeting the intended population and describing the characterizing properties of the
food to be information about the basic nature of the food that must be included as part
of the statement of identity.”3® The intended population of toddler milk is children ages
12 to 36 months old, so the statement of identity should clearly convey this age
information to caregivers of young children. The statement of identity also cannot be

confusingly similar to any other food, e.g. infant formula or plain milk.3°

. Factual Grounds

A. Transition Formula Product Composition and Labeling Practices

Transition formula products are represented or purported for use for children
ages 9 to 18 or 24 months. (Attachment A). They are marketed as specially formulated
for the developmental needs of older infants and young toddlers.

1. Current labeling practices

Transition formulas use the infant formula label, but commonly use a statement
of identity that combines the words infant and toddler. A study of toddler milks and infant
formula labeling, using data from 2017, identified 5 products labeled as intended for

children 9 months through 18 or 24 months.*° All of these products utilized an infant

3721 C.F.R. 8102.5.

38 U.S. Foobp & DRUG ADMIN., supra note 25, at 5.
3921 C.F.R. 8102.5.

40 Pomeranz, et al., supra note 33, at 13.

15



formula label as opposed to the Nutrition Facts panel. The statements of identity
primarily used for these products were “Infant and Toddler Formula.” One product was
identified as “Infant Formula” but the product name contained the word “toddler.” A
recent search of a major US retailer's website identified a product named “Parent's
Choice Toddler Beginnings” with the statement of identity “Infant Formula with Iron,
Milk-Based Powder” and a suggested age of use of “9 months & up.”4!

2. Nutritional composition of transition formula

Transition formulas currently comply with nutrient content requirements for infant
formula intended for infants less than 12 months old.*?> For example, Mead Johnson
Nutrition’s product Enfagrow Premium Toddler Transitions purports to contain “nutrient
levels that help support active toddlers”*® and provides a graphic on its website with
side-by-side comparisons of the product composition of its Enfamil Premium Infant and
Enfagrow Premium Toddler Transitions products. (Attachment C). The FDA’s nutrient
specifications for infant formula establish the amounts of calcium, potassium and protein
that all infant formulas must contain (DHA is not a required nutrient for infant formula).44
The amounts listed in Attachment C for both the infant formula and toddler transitions
product fall within the acceptable ranges for those nutrients set out in 21 CFR § 107.

The FDA'’s nutrient specifications for infant formula are specifically designed to

meet the nutritional needs of children less than 12 months old. Transition formula,

4L WALMART.cOM, https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-
Infant-Formula-with-lron-20-0z/55522142

4221 C.F.R. § 107.

43 ENFAMIL.cOM, https://www.enfamil.com/products/enfagrow-premium-toddler-
transitions?gclsrc=aw.ds&?gclid=CjO0KCQjwzozsBRCNARISAEM9kBNdcGPKUJ2dTR4y
yjJ24mKxI7YIFL3fwUbiH1g cN5;STm_kcJZ5J0aAmvQEALw_wcB&gclsrc=aw.ds

4421 C.F.R. § 107.
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however, is also represented and purported to be for use by children older than 12
months old, but it does not meet the nutrition needs of children older than 12 months
old. For example, a nutritional analysis found that the Enfagrow Toddler Transitions
product contained added sugar and less protein than the equivalent amount of plain
whole cow’s milk,*> which is the type of milk recommended for children 12 to 24 months
old.#® The analysis concluded that Enfagrow Toddler Transitions “had the lowest NPI
[i.e., nutrition] score of any of the drinks analyzed (58 out of 100) with a formulation that
would be healthy for an infant, but not the best choice for toddlers.”*’

3. Consumer research shows transition formula marketing results in
prolonged use of expensive infant formula

A study of caregiver provision of infant formula and toddler milks to young
children in the US found “widespread provision of infant formulas to US toddlers, which
do not provide appropriate nutrition for their age.”*® The study surveyed 1,645 primarily
female caregivers of infants (6-11 months), young toddlers (12-23 months), and older
toddlers (24-36 months). Participants were asked about which formula and other milk-
based products they served their child in the past month. Due to potential consumer
confusion about category names for types of products, researchers used a two-step

process to ensure accurate reporting of products served. They first asked about all milk-

45 Jennifer L. Harris, Frances Fleming-Milici, Willie Frazier et al., UNIv. oF CONN. RuDD
CENTER FOR FOOD PoLicy & OBESITY, BABY FOOD FACTS 2016: NUTRITION AND MARKETING
OF BABY AND TODDLER FOOD AND DRINKS 24 (2017),
http://www.uconnruddcenter.org/files/Pdfs/BabyFoodFACTS_FINAL.pdf.

46 Lott et al., supra note 3.

47 Harris et al., supra note 45 at 25.

48 Maria J. Romo Palafox, Jennifer L. Harris, Jennifer L. Pomeranz, Infant Formula and
Toddler Milk Marketing Claims and Caregiver Provision to Young Children in the United
States, __ J. OF MATERNAL AND CHILD NUTRITION __ (2019) (in press).
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based drinks using the following six options: Infant formulas (e.g., Enfamil, Gerber Good
Start, Similac), Other formulas or powdered milks (e.g., Enfagrow, Gerber Good Start
Grow, Nido, Similac Go & Grow), Regular milk: (e.g., cow’s milk), Non-dairy milk (e.qg.,
almond, coconut, soy), Other (with a fill-in box) and “None of the above” (including if
participant only served breastmilk).4® Researchers then showed caregivers who
selected “Infant formulas” and/or “Other formulas” in the initial survey a list of brand
names and logos for the categories selected and asked them to select all brands they
had served to their child in the last month. Participants were also given an “Other” write-
in option for products not on the list.

The study found that 39% of toddler caregivers selected an infant formula as the
product they served most often to their toddler.>° These study findings are in keeping
with other research from high-income countries demonstrating caregiver confusion
about provision of infant formula to toddlers.>!

B. Toddler Milk Product Composition and Labeling Practices

Toddler milks are primarily composed of powdered milk, corn syrup solids or
other added caloric sweeteners (lactose, sugar, glucose syrup solids, honey and corn
syrup), and vegetable oil.>? A 2016 analysis of toddler milk brands identified six different

toddler milk varieties offered by four brands (Enfagrow, Similac, Gerber Good Start, and

49 1d.

50 d.

51 Nina J. Berry, Sandra Jones, Donald Iverson, It's All Formula to Me: Women'’s
Understanding of toddler milk ads, 18 BREASTFEED REV. 21 (2010); Adriano Cattaneo,
Paola Pani, Claudia Carletti et al., Advertisements of follow-on formula and their
perception by pregnant women and mothers in Italy, 100 ARCHIVES OF DISEASES IN
CHILDHOOD 323 (2015).

52 Harris et al., supra note 45, at 23.
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Nido).>® Toddler milks tend to have more sodium and less protein than cow’s milk.>*
(Attachment D). A 2017 nutritional analysis of toddler milks found that “the nutritional
quality of toddler milk brands was not superior to regular whole milk,” and that “[tjoddler

milk products...contained added sweeteners.”>®

1. Toddler milk marketing claims

Manufacturers claim that toddler milks provide “extra nutrition” for picky eaters
who may not be eating a well-balanced diet. Attachment E provides examples of current
marketing materials for these products. A 2019 study, showed 1,090 toddler caregivers
a picture of a package of commercially available toddler milk and assessed caregiver
understanding of common claims on the product label.>® Fifty-two percent of toddler
caregivers interpreted messages on the toddler milk label to mean that the product
provides nutrition not available from other sources, 33% thought that the product was
necessary for toddlers to have correct nutrition, and 29% thought that toddler milk is
better than plain whole milk.>” In terms of the overall impression of the product, 70% of

caregivers agreed that the product is a good drink for toddlers.®

53 |d. at 34-36.

4 Lott et al., supra note 3, at 23.

55 Harris et al., supra note 45, at 25.

56 Maria J. Romo-Palafox, Haley Gershman, Jennifer L. Pomeranz, et al., MARKETING
CLAIMS ON INFANT AND TODDLER MILK PACKAGES: WHAT DO CAREGIVERS THINK THEY MEAN?
(2019),
http://uconnruddcenter.org/files/Pdfs/Infant%20Formula%20and%20Toddler%20Milk%2
OBrief_9-23-19.pdf.

