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Module 4: Labels

* Part 1: Required label components
* Part 2: Other label issues
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Label Components

* All labels must include the required label items
* USDA reviews and approves labels before they can be used
* FDA expects that your labels are correct, but doesn’t review first

e Other items to include (as long as there’s enough room)
* Brand logo or picture
 UPC code
* Lot code and use-by/best-by date
* Marketing information — your story
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Required Label Components

Principal Display Pane

Statement of Identity

Net weight statement

Serving Suggestion

NetWt. 24.; (% 1b) (68 9)

Mtion Faoi
g:x;zg Size 1 cup (208 )n FaCts
gs PerComaine?abom 24

A
20UN Por Sorying with 1
Calorieg Corgg VP Skim
el milk
—
Calories from Fag——

=0 g
15 39
Total Fat 2+

% Daily Valye=
Satura@d}?afng — %
Trans Fat o % %
‘ Cholestero] Omg

e —.
Total carbcﬁ.yi,;te‘zﬁ‘ — «;‘;: 8%
Dietary Fiber 39 12% =
Sugarsig — ———2% 1%
Proteinzg ~— —————
Vitamin A W% o
Vitamin ¢ ““"W«r@

Iron

- 50%  50%
“Amount in Cereal. with 112 cup skim mik contibutes an
: k contibutes
addional 40 Caloris (5 Caloriesfrom Fat), 50 mg Sodum, 6
9 Total Carbohydrale (6 g Sugars), 5 g Protein i
Percent Daily Values are based on a 2,000 calorie diet, Your
aty velues may be Higher o owerdepending o your ol

Calofes: 2000 2500

| Total Fat Lessthan 65 sg
Salurated Fal  Lessthan  20g 29
Cholesterol Lessthan  300mg  300mg
Sodum Lessthan  2400mg  2400mg
Total Carbohydrate 3009 5
Dietary Fiber 2g g
Calories per gram:
Fat9 + Carbohydrate4 + Protein 4

Ingredients: Whole grain oats,
Modified corn starch, Sugar,
Salt, Tripotassium phosphate,
Wheat starch, Vitamin E (mixed
tocopherols, added to preserve
freshness), Calcium carbonate,
Iron, Zinc, Sodium ascorbate
(Vit C), Niacin, Pyridoxing
hydrochloride (B6), Palmitate
(VitA), Riboflavin (Vit B2),
Thiamin mononitrate (Vit B1),
Folic acid, Vit B12, Vit D3.

Allergen Information:
contains wheat.

By:

Manufactured

Grandma’s Cereal, Inc
1234 Any Street
City, state, ZIP

\

I
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Statement of Identity

* Many foods have a legally established name
that must be used (CFR21 §101.3)

e All others must use “common or usual name”

* Other requirements include:
* Form of food (e.g. sliced, cubed, crushed)
e “ 9% Juice” for any drink showing fruit or Go to https://ecfr.gov to

vegetables on the label view or search most up-
to-date regulations

Extension
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Standards of Identity Exist for:

§ 131 Milk & cream

§ 133 Cheese

§ 135 Frozen desserts

§ 136 Bakery products

§ 137 Cereal flours

§ 139 Macaroni & noodles
§ 145 Canned fruit

§ 146 Canned fruit juice
§ 150 Jellies & preserves
§ 152 Fruit Pies

§ 155 Canned vegetables

§ 156 Vegetable juices

§ 158 Frozen vegetables

§ 160 Eggs & egg products
§ 161 Fish & shellfish

§ 163 Cacao products

§ 164 Tree nuts & peanuts
§ 165 Beverages

§ 166 Margarine

§ 168 Sweeteners & syrups
§ 169 Dressings & flavorings

EXTENSION.USU.EDU
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Net Content Statement

 Specific requirements for placement and font size, dependent on
package dimensions (21CFR §101.7)

 Specification of weight or volume
* From 1-4 Ibs, must be shown as: ounces (lbs) or fl oz (qts or pts)
* Above 4 Ibs, must be shown as: pounds or gallons

* Some states require S| (metric) units be listed parenthetically after US

measure
e Utah reference: NIST Handbook 130, 2022 ed (R70-920-2)