571d.

58 d.
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Marketing messages comparing toddler milk to cow’s milk and other healthy
foods are salient to parents. In focus groups of parents with children 9 to 36 months old
to discuss toddler milk marketing claims, one parent noted “...I got sent a little
pamphlet...[about] Enfagrow. And then it listed the milk, and then it listed the Enfagrow,
and then it showed what the milk had and what the Enfagrow had...Yeah, so that kind
of made me want to try it.”>° In terms of comparisons to healthy foods, one parent stated
that “they’re claiming to be better than just natural fruits and vegetables and normal
food.”®0 Another caregiver concluded, “they [formula companies] were marketing it as
like a meal replacement. You know, like this is healthier for your child than whatever
you’re going to put together at home....shame on them for trying to market it like this is
a better option for your child.”6?

US toddlers do have less than ideal diets with low consumption of fruits and
vegetables and high consumption of sodium, saturated fat, and sugar.®? There is,
however, no evidence that US toddlers consume inadequate macronutrients.®? The

2019 Expert Consensus Statement recommends “[i]f nutrient-rich food intake appears to

59 Frances Fleming-Milici, Jennifer L. Harris, Sally Mancini, Transcript of focus groups
conducted in with parents of 9- to 36-month-old children in Hartford, CT and
Washington, DC (August-October 2019) (unpublished data).

60

o1

62 Emily B. Welker, Emma F. Jacquier, Diane J Catellier et al., Room for Improvement
Remains in Food Consumption Patterns of Young Children Aged 2-4 Years, 148 J. OF
NUTRITION 1536S (2018); Regan L Bailey, Diane J Catellier, Shinyoung Jun et al., Total
Usual Nutrient Intakes of US Children (Under 48 Months): Findings from the Feeding
Infants and Toddlers Study (FITS) 2016,148 J. oF NUTRITION 1557S (2018); Amira A
Roess, Emma F Jacquier, Diane J Catellier et al., Food Consumption Patterns of Infants
and Toddlers: Findings from the Feeding Infants and Toddlers Study (FITS) 2016, 148
J. OF NUTRITION 1525S (2018).

63 Bailey et al., supra note 62.
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be inadequate, other strategies to increase food acceptance should be tried first, such
as repeated exposure to healthy foods.”®* The American Academy of Family Physicians
(AAFP) also recommends against serving toddler milk.®® If caregivers have concerns
about missing nutrients in toddlers’ diets, the AAFP suggests providing a multivitamin
instead. Furthermore, the 2019 Expert Consensus Statement raised concerns about
toddler consumption of added sugar contained in most toddler milks.®® The AAP also
does not recommend serving products with nonnutritive sweeteners, which are
increasingly prevalent in the food supply as a replacement for added sugar, to young
children.®’

2. Toddler milk statements of identity

A study of toddler milk labeled for sale in the US in 2017 analyzed 12 milk-based
products for children 1 — 3 years old.®® The study found no consistent statement of
identity used on these products, and identified the following statements of identity in

use: “toddler formula,” “milk drink,” “toddler drink,” “milk beverage,” “dry whole milk.”°
One product has since been rebranded and now uses the statement of identity “toddler
nutritional drink.””® These products also fail to include in the statement of identity

characterizing information as to whether or not the product is sweetened, contains

64 Lott et al., supra note 3, at 23.

65 Nina R. O'Connor, Infant Formula, 79 AM. FAMILY PHYSICIAN 565 (2009).

66 Lott et al., supra note 3.

67 Carissa M. Baker-Smith, Sarah D. de Ferrranti, William J. Cochran and Committee on
Nutrition, Section on Gastroenterology, Hepatology, and Nutrition, The Use of
Nonnutritive Sweeteners in Children, 144 PEDIATRICS €20192765 (2019).

68 Pomeranz et al., supra note 33.

%9 1d. at 13.

0 ENFAMIL.cOM, https://www.enfamil.com/products/enfagrow-premium-toddler-
nutritional-drink-natural-milk.
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flavorings or the age-range for use. Information about added sugars is listed separately
on the information facts panel and flavorings and age of use are typically listed separate
from the statement of identity on the principal display panel. (See Attachment A).
Focus groups found that the use of similar packaging to infant formula and the
use of the term infant formula on toddler milk was of concern to toddler caregivers. One

caregiver stated:

“I think a formula is kind of a medical thing, because not that it's
prescribed, but it's just different from buying a carton of milk, right?
Because there's something special about infant formula. It's like created in
this very specific way for a specific purpose, so even having this in that
same can, it made me assume that it was similarly created with a specific
medical intention, which clearly it is not.”"*

After learning more about toddler milk and expert feeding recommendations, another
caregiver concluded:

“One thing | didn't know is, | almost thought, it was infant formula, and

then this was toddler formula. Now | understand, this is not called formula.

It is a drink. It is not a formula. That is a big difference for me. | wasn't

aware of that. | thought this was formula for a different age. This isn't

formula for a different age. That's where | have to start.””?

Clear disclosure of added sugar content also is important to toddler caregivers.
During focus groups with parents to discuss toddler milk, one caregiver stated, “I didn’t
even know that the Enfagrow had sugar in it” and “it makes me think differently now.””3

Another parent stated, “l was going to go with Enfagrow...but | didn’t know that it

contains added sugar.”’*

1 Fleming-Milici et al., supra note 59.
2d.
3 d.
4 d.
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3. Consumer research shows a high likelihood of confusion created by
toddler milk labeling.

Toddler milks are not nutritionally appropriate for infants. Many contain cow's milk
protein, which is not recommended for infants; and they do not comply with the FDA’s
nutrient content requirements for infant formula.” Toddler milk products have similar
containers, colors, and branding as infant formula products from the same
manufacturers. (Attachment A). A 2016 study found that toddler milk was generally less
expensive than infant formula supporting concerns that parents may purchase toddler
milk for their babies instead of an infant formula for financial reasons.’® Similar
packaging has the potential to lead parents to believe that a less-expensive toddler milk
is appropriate for their baby. Multiple product formulations aimed at different ages and
stages of babies and toddlers likely confuse parents even further.

A study surveying infant caregivers about the milk-based products they served
most often to their infant using a two-stage product identification process to ensure
accuracy of reporting found that 11% of infant (6-12 months old) caregivers selected a
toddler milk as the product they served most often.’’ Half of these infant caregivers
(53%) initially reported that they only served infant formula to their infants, suggesting
they believed the toddler milk was an infant formula.”® A 2019 study showed 1,090
toddler caregivers the label from a canister of commercially available powdered toddler

milk and then asked the caregivers a series of questions about the messages on the

521 C.F.R. § 107.

6 Harris, et al., supra note 45, at 35-36.
T Romo-Palafox, et al., supra note 48.
81d.
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label.” The study found that 92% of caregivers believed the product was intended for
toddlers, but 55% of toddler caregivers erroneously thought the product was also
intended for infants.®°

V. Recommended Actions

A. Transition Formula

This petition requests that the Commissioner use the authority granted under 21
USC 8§ 343 to declare articles as misbranded and to enforce sections 101.3(b)(1),
102.5(a) and 107 of FDA regulations against “transition formula” represented to be for
children 9 — 24 months of age. This petition also requests that the Commissioner amend
section 101.3 of FDA regulations to expressly prohibit the use of the term “infant
formula” or “formula” on drink products for children more than 12 months old.

When used as currently labeled, transition formula prolongs the use of infant
formula past infancy against expert feeding recommendations. As documented by the
caregiver studies described above, transition formula labeling creates consumer
confusion and may lead toddler caregivers to inappropriately serve infant formula to
their toddlers.8! There also is a potential economic injury to families from the
misbranding of these products as transition formula can be more than four times as
expensive than plain whole cow’s milk.82

1. Products purported to be for use by persons older than 12 months of

age are misbranded because they do not meet the definition of “infant
formula” proscribed by applicable federal laws and regulations.