NIST is the National Institute of Standards and Technology,
they create “model code” as examples of rules that can be

adopted by other agencies. Extension
p y g EXTENSION USU.Epy UtahStateUniversity. %




Required Label Components

Serving Sugsestion

NetWt. 24.; (% 1b) (68 9)

Nut
utn acts
gervmg Size 1 cu: (2°Bg)n FaCts

—“—G5 Per C ot

iner aboy 54

Amnun? Per Serving With 17
lories o™ u':!::

— i
Calories from | Faa ———— 0 15
2
m‘alfj“‘z@ % Daly Valygm
Saturateq T — % 3%
Trans Fat o % %

Cholesterol omg .
Sodium 140mg ‘\“‘%f\ﬂ“
O

Total car;cﬁlyir;tﬁﬂ;‘ T

Dietary Fiber 3 1;//: =
_Sugars 1g 1%
Proteingg —  —————
Vitamin A
L0 209
Vitamin C “"ﬁf‘%
Gy ———————— % 1%
Calcium 10%  25%
o ————————— 0% 2%
{mn I 50%  50%

Amount in Cereal with 112 cup skim mik contibutes an

dditional 40 Calores (5 Caloris from F:
at), 50 h
§ Total Carbohydrale (6 g Sugars), 5 g Pw)lem 1 o
Percent Daily Values are based on a 2,000 calorie diet, Your
e alues may be igher orlower dependingon your calo

Calofes: 2000 2500

Total Fat Lessthan 65 sg
Selurated Fal  Lessthan  20g 25
Cholesterol Lessthan  300mg  300mg
Lessthan  2400mg  2400mg
Total Carbohydrate 300g 159
Dietary Fiber 2%g g
Calories per gram:
Fat9 + Carbohydrate4 + Protein 4

Ingredients: Whole grain oats,
Modified corn starch, Sugar,
Salt, Tripotassium phosphate,
Wheat starch, Vitamin E (mixed
tocopherols, added to preserve
freshness), Calcium carbonate,
Iron, Zinc, Sodium ascorbate
(Vit C), Niacin, Pyridoxine
hydrochloride (B6), Palmitate
(VitA), Riboflavin (Vit B2),
Thiamin mononitrate (Vit B1),
Folic acid, Vit B12, Vit D3.

Allergen Information:
contains wheat.

Manufactured By:
Grandma’s cereal, Inc
1234 Any Street
City, state, ZIP

\

I

Information Panel

Nutrition Facts panel

Ingredient statement
including allergens

Producer name & address
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Ingredient Statement

* Ingredients must be listed in order by weight (21CFR §101.4)

* Must list function of any preservatives
e “Ascorbic Acid to promote color retention”

» “Spices”, “Natural Flavor”, “Artificial Flavor” can be grouped

’

* Except: vegetable items (e.g. garlic), salt, MSG, and colorants (e.g. paprika)

* Certified colors must be specified
* “Red 40” or “FD&C Red 40”

* Allergens listed separately or incorporated into ingredient statement

Extension
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Nutrition Facts

Ingredients: Enriched flour {wheat flour,
malled barlay, niacin, réduced iron,
thiamin mononitrate, riboflavin, folic acid),
sugar, partially hydrogenated cotfonseead
ol high Iruclose Comm syrup, whay (milk),
eggs, vanilla, natural and artificial
flavaring, Salt, avaning (sodium acid
pyrophosphate, monocalcium phosphate),
lecithin (soy), mono- and dighycerides.

Any Cookie Company
College Park, MD 20740

(1) Include the name of the food source in
paranthasis following the Common oF
usual name of the major food allergen in
tha list of ingredients in insfancas when
the reame of the (ood Source of the mapor
food allergen does not appear elsawhere
in tha ingrediant stalemant for anothar
allergenic ingrediant,

{2) Place the word "Contains.” followed by the
name of the food source from which the

major food allergen is derived, immediately
aftar or adjacent to tha list of ingredients,
ina typd sazé thal 1s no smallar than that
usad for the ingredient list.

Nutrition Facts

Ingredients: Enriched flour (flour, malted
barley, niacin, reduced iran, thiamn
mononitrate, riboflavin, folic acid), sugar,
partially hydrogenated cottonseed oil, high
fructose corn syrup, whey, eggs, vanilla,
natural and artificial flavoring, salt,
leavaning (sodium acid pyrophosphale,
monocalcium phosphate), lecithin, mono-
and diglycerides.

Contains: Wheat, Milk, Egg, and Soy.

Aryy Cookie Company
College Park, MD 20740

All ingredients
MUST be in the
ingredient
statement.
Allergens can be
identified
parenthetically.

If a Contains
statement is
used, ALL
allergenic
ingredients must
be included.



Allergen Statement

Nutrition Facts

Ingredients: Enriched flour (wheat flowr,
malted barley, niacin, reduced iron,
thiamin mongnitrate, riboflavin, lolic acid),
sugar, partially hydrogenated cotionsesed
oil, high fructose corn Syrup, whay [milk),
eggs, vanilla, natural and artificial
flavaring, salt, avaning (sodium adcid

pyrophosphate, monocalcium phosphate),

lecithin {soy), mono- and diglycerides,

Any Cookie Company
College Park, MD 20740

{1) Include the name of the food source in
paranthasis following the commaon or
usual name of the major food allergen in
tha list of ingredients in instancas whean
the name of the food source of the majpor
food allergen does not appear elsawhers
in the ingredwent statemeant for another
allergenic ingrediant,

(2) Place the word "Containg,” followed by the
rame of the lood sowrce from which the

major food allergen s derived, immediately
after or adjacent io the list of ingrediants,

ina type saze that i1s no smaller than that
usad for the ingrediant list.

Nutrition Facts

Ingrediants: Enriched flour (flour, mahed
barley, niacin, reduced iran, thiamin
menonitrate, riboflavin, folic acid), sugar,
partially hydrogenated cottonseed oil, igh
fructose corn syrup, whey, eggs, vanilla,
natural and artificial flavoring, salt,
leavaning (sodium acid pyrophosphate,
menocalcium phosphate), lecithin,k mono-
and diglycerides.

Contains: Wheat, Milk, Egg, and Soy,

Anvy Cookie Company
College Park, MD 20740

e Wheat

* Dairy

* Eggs

* Tree Nuts (by name)
* Peanuts

* Soy

* Molluscan Shellfish
* Finfish (by name)

* Sesame

Extension
UtahStateUniversity.
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Nutrition Facts

* The rules for nutrition facts are very
complex —don’t try to make the
panel yourself!

» Several options available for nutrition
facts panels:
* Online subscription programs
* One-time purchase programs

* Consultants or companies that charge a
per-panel fee (usually around $100)

Nutrition Facts

8 sanings per container
Serving size 2/3 cup (554)

e R et e |
Amaiil par serving
Calories 230
% Dally Valuo*
Total Fat &g 10%
Eaturaied Fal ig 506
Trans Faz Og
Cholesteral tmg 0%
Sodivmm 180mg TOL
Total Carbohydrate 27g 13%
Diiatary Fibar g 14%

Total Sugars 12g

Includes 1ig Added Sugars ]

Prodein 3g

JisssEEE— ]
Wiamin D 2mog 0%
Caicium 260mg 2(rs
Iron Bmg L
Patessiym 335mg [T
T e

" Tha % Dulfy valus (') el you bow muech & st in

a marving o lood corldtules e Sally died 2000 celotis
aday b Ll fow coreed ubon advion

Photo source: FDA
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Small Business Exemptions

e Retailer Exemptions: 21CFR§101.9(j)(1)

Nutrition Labeling:
Retailer Exemption

Annual Food Sales ONLY

(Includes food resold and food manufactured)

Up to $50,000

S50,001 or more

Up to $500,000

EXEMPT*

Nutrition labeling
IS NOT required

EXEMPT*

Nutrition labeling
IS NOT required

$500,001 or
more

Total Annual Sales
(Includes food and
non-food items)

EXEMPT*
Nutrition labeling
IS NOT required

COVERED

Nutrition labeling
IS required

* Does not apply if you make ANY health-related claims on your package (e.g. Low
Fat, Healthy (or heart-shaped graphics), High in Iron, Sugar-Free).