9 Romo-Palafox, et al., supra note 56.
80 |d.

81 Romo-Palafox, et al., supra note 48.
82 Lott et al., supra note 3, at 45.
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Section 101.3(b)(1) of FDA regulations require that the principal display panel for
packaged foods bear as a principal feature a statement of identity of the commodity.23
When a name has been specified or required by an applicable federal law or regulation
that name shall be the statement of identity.8* “Infant formula” has been specified by law
to mean a food simulating human milk for special dietary use by infants, and infants are
defined in FDA regulations as persons “not more than 12 months old.”8® Infant formula
composition, manufacturing and labeling is standardized by FDA regulations.8¢

Five of the six transition formulas in Attachment A use the name “Infant formula
with Iron: Milk Based Powder” or “Milk-Based Infant Formula with Iron” on products
labeled for use by children 9-24 months. (Attachment A). These products are
misbranded when they use the name “infant formula” in the statement of identity
because infant formula is legally defined as a product for use by persons not more than
12 months old.

2. Products labeled as “infant and toddler formula” are misbranded

because the statement of identity is confusingly similar to infant
formula.

One of the transition formulas in Attachment A is labeled for use by infants 9 to
18 months and uses the statement of identity “Infant and Toddler Formula: Milk-Based
Powder with Iron.” (Attachment A). “Infant and Toddler Formula” does not adequately
distinguish the product from the legally defined name “infant formula.” An alternative

name that would adequately distinguish products labeled for use by infants more than

8 21 C.F.R. § 101.3(b)(1).
821 C.F.R. § 101.3.

8521 U.S.C. § 105.3(e), 321(2).
8 21 C.F.R. § 106-107.
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12 months old (e.g. 9 — 18 months) from infant formula would violate FDA'’s infant
formula labeling regulations and the recommendations contained in the FDA’s 2016
industry guidance on infant formula labeling.’

3. To ensure effective implementation of 21 C.F.R. 8§ 107, the use of the

term “infant formula” or “formula” should be expressly limited to
products for infants less than 12 months old.

This petition requests that the Commissioner amend 21 C.F.R. § 101.3 to
expressly prohibit the use of the term “infant formula” or “formula” on any product
represented or purported to be for use by children who are not infants. Federal law
prohibits offering a food for sale under the name of another food.# Section 102.5(a) of
FDA regulations further states that the name of a food “may not be confusingly similar to
the name of any other food that is not reasonably encompassed within the same name”
and that “[e]ach class or subclass of food shall be given its own common or usual name
that states, in clear terms, what it is in a way that distinguishes it from different foods.”°
Despite these existing laws and regulations, the term “infant formula” and “formula” is
being used in the statement of identity of foods that do not meet the legal definition of
infant formula (e.g., transition formulas).

B. Beverages for Children 12 — 36 Months Old

This petition requests that the Commissioner amend 21 C.F.R. § 102 to establish
a common or usual name for nonstandardized beverages represented or purported to

be for use by children 12 to 36 months old; and to require disclaimers to clarify age of

87 U.S. Foob & DRUG ADMIN., supra note 25.
821 U.S.C. § 343(b).
8921 C.F.R. § 102.5.
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use and proper nutrition for young children. This is especially important to protect
infants from the potentially dangerous provision of toddler milk when they require the
specific nutritional composition of breastmilk or infant formula to survive.

1. The need for a common name

In order to ensure effective implementation of 21 C.F.R. § 107, and to prevent
consumer confusion, the FDA should use its statutory authority to establish a common
name for milk-based beverages for children 12 to 36 months old.®® There currently
exists no consistent statement of identity for so-called “toddler milks.” Manufacturers
have labeled them as “toddler drink,” toddler nutritional drink,” “toddler milk drink,”
“toddler formula,” and “tailored nutrition for toddlers.” (Attachment A).

In industry guidance on reference amounts of food customarily consumed
(RACCQC), the FDA noted that “[m]ilk-based beverages mean that milk and milk-derived
ingredients are the major ingredient of the beverage when prepared for consumption,®*
and provided the following examples:

All milk, regular and flavored (e.g., chocolate milk) of any fat content;

all milk-based meal replacements (e.g., nutritional shakes);

all hot cocoa;

Malted milk beverages and all other milk-based beverages (e.g., breakfast
drink) with the exception of milkshakes.

e Milk-substitute beverages are non-dairy based beverages (e.g., soy,
almond, rice, coconut).®?

Toddler milk is primarily composed of powdered nonfat milk or milk substitutes, corn

syrup solids or other added caloric sweeteners (lactose, sugar, glucose syrup solids,

%21 U.S.C. 88 341, 371.

91 U.S. FooD & DRUG ADMIN., REFERENCE AMOUNTS CUSTOMARILY CONSUMED; LIST OF
PRODUCTS FOR EACH PRODUCT CATEGORY: GUIDANCE FOR INDUSTRY 4 (2018),
https://www.fda.gov/media/102587/download.

92 d.
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honey and corn syrup), and vegetable olil fitting them squarely under the FDA'’s
description of “milk-based beverages.”®® This petition requests that these products be
required to bear the statement of identity “milk-based drink powder for 12 to 36 month
olds”, “soy-based drink powder for 12 to 36 month olds”, (or a statement of identity
identifying the non-dairy protein used in the product). The statement of identity should
also include other characterizing properties such as “sweetened” or “flavored” (e.qg.,
“sweetened and flavored milk-based drink powder for 12 to 36 month olds”).

2. Misleading use of the term nutritional drink

The use of the term “nutritional drink” (Attachment A) is of particular concern
because this statement of identity is not adequately distinguished from its common
usage. As noted in FDA guidance, milk-based meal replacements are commonly
referred to as “nutritional shakes” (e.g., instant breakfast drinks).% The term “nutrition
drink,” “nutritional drink” and “nutrition shake” also is commonly used for beverages for
special dietary use to gain or maintain weight (e.g., Boost, Ensure). (Attachment F).
These products are only indicated for children and adults with medical conditions that
interfere with their ability to eat, or who are having trouble gaining or maintaining their
weight.

Marketing nutrition drinks for use by otherwise healthy children and adults has
been found to be misleading by the Federal Trade Commission (FTC) and under state
consumer protection law. In 1997, Abbott Laboratories settled FTC charges that it made

false and unsubstantiated claims in an extensive national advertising campaign to

9 Lott et al., supra note 3, at 23; Harris et al., supra note 45, at 23.
94 U.S. Foop & DRUG ADMIN., supra note 88.
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promote its Ensure nutritional beverages for healthy, active adults.®® The FTC noted
that “[n]utritional beverage products like Ensure may provide a benefit if you have a
medical condition that makes it difficult to eat or if you are using them in place of an
occasional skipped meal”...but “Abbott went too far, however, when it suggested that
doctors recommend Ensure for healthy, active people, like those pictured in the ads, in
order to stay active and healthy.”®®
Similarly in 2013, Abbott Laboratories entered into an agreement with the New
York Attorney General’s office to discontinue unsubstantiated marketing that its
Pediasure Sidekicks shakes provided “targeted nutrition” for children’s “unique needs.”%’
The product was brought to the attention of regulators by advocates who complained
that the “ad misleadingly implied that pediatricians recommend Sidekicks for healthy,
thriving children.”®8
During focus groups with toddler caregivers to discuss toddler milk labeling,
various caregivers expressed confusion between toddler milk and nutrition drinks:
o “...they were marketing it as like a meal replacement”
e “...my concept of these was | thought it was something that, like, your doctor

would tell you to buy. If your child wasn't growing on the curve or needed to gain

% Press Release, Federal Trade Commission, Abbott Settles FTC Charges of
Deceptive Claims for Its "Ensure” Nutritional Products (Jan. 2, 1997),
https://www.ftc.gov/news-events/press-releases/1997/01/abbott-settles-ftc-charges-
deceptive-claims-its-ensure.

% |d.

97 Press Release, N.Y. State Office of the Attorney General, A.G. Schneiderman
Announces Settlement With Maker Of Pediasure Sidekicks Supplement For Misleading
Advertising (Dec. 4, 2013), https://ag.ny.gov/press-release/2013/ag-schneiderman-
announces-settlement-maker-pediasure-sidekicks-supplement.

% |d.
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more weight, like, that's what | kind of assumed those were for, as like a
supplement for that.”

e “I think that a lot of people turn to this kind of drink when they feel like, oh, my kid
can't support their nutrition by eating-- by the foods they're eating.”

e “...that was my assumption about these, that they were just for kids who were
failure to thrive.”

e “The doctor told me it's unnecessary. He's doing fine. So my own anxiety led me

to buy these products when it wasn't necessary.”®®

The statement of identity “toddler nutritional drink” or “tailored nutrition for
toddlers” is confusingly similar to the common usage of the terms used for meal
replacement beverages and beverages for other special dietary uses. (Attachment F). In
light of prior findings that marketing products labeled for special dietary uses to
otherwise healthy adults and children is misleading and caregiver confusion about
appropriate use of these drinks, milk-based beverages intended for use by children 12
to 36 months old that use a statement of identity of “nutritional drink” should be deemed
misbranded.

3. Misleading use of the term toddler

The term “toddler” is referenced as a common term for children 1 to 3 years old
in FDA food labeling regulations.1% FDA guidance for industry on RACC's further states

that “[t]he term ‘infant’ refers to a person described as either through or up to 12 months

% Fleming-Milici et al., supra note 59.
100 21 C.F.R. § 101.9.
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of age. The term ‘young children’ refers to children 1 through 3 years of age and is often
used synonymously with ‘toddlers.™10t

FDA infant formula labeling guidance emphasizes the importance of including
“specific information targeting the intended population and describing characterizing
properties of food” in the statement of identity.1%? It is unknown whether the term
“toddler” is adequately specific due to its use on transition formulas also labeled for use
by infants less than 12 months of age. (Attachment A). For example, one major infant
formula and toddler milk manufacturer incorrectly describes the developmental phase of
toddlerhood as “9 months to 3 years” on its website. (Attachment G). A regulatory
change is needed to ensure that the specific age range “children 12 — 36 months old” is
included in the statement of identity for milk-based beverages for young children.

4. Statements of identity should contain characterizing information as to
sweeteners and flavorings to ensure products are adequately distinguished
from plain unsweetened milk

When considering whether a product is misbranded, the FDA shall take into
account “the extent to which the labeling or advertising fails to reveal facts material in
light of such representations.”'% Current marketing and labeling of these milk-based
products focuses on their superiority to plain cow’s milk. Marketing claims include: “Milk-
based drink that helps fill nutritional gaps” and “provides key nutrients iron, vitamin C &
E and DHA that milk alone can’t provide.” (Attachment E).

The 2019 Expert Consensus Statement does not recommend these products

because they may contribute added sugars to the diet, and expressed concerns about

101 U.S. Foop & DRUG ADMIN., supra note 88.
102 U.S. Foob & DRUG ADMIN., supra note 25.
103 21 U.S.C. § 321(n).
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the use of flavorings that may contribute to a preference for sweet foods and drinks. The
statements of identity used for these products currently do not make clear to consumers
when a product is flavored or sweetened. When applicable, this characterizing
information should be included in the statement of identity to avoid misbranding and to
prevent confusion with unflavored and unsweetened cow’s milk.

5. Required factual disclaimers are warranted to prevent consumer confusion
with infant formula and to ensure proper child nutrition.

Surveys of caregivers demonstrate a substantial risk of provision of toddler milks
to infants. A required disclaimer on the label such as “DO NOT SERVE TO INFANTS
UNDER 12 MONTHS OLD” is warranted to prevent consumer confusion with infant
formula, and to prevent potential harm to infants.

A disclaimer stating that children 1 to 3 yrs. old should get nutrition from plain
milk and food such as “This product is not recommended as part of a healthy diet in
early childhood” is warranted to ensure proper child nutrition. Such a disclaimer also
would address the potential economic harm to families from buying milk-based
beverages that can be more than three times as expensive as the equivalent volume of
plain cow’s milk.104

6. There is no recommended daily intake of these products for young children.

Labels should not make any claims that could be construed as a recommended
daily intake. A product currently for sale features a picture of a sippy cup on the
principal display panel with the text “1 cup a day” followed by “has key nutrients like

iron, vitamin C & E and DHA that milk alone can’t provide.” (Attachment A). This

104 ott et al., supra note 3, at 45.
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statement is misleading because toddler milks are not recommended as part of a
healthy diet for young children.1% There is a RACC for milk-based drinks and flavored
and unflavored powdered milk-drink mixes for adults of 1 cup (240ml of liquid or of
powder when mixed with water).1% This is a recommended serving size for one eating

occasion for adults—not a recommended daily intake for young children.

Part C — Environmental Impact

This petition is excluded from the requirement for an environmental assessment or
impact statement under 21 C.F.R. § 25.30(k).

Part D — Economic Impact

Information on the economic impact of this petition will be provided upon request.

Part E — Certification

The undersigned certifies that, to the best of knowledge and belief of the undersigned,
this petition includes all information and views on which the petition relies, and that it
includes representative data and information known to the petitioner which are
unfavorable to the petition

Respectfully submitted,

105 21 U.S.C. 343(a).
106 U,S. Foob & DRUG ADMIN., supra note 88.
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Feed the Truth

1800 M Street NW #33347, Washington,
DC 20033

Lucy Martinez Sullivan, Executive Director
lucy@feedthetruth.org

Food, Nutrition, Policy Consultants

301 North Shore Lane, Culver, IN 46511
Tracy A. Fox, President
tracy@foodnutritionpolicy.com

Healthy Food America

PO Box 22260, Seattle, WA 98122
Jim Krieger, Executive Director
jkrieger@HFAmerica.org

Helen Keller International

One Dag Hammarskjold Plaza, Floor 2,
New York, NY 10017

Kathy Spahn, President & CEO
kspahn@hki.org

Hispanic Health Council Inc.

175 Main Street, Hartford, CT 06106
Jose Ortiz, Executive Director
joseo@hispanichealthcouncil.org

Nutrition Policy Institute

2115 Milvia Street Suite 3, Berkeley, CA
94704

Lorenne Ritchie, Director
LRitchie@ucanr.edu

Public Health Advocacy Institute, Inc.

360 Huntington Ave, Suite 117CU Boston,
MA 02115-5004

Mark Gottlieb, Executive Director
mark@phaionline.org
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Public Health Law Center

875 Summit Avenue

Saint Paul, MN 55105

Phone: 651.290.7506

Doug Blanke, Executive Director
doug.blanke@mitchellhamline.edu

Society for Nutrition Education and Behavior
3502 Woodview Trace, Suite 300,
Indianapolis, IN 46268

Jennifer Wilkins, President
president@sneb.org

UConn Rudd Center for Food Policy and
Obesity

1 Constitution Plaza, Suite 600, Hartford,
CT 06103

Marlene Schwartz, Director
marlene.schwartz@uconn.edu

U.S. Breastfeeding Committee
4044 N Lincoln Ave, # 288
Chicago, IL 60618

Amelia Psmythe, Deputy Director
apsmythe @usbreastfeeding.org

Valerie B. Duffy, PhD RD, Professor &
Director of the Graduate Program in Allied
Health Sciences

Department of Allied Health Science,
College of Agriculture, Health, and Natural
Resources

University of Connecticut, 358 Mansfield
Road, Box U-1101, Storrs, CT 06269
valerie.duffy@uconn.edu

Emily Welker Duffy, MPH, RD, Doctoral
Student

Gillings School of Global Public Health
University of North Carolina, Chapel Hill,
135 Dauer Dr, Chapel Hill, NC 27599
ebwelker@email.unc.edu

Professor Rafael Pérez-Escamilla, PhD,
Doctor Honoris Causa

Yale School of Public Health, 60 College
St., New Haven CT 06510
rafael.perez-escamilla@yale.edu

Anna Grummon, PhD, MSPH, David E. Bell
Fellow

Harvard TH Chan School of Public Health
Cambridge, MA 02138
agrummon@hsph.harvard.edu

Marissa G. Hall, PhD, Assistant Professor
Department of Health Behavior, Gillings
School of Global Public Health

University of North Carolina, Chapel Hill,
312 Rosenau Hall, CB#7440, Chapel Hill,
NC 27599

mghall@unc.edu

Jennifer L. Harris, PhD, MBA, Senior
Research Advisor

UConn Rudd Center for Food Policy &
Obesity, 1 Constitution Plaza, Suite 600,
Hartford, CT 06103
Jennifer.harris@uconn.edu

Julie A. Mennella, PhD, Member
Monell Chemical Senses Center, 3500
Market Street, Philadelphia, PA 19104
mennella@monell.org

Anisha |. Patel, MD, MSPH, MSHS,
Associate Professor of Pediatrics

Arline and Pete Harman Endowed Faculty
Scholar, Stanford Child Health Research
Institute