EXTENSION.USU.EDU
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Small Business Exemptions

* Manufacturer Exemptions: 21CFR§101.9(j)(18)

. . Annual Units Produced and
Nutrition Labeling: cull-Time Equivalent Empl (FTES)
uli-rmme uivalient cmployees S
Low-Volume : “ POy .
Exembtion <10,000 Units <100,000 Units
P and <10 FTEs and <100 FTEs
* *
Products do not EXEMPT EXEMPT
include i t e Nutrition labeling IS NOT required e Nutrition labeling IS NOT required
Incluae imports e Exemption notice IS NOT required e Exemption notice IS required
* *
Products include EXEMPT EXEMPT
. t e Nutrition labeling IS NOT required e Nutrition labeling IS NOT required
IMports e Exemption notice IS required e Exemption notice IS required

* Does not apply if you make ANY health-related claims on your package (e.g. Low Fat,
Healthy (or heart-shaped graphics), High in Iron, Sugar-Free).

Extension
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Other FDA Components

Optional Regulated Claims

* Nutrient Content Claims (e.g. high in, low in, free, good source of)
* Health Claims and Implied Health Claims (disease risk reduction)
e Qualified Health Claims (less scientific evidence)

* “Fresh”, “Gluten-free”

Special Programs
* Organic — USDA or State programs
* Bioengineered — USDA program

FDA Food Labeling guide available on their website, link in
resource page

EXTENSION.USU.EDU
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Organic Labeling

“100% Organic”

* Only organic ingredients (except water and salt)

“Organic”
* 95% organic ingredients, no sulfites —

“Contains organic
e 75% organic ingredients, no sulfites, cannot use USDA organic seal

* Organic ingredients can always be designated in ingredient statement

Extension
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Natural Labeling

* No specific legal definition from FDA

* Currently reviewing public comments on whether it should be more tightly

regulated
e USDA has stricter requirements for meat products

e Cannot contain artificial or synthetic ingredients
* Colors
* Flavors
* Preservatives

EXTENSION.USU.EDU
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National Bioengineered Food Disclosure

Standard

* Bioengineered food/ingredient disclosure must be

placed on label in a conspicuous manner
* BIOENGINEERED symbol

e “Bioengineered food” “bioengineered food ingredient”

or similar

* Foods/Ingredients that do not qualify for an
exemption but do not the BE definition

 DERIVED FROM BIOENGINEERING symbol or equivalent

text

EXTENSION.USU.EDU
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Recalls for Labeling Issues

Required Allergens

* Wheat, soy, eggs, milk, tree nuts, peanuts, shellfish, finfish (Food
Allergen Labeling & Consumer Protection Act of 2004)

e Sesame required as of Jan 1, 2023 (Food Allergy Safety, Treatment,
Education, and Research Act of 2021)

2019 2020 2021 2022 2023.
(to April)
FDA 6 21 87 o1 31
USDA 32 16 10 15 9

Extension
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Lot Codes and Product Records

* Lot codes help you track your product in case there is a need to recall
it from the market

* You should keep records linked to each lot code

Product name
Batch lot number

Records should be kept for

Ingredients used in the batch ingredients too, including
Package description or size lot numbers and
Where it was sold (or the company it was sold to) where/when purchased.

Date or date range it was sold
Amount sold (number of packages or cases)
Delivery company name (if a 3™ party service was used)

EXTENSION.USU.EDU
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Best-By or Use-By Dates

* FDA and USDA do not currently have authority to
create date labeling regulations for most foods

Grocery Marketing Association proposal:

» “Best if Used By” to indicate that quality may not
be optimal
* Shelf stable foods, pasteurized dairy, frozen foods

Some states have
additional
requirements for
perishable foods (e.g.
milk, shell fish). Current
information on state
requirements can be
found on the ReFED
website — this link is in
the resource materials

» “Use By” for perishables that may become unsafe

* Applies to some refrigerated foods (e.g. hummus,
guacamole)

Extension
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Other Label Issues

* Many common claims are not regulated by FDA or USDA
* “Handmade”, “Small Batch”, “Nothing Artificial”, “No Preservatives”

* These and others have been the focus of recent lawsuits
* Label graphics imply that a food is “healthy”
e “Greek Yogurt” not made in Greece
e “Evaporated cane juice” instead of “Sugar”
* “Made in USA” when some ingredients are foreign

* No way to predict what may trigger a lawsuit, but if it could be
misleading, someone will think it is!

Extension
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Questions?

karin.allen@usu.edu
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