Stanford University, MSOB, 1265 Welch Rd.
X240, Stanford, CA 94305
anipatel@stanford.edu
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Jennifer L. Pomeranz, JD, MPH, Assistant
Professor

Department of Public Health Policy and
Management, School of Global Public
Health

New York University, 715 Broadway, 10th
Floor, New York, NY 10003
jlp284@nyu.edu

Maria J. Romo-Palafox, PhD, RD

Saint Louis University, Doisy College of
Health Sciences
maria.romopalafox@health.slu.edu

Mary Story PhD, RD, Professor

Global Health and Family Medicine and
Community Health

Duke University, 112 Trent Hall, 310 Trent
Drive, Durham, NC 27708
mary.story@duke.edu

Lindsey Smith Taillie, PhD, Professor
Gillings School of Global Public, Carolina
Population Center

University of North Carolina, Chapel Hill,
123 W. Franklin St, Chapel Hill NC 27516
taillie@unc.edu

Nancy Trout, MD

UConn School of Medicine, 200 Academic
Way, Farmington, CT 06032
NTrout@connecticutchildrens.org
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Transition Formulas (Nov. 2019)

Principal Display Panel Age Statement of Identity | Brand &
& Product Product
Characteristics (if Name
listed separately on the
principal display panel)
— “For “Milk-Based Infant Bright
' ' r toddlers 9- | Formula with Iron” Beginnings
e = é 24 months
E . . old”107
" Brichtd¥s =
| Drisht
- Beginnings =
It niun ) 5
f m Milk-Based #
P Infant Formula ¢ &
8. with Iron N
Roll over image to zoom in
“0-18 “Infant and Toddler Enfagrow
months”1% | Formula: Milk-Based
Powder with Iron” Toddler
Transitions

néore & Tocier Famiio
b i Vomtyr 0B £
Fituia por sy Wies

P i Lt

107 hitps://www.amazon.com/Bright-Beginnings-Premium-Milk-Based-Formula/dp/BOOFU1YVDQ

108 hitps://www.amazon.com/Enfagrow-PREMIUM-Non-GMO-Toddler-

Transitions/dp/BO039NMF9E/ref=sr 1 10?keywords=enfagrow&qid=1570643673&sr=8-10
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https://www.amazon.com/Bright-Beginnings-Premium-Milk-Based-Formula/dp/B00FU1YVDQ
https://www.amazon.com/Enfagrow-PREMIUM-Non-GMO-Toddler-Transitions/dp/B0039NMF9E/ref=sr_1_10?keywords=enfagrow&qid=1570643673&sr=8-10
https://www.amazon.com/Enfagrow-PREMIUM-Non-GMO-Toddler-Transitions/dp/B0039NMF9E/ref=sr_1_10?keywords=enfagrow&qid=1570643673&sr=8-10

“9 — 36 “Hypoallergenic Infant | Enfamil
months”199 | & Toddler Formula
Powder with Iron” Nutramigen
with Enflors LGG"
4 TODDLER b
 Hyoalergenic Infant & Toddler Formula Powder wih
FOR Y
COW'S MILK
et ALLERGY |
0.
n%‘is NET WT 12,6 02 (37
h‘ —  —— —:’_—"-
“Oto 24 “Plant-based protein for | Gerber
months”110 | toddlers”
Good Start
“Infant Formula with Soy 2

Plant-based protein

for toddlers

Iron Soy-Based
Powder”

109 https://www.enfamil.com/products/nutramigen-lgg-powders-toddler

110 https://www.thegerberstore.com/gerber-good-start-soy-2-powder-infant-toddler-formula-

240z/GER+00050000675807.html
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https://www.enfamil.com/products/nutramigen-lgg-powders-toddler
https://www.thegerberstore.com/gerber-good-start-soy-2-powder-infant-toddler-formula-24oz/GER+00050000675807.html
https://www.thegerberstore.com/gerber-good-start-soy-2-powder-infant-toddler-formula-24oz/GER+00050000675807.html

“0-18 “Infant formula with Rite Aid:
H months™1? | iron: Milk-based Tugaboos
=000 eg0 Toddler
_Eglf"tlﬁings g I Beginnings
S Amsmmmm £
infant hrn‘!ulu;n‘h“i:un
formula infontil con hierro
milk-based powder / |
a base de leche en T*:‘__
“9 months | “Infant Formula With Parent’s
& up”it? Iron: Milk-Based Choice
Powder”
4 Toddler
Beginnings
“0-18 “Infant formula with Up & Up
months”113 | iron: Milk-based
powder” Toddler
Beginnings

beginnings’ o'
infant f | Prrign k.
milk~haz::3 L;:iv:‘:ter:' "?‘

Compare to the nutrition of
Enfagrow” Toddler Transitic

DHA, iron and chaline ta help 1o
balanced nutrition ;
"“mnozu.zsmssyg 3

LR

s i
e e o e e e e I L T L0 EYSEELE

111 hitps://www.riteaid.com/shop/rite-aid-tugaboos-toddler-beginnings-infant-formula-20-0z-

802311579clid=Cj0KCQjwivbsBRDSARISADyISJ9iiS1tx0F7eTMhz DXWx3zUrSAKGnKCaEA7x60LG0gY

hbmPRXSlilaAQUMEALwW_wcB
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https://www.riteaid.com/shop/rite-aid-tugaboos-toddler-beginnings-infant-formula-20-oz-8023115?gclid=Cj0KCQjwivbsBRDsARIsADyISJ9iiS1tx0F7eTMhz_DXWx3zUrSAkGnKCaEA7x6oLG0gYhbmPRXSIiIaAqUmEALw_wcB
https://www.riteaid.com/shop/rite-aid-tugaboos-toddler-beginnings-infant-formula-20-oz-8023115?gclid=Cj0KCQjwivbsBRDsARIsADyISJ9iiS1tx0F7eTMhz_DXWx3zUrSAkGnKCaEA7x6oLG0gYhbmPRXSIiIaAqUmEALw_wcB
https://www.riteaid.com/shop/rite-aid-tugaboos-toddler-beginnings-infant-formula-20-oz-8023115?gclid=Cj0KCQjwivbsBRDsARIsADyISJ9iiS1tx0F7eTMhz_DXWx3zUrSAkGnKCaEA7x6oLG0gYhbmPRXSIiIaAqUmEALw_wcB

112 hitps://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-lron-20-
0z/55522142?wmlispartner=wlpa&selectedSellerld=0&adid=22222222227082720378&wl0=&wl1=g&wI2=
c&wl3=195017225227&wl4=pla-

311244932091 &wI5=&wl6=&wI7=&wI8=&wI9=pla&wl10=8175035&wI11=0online&wl12=55522142&veh=se
m&Qgclid=Cj0KCQjwivbsBRDsARIsADyISJ80efqUFQa-
yT8H09IXRY2cJuAOKkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw wcB

113 hitps://www.target.com/p/toddler-formula-with-iron-200z-up-38-up-8482/-/A-14337589
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https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.walmart.com/ip/Parent-s-Choice-Toddler-Beginnings-Infant-Formula-with-Iron-20-oz/55522142?wmlspartner=wlpa&selectedSellerId=0&adid=22222222227082720378&wl0=&wl1=g&wl2=c&wl3=195017225227&wl4=pla-311244932091&wl5=&wl6=&wl7=&wl8=&wl9=pla&wl10=8175035&wl11=online&wl12=55522142&veh=sem&gclid=Cj0KCQjwivbsBRDsARIsADyISJ80efgUFQa-yT8Ho9lxRY2cJuAOkjvxaTyKJIKZEgyPglKFouSReU4aAkUnEALw_wcB
https://www.target.com/p/toddler-formula-with-iron-20oz-up-38-up-8482/-/A-14337589

Toddler Milks (Nov. 2019)

Principal Display Panel Age Statement of Brand &
Identity & Product | Product
Characteristics (if | Name

listed separately on
the principal display

panel)
“12-36 “Toddler drink” Similac
1114
adviionoe o [N .
T “Milk-based Go &
powder” Grow
gb.vSlrmlac
“1+ Years"11® “Toddler Nutritional | Enfagrow
Drink”

“Vanilla Flavor:
Natural and Artificial

' TOddlef o Flavor”

Nutritional Drink “Made with REAL
MILK”

BPDlﬂG Nutnmonctl pma Nifios

114 https://www.amazon.com/Similac-Toddler-lmmune-Support-Non-

GMO/dp/B07GPP5MDK/ref=sr 1 5?crid=4W3CAKZ8UPC5&keywords=go+and+grow+by+similac&gid=1
570644969&sprefix=go+and+grow+by%2Caps%2C155&sr=8-5

115 https://www.enfamil.com/products/enfagrow-premium-toddler-nutritional-drink-natural-
milk?gclid=EAlalQobChMIwPu5t4qs3AIVAQAAABOBAAAAEAAYACAAEg)VzfD BwE
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https://www.amazon.com/Similac-Toddler-Immune-Support-Non-GMO/dp/B07GPP5MDK/ref=sr_1_5?crid=4W3CAKZ8UPC5&keywords=go+and+grow+by+similac&qid=1570644969&sprefix=go+and+grow+by%2Caps%2C155&sr=8-5
https://www.amazon.com/Similac-Toddler-Immune-Support-Non-GMO/dp/B07GPP5MDK/ref=sr_1_5?crid=4W3CAKZ8UPC5&keywords=go+and+grow+by+similac&qid=1570644969&sprefix=go+and+grow+by%2Caps%2C155&sr=8-5
https://www.amazon.com/Similac-Toddler-Immune-Support-Non-GMO/dp/B07GPP5MDK/ref=sr_1_5?crid=4W3CAKZ8UPC5&keywords=go+and+grow+by+similac&qid=1570644969&sprefix=go+and+grow+by%2Caps%2C155&sr=8-5
https://www.enfamil.com/products/enfagrow-premium-toddler-nutritional-drink-natural-milk?gclid=EAIaIQobChMIwPu5t4qs3AIVAQAAAB0BAAAAEAAYACAAEgJVzfD_BwE
https://www.enfamil.com/products/enfagrow-premium-toddler-nutritional-drink-natural-milk?gclid=EAIaIQobChMIwPu5t4qs3AIVAQAAAB0BAAAAEAAYACAAEgJVzfD_BwE

“12to0 24 “Tailored nutrition Gerber
months”116 for toddlers”
Good
. - . “Toddler Drink: Milk | Start
) & Based Powder” Grow
- Good Start”
Tailored nutrition ‘
for toddlers
[ g frebicic
“For Toddlers 1 | “Toddler Milk Drink” | Happy
Year & Up"tt/ Tot
Organic
Toddler
Milk Drink
; No age stated “Toddler Formula” Baby's
B on label. Only
TODDLER FORMULA (Website states | “Non-GMO Dairy”
“intended for a Toddler
toddler 1-year “Powder Add Water” Formula
and older or as Dairy

! *  NON-GMO'

D

e DAIRY MOF
12702(3605]) No Genetically Engineered ingredients 3 - usll.
Polet A .';‘ 4 xf s

\ T S l®

directed by a
healthcare
professional.”18)

116 hitps://www.gerber.com/gerber-good-start-grow-nutritious-toddler-drink-powder

117 https://www.walmart.com/ip/Happy-Tot-Grow-Shine-Organic-Toddler-Milk-Drink-Powder-23-2-0z/52502574

118 https://www.naturesone.com/babys-only-organic-dairy-formula/
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https://www.gerber.com/gerber-good-start-grow-nutritious-toddler-drink-powder
https://www.walmart.com/ip/Happy-Tot-Grow-Shine-Organic-Toddler-Milk-Drink-Powder-23-2-oz/52502574
https://www.naturesone.com/babys-only-organic-dairy-formula/

e

TODDLER FORMULA

il

i~

No age stated

on label.
(Website states
“intended for a
toddler 1-year
and older or as
directed by a
healthcare
professional.”119)

“Toddler Formula”
“Soy Iron Fortified”

“Powder Add Water”

Baby’s
Only

Toddler
Formula
Soy

“For toddlers 1
year and up”*?°

“Organic Toddler
Milk Drink Powder”

Earth’s
Best
Organic

Organic
Toddler

119 https://www.naturesone.com/babys-only-organic-dairy-formula/

120 hitps://www.earthsbest.com/products/category/formula/toddler-formula/
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https://www.naturesone.com/babys-only-organic-dairy-formula/
https://www.earthsbest.com/products/category/formula/toddler-formula/

121 hitps://www.nestlenido.com/en/products/nido-1

122 hitps://www.amazon.com/Nestle-Nido-Powdered-Beverage-

Canister/dp/BO7RW8JYHS8/ref=sr 1 5?keywords=nido+1%2B&qid=1570644672&sr=8-5

123 hitps://www.target.com/p/toddler-next-stage-formula-240z-up-38-up-8482/-/A-

“1-3 years.”t?1 “Powdered milk Nestle
beverage with
vitamins minerals Nido Kinder
and prebiotic 1+
ingredients”122

“1+ years"123 “Milk Drink Powder: | Up & Up
natural milk flavor
with other natural Toddler
flavors” Next

Stage

172335687?ref=tgt_adv_XS000000&AFID=google pla df&fndsrc=tgtao&CPNG=PLA Baby%2BShopping

Local&adgroup=SC Baby&LID=700000001170770pgs&network=g&device=c&location=&ds rl=124288

4&ds rl=1246978&ds rl=1246978&0clid=CjOKCQjwivbsBRDsARISADyYISJ8hPL4LP4Rzb3TJ GOWQQyl

pVTuRVLnikPCir4neaEANsBkI45XXCUaAnNBOEALw_ wcB&qgclsrc=aw.ds
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https://www.nestlenido.com/en/products/nido-1
https://www.amazon.com/Nestle-Nido-Powdered-Beverage-Canister/dp/B07RW8JYH8/ref=sr_1_5?keywords=nido+1%2B&qid=1570644672&sr=8-5
https://www.amazon.com/Nestle-Nido-Powdered-Beverage-Canister/dp/B07RW8JYH8/ref=sr_1_5?keywords=nido+1%2B&qid=1570644672&sr=8-5
https://www.target.com/p/toddler-next-stage-formula-24oz-up-38-up-8482/-/A-17233568?ref=tgt_adv_XS000000&AFID=google_pla_df&fndsrc=tgtao&CPNG=PLA_Baby%2BShopping_Local&adgroup=SC_Baby&LID=700000001170770pgs&network=g&device=c&location=&ds_rl=1242884&ds_rl=1246978&ds_rl=1246978&gclid=Cj0KCQjwivbsBRDsARIsADyISJ8hPL4LP4Rzb3TJ_G9WQQy1pVTuRVLnikPCir4neaEANsBkl45XXCUaAnBOEALw_wcB&gclsrc=aw.ds
https://www.target.com/p/toddler-next-stage-formula-24oz-up-38-up-8482/-/A-17233568?ref=tgt_adv_XS000000&AFID=google_pla_df&fndsrc=tgtao&CPNG=PLA_Baby%2BShopping_Local&adgroup=SC_Baby&LID=700000001170770pgs&network=g&device=c&location=&ds_rl=1242884&ds_rl=1246978&ds_rl=1246978&gclid=Cj0KCQjwivbsBRDsARIsADyISJ8hPL4LP4Rzb3TJ_G9WQQy1pVTuRVLnikPCir4neaEANsBkl45XXCUaAnBOEALw_wcB&gclsrc=aw.ds
https://www.target.com/p/toddler-next-stage-formula-24oz-up-38-up-8482/-/A-17233568?ref=tgt_adv_XS000000&AFID=google_pla_df&fndsrc=tgtao&CPNG=PLA_Baby%2BShopping_Local&adgroup=SC_Baby&LID=700000001170770pgs&network=g&device=c&location=&ds_rl=1242884&ds_rl=1246978&ds_rl=1246978&gclid=Cj0KCQjwivbsBRDsARIsADyISJ8hPL4LP4Rzb3TJ_G9WQQy1pVTuRVLnikPCir4neaEANsBkl45XXCUaAnBOEALw_wcB&gclsrc=aw.ds
https://www.target.com/p/toddler-next-stage-formula-24oz-up-38-up-8482/-/A-17233568?ref=tgt_adv_XS000000&AFID=google_pla_df&fndsrc=tgtao&CPNG=PLA_Baby%2BShopping_Local&adgroup=SC_Baby&LID=700000001170770pgs&network=g&device=c&location=&ds_rl=1242884&ds_rl=1246978&ds_rl=1246978&gclid=Cj0KCQjwivbsBRDsARIsADyISJ8hPL4LP4Rzb3TJ_G9WQQy1pVTuRVLnikPCir4neaEANsBkl45XXCUaAnBOEALw_wcB&gclsrc=aw.ds
https://www.target.com/p/toddler-next-stage-formula-24oz-up-38-up-8482/-/A-17233568?ref=tgt_adv_XS000000&AFID=google_pla_df&fndsrc=tgtao&CPNG=PLA_Baby%2BShopping_Local&adgroup=SC_Baby&LID=700000001170770pgs&network=g&device=c&location=&ds_rl=1242884&ds_rl=1246978&ds_rl=1246978&gclid=Cj0KCQjwivbsBRDsARIsADyISJ8hPL4LP4Rzb3TJ_G9WQQy1pVTuRVLnikPCir4neaEANsBkl45XXCUaAnBOEALw_wcB&gclsrc=aw.ds
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Price Comparison of Cow’s Milk,
Transition Formula & Toddler Milk*

Price

Cow’s Enfagrow | Enfagrow Gerber Nido 1+ | Similac Go | Happy Tot
Milk Toddler Toddler Good (toddler & Grow Grow &
(whole) | Transitions | Next Step Start milk) (toddler Shine
(transition | (toddler Grow milk) (toddler
formula) milk) Stage 3 milk)
(toddler
milk)
$/gallon 4.68 20.21 16.13 18.76 7.09 16.00 22.60

*Adapted from Lott M, Callahan E, Welker Duffy E, Story M, Daniels S. Healthy Beverage
Consumption in Early Childhood: Recommendations from Key National Health and Nutrition

Organizations. Technical Scientific Report 45. Durham, NC: Healthy Eating Research, 2019.
Available at http://healthyeatingresearch.org.
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Manufacturer Comparison of Nutrient Content of Infant
Formula vs. Transition Formula

From Infant to Toddler

Enfagrow PREMIUM™ Toddler Transitions® is designed
with nutrient levels that help support active toddlers.

Enfamil PREMIUM®  Enfagrow PREMIUM

Infant Toddler Transitions
(pr 100 Caly (e 100 Caly
f #nw E"
gl -
0= _ o
DHA 17 mg 17 mg
Cdlcium 78 mg 200 mg
Potassium 108 mg 130 mg

Protein 29 26¢g
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Nutritional Composition for 8 fl. 0z.*

Nutrient Unit | Whole Enfagrow Gerber Good Nido 1+ | Similac | Happy
Cow's Toddler Start Grow Go & Tot Grow
Milk Next Step Stage 3 Grow & Shine
Energy kcal kcal | 149 160 149 160 150 179
Protein g 7.69 6 4.57 6 4 5.12
Total Lipid (Fat) g 7.98 6 5.71 7 8 8.96
Carbohydrate g 12.8 20 18.3 18 16 17.92
Total Dietary Fiber g 0 <1 0 1 <1 0
Total Sugar g 12.32 11 11.43 15 15 17.92
Total Saturated FA g 4.55 2.5 0.57 25 0 0

*Adapted from Lott M, Callahan E, Welker Duffy E, Story M, Daniels S. Healthy Beverage

Consumption in Early Childhood: Recommendations from Key National Health and Nutrition
Organizations. Technical Scientific Report 45. Durham, NC: Healthy Eating Research, 2019.
Available at http://healthyeatingresearch.org.
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Incorrect Use of the Term “Toddler” to Encompass
Infants Less Than 12 Months Old

PRODUCTS

Infant {0-12 months)

Toddier (9 months - 3 years)

Tummy Troubles (Birth +)
Allergy (Birth +)

Enspire (0-12 months)

M‘ Get free shipping when you spend $50 or more!*
shop)

ARTICLES & EDUCATION

Enfagrow® Toddler

Part of Enfamil Staged Nutrition, Enfagrow toddler formula
and nutritional beverages are tailored for toddlers 9 months
and older. Each serving helps nourish the brain and has
nutrients found in foods toddlers might not get enough of,
such as DHA.

Shop Now & Save Learn More >
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Toddler Milk Marketing Claims & Comparisons to
Plain Milk and Whole Foods

SIGN UP | SIGN IN ‘ FOR HCP ‘TUMMYTOOLS Search Q BUY NOW

3 3 . SIMILAC MY BABY HOWTO WHY SAVINGS &
Similac \

PRODUCTS PREGNANCY DEVELOPMENT FEED A BABY SIMILAC? REWARDS

Home | Toddler Formula

The First & Only Toddler 3 |
w Drink With 2'-FL HMO-
For Immune Support

4 . |

4  §

h IMMUNE A8,  BRAIN &EYE

SUPI &, . DEVELOPMENT

LEARN MORE PORT, SN,
7 3 : ovpmahse L
I DHA
Sh

https://similac.com/toddler-formula

GO & GROW BY
SIMILAC NON-GMO
MILK-BASED TODDLER
DRINK POWDER WITH
2'-FLHMO

$21.98 A
15 1b can )

Size

’Tﬁ Ib can ~

provides key nutrients like
Iron, Vitamins C & E, () schedlule & Save SAVE 10% $1978
and DHA that milk alone @ Omertime fushoss

can’t provide .-
Bl e
¥ = g}:" - - E“"'m"'" =

hES;://abbottstore.com/qo-and-qrow-bv-simiIac-with-2-f|-hmo-miIk-based-toddler-drink-l-5-|b-can-case-of-4-
67151.html (marketing infographics)



https://similac.com/toddler-formula
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html

A non-GMO™ toddler drink

to help balance their diet as you
introduce new foods

~12-36 =

“ months *

NO ARTIFICIAL
GROWTH HORMON

* Ingredients
not genetically
engineered.

e

- (g=

GO & GROW BY
SIMILAC NON-GMO

MILK-BASED TODDLER
DRINK POWDER WITH
2'-FL HMO

$2]'98 SKUL:SJT'?;:

() schedule & Save SAVE 10% $19.78
(#) One-time Purchase

.
ADD TO CART

httbé://abbottstore.com/qo-and--arow-ﬁvlélmiIac-with-Z—fI-h

mo-milk-based-toddler-drink-1-5-Ib-can-case-of-4-

67151.html (marketing infographics)

Go & Grow by Similac®
............ hasts - nees e

2X MORE 30X MORE 3X MORE
CALCIUM’ . IRON’ VITAMIN E’

%’ THAN ”v."‘ THAN THAN
YOGURT Vs MILK! A% BROCCOLI

goe

4

in one 8-fl-z sippy cup of Ga & Grow versus typical
ik, and % cup cooked, chopped broceoli),

it Data Lsboratery, USDA Mational

urrent: September 2015,
ndl

Nu r Standart le;
Ae
or el ind old
w -
gug, ™ : | THE FIRST
S 0 O TS o

httpé://abt;ottstore.com/qo-and-qrow-b\/;SiFniIac-with-2-f|-hmo-miIk-based-toddler-drink-l-5-|b-can-case-of-4-

GO & GROW BY
SIMILAC NON-GMO
MILK-BASED TODDLER
DRINK POWDER WITH
2'-FL HMO

$2]'98 SKUL'::SBT?EIJ;E

’7[5 Ibcan v

() Schedule & Save SAVE 10% $19.78
(+) One-time Purchase

.-
ADD TO CART

67151.html (marketing infographics)
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https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html

Your toddler’s diet
may look like this

Help fill
nutrient gaps with  srrr—"
Go & Grow :
by Similac® Figllr
B row -

& Similac*

GO & GROW BY

SIMILAC NON-GMO
MILK-BASED TODDLER
DRINK POWDER WITH
2'-FL HMO

$21.98

(O schedule & Save SAVE 10% $19.78
(+) One-time Purchase

BETR
ADD TO CART

https://abbottstore.cbm/qo-and-qrow-bv-simiIac-with-2-f|-hmo-miIk-based-toddler-drink-l-5-|b-can-case-of-4-

67151.html (marketing infographics)

Supports Brain and Eye
Development with
DHA, Lutein, and Vitamin E

Found in foods kids often do not eat

af
.,' * , o
FISH Vo SPINACH BROCCOLI

GO & GROW BY
SIMILAC NON-GMO
MILK-BASED TODDLER
DRINK POWDER WITH
2'-FLHMO

$2"98 SKUI;:‘SGT;?S%Z
15 Ib can i

(O schedule & Save SAVE 10% $19.78
(¢) One-time Purchase

.
ADD TO CART

httos://abbottstore.com/qo-and-qrow-bv-simiIac-with-2—f|-hmo-miIk-based-toddler-mlk-l-s-lb-can-case-of-4-

67151.html (marketing infographics)
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https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html
https://abbottstore.com/go-and-grow-by-similac-with-2-fl-hmo-milk-based-toddler-drink-1-5-lb-can-case-of-4-67151.html

EVEN HEALTHY EATERS
CAN BE MISSING OUT ON
IMPORTANT NUTRIENTS

- — & oRiGRG:
= grow u =
" Lo
e 1oy

LR

GO & GROW BY
SIMILAC MILK-BASED
TODDLER DRINK
POWDER

$63_5O INSTOCK

2.25 Ib can [ Case of 3 SKU#: 56838

Size

| 226 b can [ Case of 3 v

* While supplies last.

Select 2 for Buy One, Get One Free offer. BOGO
discount is shown on the checkout page.

.
ADD TO CART

https://abbottstore.com/go-and-grow-by-similac-milk-based-toddler-drink-powder-36-0z-can-case-of-3-66838.html

Enfagrow PREMIUM Toddler Nutritional $19.95 Compare st §2O-00
Drink, Natural Milk Flavor, Powder v Instock

24 oz Can

utricional paraNifies

1. Select Format:

Can |

24 oz Can (Case of 24 oz Can

4) $19.95

37495
$0.78 per oz $0.83 per oz

32 oz Can (Case of
6)
$140.85
$0.73 peroz

2. Select Quantity:

How much toddler
E nutritional drink do
needs

3. Select Delivery:

fCiherrine and Save 1N £40.05 €17 OR) &
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Enfagrow PREMIUM Toddler Nutritional $19.95 Compareat 52000
Drink, Natural Milk Flavor, Powder it
24 oz Can 1. Select Format:

Can |

24 oz Can (Case of 24 oz Can
i $19.95

$74.95
$0.78 per oz $0.83 per oz

32 oz Can (Case of
6)
$140.95
$0.73 per oz

2. Select Quantity:
- 1 + How much toddler
nutritional drink do |
need?

Milk-based drink that helps 3. Select Delivery:
fill nutritional gaps. {Subscribe, and Save 10%$39:95 $17.96) @

https://www.enfamil.com/products/enfagrow-premium-toddler-next-step-natural-milk/24-0z-powder-can (nutritional gaps)

How much DHA is your child getting every day?

Regular cow’s milk
_ 8floz 0mg
~d Apple juice
Bfloz J Umg
. Chicken nuggets
B 02500 2mg

% Pizza
» 1 mini (3.2 02) 0mg

@= Enfagrow PREMIUM Toddler Next Step Powder

One ~7 fl oz serving 26 mg
Enfagrow PREMIUM Toddler Next Step Ready to Use ¢ mg
One 8 fl oz serving

Source: U.S, Department of Agriculture

https://www.enfamil.com/products/enfagrow-premium-toddler-nutritional-drink-natural-milk (DHA)
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Examples of Beverages Labeled as Nutrition Drinks,
Nutritional Drinks & Nutrition Shakes

Principal Display Panel

Statement of Identity and
Suggested Use

Siniy
I legaediews;
r E-r "‘!a"lﬂ
el WiNeRalg

NO AEiFicigy Codody
FLEWaB 4 Smegipnel;

Craamy
Nisilla

https://www.boost.com/healtha\re;professionals

“Nutritionally Complete Drink”

“Boost Kid Essentials Nutritionally
Complete Drink is a complete
nutritional formula designed for
children ages 1-10. The drink is
enriched in calcium to help grow
strong bones. Plus, the formula
has 27 vitamins and minerals to
provide complete nutrition for
children to beat malnutrition,
increase energy needs, or deal
with bowel management issues.”

“Complete Nutritional Drink”

Recommended for people who
have lost weight, are not as
active as they should be;

have had surgery or sustained an
injury; have lost their appetite;
have difficulty chewing solid
foods.

https://www.boost.com/blog/why-
doctors-recommend-boostr

61


https://www.nestlenutritionstore.com/boost-kid-essentials-1-0.html
https://www.boost.com/healthcare-professionals
https://www.boost.com/blog/why-doctors-recommend-boostr
https://www.boost.com/blog/why-doctors-recommend-boostr

“Complete Nutritional Drink”

Meal replacement: “A quick
and convenient way to
provide kids with a ready
made or on-the-go breakfast”

10g iy
PROTEIN uﬂ

o

. =1
it isiriwti -l sroneny | :
i -_—-.{ e (Chsh:

LIMITED
EDITION

109

s
B s PROTEIN

https://www.nestlehealthscience.us/brands/carnation-breakfast-
essentials/carnation-breakfast-essentials-rtd
https://www.carnationbreakfastessentials.com/products/carnation-
breakfast-essentials-original-ready-drink
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https://www.nestlehealthscience.us/brands/carnation-breakfast-essentials/carnation-breakfast-essentials-rtd
https://www.nestlehealthscience.us/brands/carnation-breakfast-essentials/carnation-breakfast-essentials-rtd
https://www.carnationbreakfastessentials.com/products/carnation-breakfast-essentials-original-ready-drink
https://www.carnationbreakfastessentials.com/products/carnation-breakfast-essentials-original-ready-drink

https://ensure.com/nutrition-products/ensure-plus/vanilla-shake

“Nutrition shake”

“to help gain or maintain a
healthy weight.”

63


https://ensure.com/nutrition-products/ensure-plus/vanilla-shake

	Front Cover
	Cover Letter
	TABLE OF CONTENTS
	Petition and Exhibits
	The FDA has authority to issue “regulations fixing and establishing for any food, under its common or usual name so far as practicable, a reasonable definition and standard of identity, a reasonable standard of quality, or reasonable standards of fil...
	Transition Formulas (Nov. 2019)
	Brand & Product Name
	Statement of Identity & Product Characteristics (if listed separately on the principal display panel)
	Age 
	Principal Display Panel 
	Bright Beginnings  
	“Milk-Based Infant Formula with Iron”
	“For toddlers 9-24 months old”
	Enfagrow
	“Infant and Toddler Formula: Milk-Based Powder with Iron”
	“9-18 months”
	Enfamil
	“Hypoallergenic Infant & Toddler Formula Powder with Iron”
	“9 – 36 months”
	Gerber
	“Plant-based protein for toddlers”
	 “9 to 24 months”
	“Infant Formula with Iron Soy-Based Powder”
	Rite Aid: Tugaboos
	“Infant formula with iron: Milk-based powder”
	“9-18 months”
	Parent’s Choice
	“Infant Formula With Iron: Milk-Based Powder”
	“9 months & up”
	Up & Up
	“Infant formula with iron: Milk-based powder”
	“9-18 months”
	Toddler Milks (Nov. 2019)
	Brand & Product Name
	Statement of Identity & Product Characteristics (if listed separately on the principal display panel)
	Age 
	Principal Display Panel 
	Similac 
	“Toddler drink”
	“12-36 months”
	Enfagrow
	“Toddler Nutritional Drink”
	“1+ Years”
	Gerber 
	“Tailored nutrition for toddlers”
	“12 to 24 months”
	Good Start Grow
	Happy Tot
	“Toddler Milk Drink”
	“For Toddlers 1 Year & Up”
	Baby’s Only
	“Toddler Formula”
	No age stated on label. (Website states “intended for a toddler 1-year and older or as directed by a healthcare professional.”)
	Baby’s Only 
	“Toddler Formula”
	No age stated on label. (Website states “intended for a toddler 1-year and older or as directed by a healthcare professional.”)
	Earth’s Best Organic
	“Organic Toddler Milk Drink Powder”
	“For toddlers 1 year and up”
	Nestle
	“Powdered milk beverage with vitamins minerals and prebiotic ingredients”
	“1-3 years.”
	Up & Up
	“Milk Drink Powder: natural milk flavor with other natural flavors”
	“1+ years”
	Toddler Milk Marketing Claims & Comparisons to 
	Plain Milk and Whole Foods


