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What We’ll Cover Today
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▪ FDA Food Labeling
▪ Mandatory Nutrients/Checks
▪ Dietary Fiber
▪ Calorie and Carbohydrate Calculation
▪ Added Sugars
▪ RACC
▪ Claims
▪ Sesame
▪ Sulfites
▪ Processing Adjustments
▪ International Labels

▪ BE Disclosure

▪ USDA COOL

▪ Recalls and Class Actions

▪ Documentation

▪ Q&A
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MISSING MANDATORY NUTRIENTS

NOTE: 

▪ If only 1 out of 9 of your ingredients contain the required dietary 
fiber information, only that one ingredient’s dietary fiber 
nutrients will appear on the label. This can potentially show 
inaccurate results on the Nutrition Facts Label 

▪ The Spreadsheet report in Genesis R&D will need to look like this 
for the dashes to appear next to the nutrient on the label:

6

Missing Mandatory Nutrients are displayed 
here with a dashed line – NOT COMPLIANT
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SUPPLIER MANDATORY INFORMATION FOR 
EACH INGREDIENT
▪ Date of Specification

▪ Nutrition on a 100-gram basis

▪ All Mandatory Nutrients should be populated with 
a value, even if the value is 0

▪ Sulfites must be declared for each ingredient. 
Prescence of sulfites must be declared if the recipe 
exceeds 10 ppm

▪ Water/Moisture and Ash are needed to ensure 
total weight and moisture loss for processing

▪ Ingredient Statement - Full ingredient statement 
that includes any sub-ingredients

▪ Range Formulas for ingredients or nutrients should 
be discouraged

▪ Allergen Declaration even if it says “No Allergens 
Present”

7
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NUTRIENT 
COMPARISON
14 g vs. 100 g

8
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“BENEFICIAL” FIBERS (DIETARY FIBER 2016)
▪ Alginate*

▪ Arabinoxylan*

▪ Beta-Glucan

▪ Cellulose

▪ Cross Linked Phosphorylated RS4**

▪ Galactooligosaccharide (GOS)*

▪ Glucomannan***

▪ Guar Gum 

▪ High Amylose Starch (Resistant Starch 2)*

▪ Hydroxypropylmethylcellulose

▪ Inulin and Inulin-type Fructans*

▪ Locust Bean Gum

▪ Mixed Plant Cell Wall Fibers*

▪ Pectin

▪ Polydextrose*

▪ Psyllium Husk

▪ Resistant Maltodextrin/Dextrin*

***Added January 10, 2020

**Added on March 27, 2019

*Added on June 14, 2018

10Source: https://www.fda.gov/food/food-labeling-nutrition/questions-and-answers-dietary-fiber
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7 “NON-BENEFICIAL” FIBERS 
(NON-DIGESTIBLE CARBOHYDRATES)

▪ CARBOXYMETHYLCELLULOSE

▪ GUM ACACIA

▪ KARAYA GUM

▪ PULLULAN

▪ RETROGRADED CORN STARCH RS3

▪ XANTHAN GUM

▪ XYLOOLIGOSACCHARIDES

11
https://www.fda.gov/food/food-labeling-nutrition/questions-and-answers-dietary-fiber
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CITIZEN PETITION TO FDA WITHOUT 
RESPONSE
If a manufacturer has submitted a citizen petition, but FDA has not yet responded, can the 
manufacturer include the amount of the added isolated or synthetic carbohydrate that is the 
subject of the petition in the "dietary fiber" declaration in the meantime?

If the applicable Nutrition Facts label compliance date has not yet occurred and the manufacturer 
has not updated its product labels to reflect the updated Nutrition Facts label and Supplement Facts 
label requirements, then these carbohydrates can remain included in the dietary fiber declaration. 
However, once the compliance date has passed, then a manufacturer cannot include isolated or 
synthetic non-digestible carbohydrates that are the subject of pending petitions in the declaration 
of "dietary fiber." However, the added carbohydrate must be included in the declaration for total 
carbohydrate.

12Source: https://www.fda.gov/food/food-labeling-nutrition/questions-and-answers-dietary-fiber
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CALORIE CALCULATION
COUNTRY SPECIFIC

METHOD U.S. CANADA EU MEXICO

4-4-9 X X

4-4-9 Minus Soluble Fiber X

4-4-9-7 X

4-4-9-7 Adjusted for Fibre X

Atwater X X

Bomb Calorimetry X

Calculation of Proteins X

Estimates X

General Factors Caloric Values 
Sugar Alcohols

X

General Factors for Caloric Value 
of Sugar Alcohols, Glycerol & 
Polydextrose

x

Known Data X

Specific Food Factors X

Total Value X
13
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CARBOHYDRATE CALCULATION
COUNTRY SPECIFIC

14

METHOD U.S. CANADA EU MEXICO

Carbohydrate by Subtraction (Total Gram 
Weight - Protein, Fat, Alcohol Water & Ash)

X x

Available Carbohydrate (Carbohydrates + 
Sugars + Starches - Fiber)

x x
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CONSIDERED ADDED

▪ Molasses*

▪ Corn Sweetener

▪ Pure Maple Syrup*

▪ Honey*

▪ Sugar

▪ Agave*

▪ Syrup

ON THE LABEL

Added Sugars are indented under Total Sugars.  If labeling a 
single-ingredient sugar product, only the %DV is shown but an 
explanatory footnote can be included within the label border 
and referred to by a dagger symbol.

• Rounding Rules: Less than 1 g: declaration not required with 
insignificant footnote or you can show “less than 1 g” or “< 1 
g” on the label. Less than .5 g: may be expressed as 0.

ADDED SUGARS 2016

15

NOT CONSIDERED ADDED

Naturally occurring sugars in:

▪ Dairy products

▪ Vegetables

▪ Fruits

▪ Grains

These items require special consideration
▪ Juice concentrates
▪ Purees/Pastes, Sugars after fermenting, Corn syrup solids
▪ Dried cranberries and cranberry juices**

NEW MANDATORY 
NUTRIENT

DV: 50g
The FDA 

recommends that 
your added sugar 
intake does not 

exceed 10% of total 
calories.

▪ Added Sugars Indented
▪ Single Ingredient Sugar Product only %DV + 

footnote
▪ Rounding Rules

▪ “< 1g” or “less than 1g” declaration not 
required with insignificant footnote

▪ < .5g may be expressed as 0 or declaration 
not required

*Single Ingredient Sugar Products are no longer 
required to bear “includes Xg Added Sugars”
**May use symbol and explanatory text.
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ROUNDING RULES

16
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INCIDENTAL ADDITIVES
21 CFR 101.100(a)(3)

▪ No technical or functional effect but 
are present because it was 
incorporated into the food as an 
ingredient of another food

▪ Processing aids
▪ Substances migrating from 

equipment or packaging 

17
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YOGURT RACC CHANGE EXAMPLE
1990

225 g RACC & Serving Size

2016
170 g RACC & Serving Size

Excellent 
Source of 
Calcium

Good 
Source of 
Calcium

• RACC changes may 
affect Nutrient Content 
Claims

• Be sure to evaluate your 
entire package when 
updating labels with 
RACC changes
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CLAIMS – 21 CFR 101.13

Nutrient Content Claims

Calories 21 CFR 101.60(b)

Total Fat 21 CFR 101.62 (b)

Saturated Fat 21 CFR 101.62(c)

Cholesterol 21 CFR 101.62 (d)

Sodium 21 CFR 101.61

Sugars 21 CFR 101.60 (c)

Relative Claims
Light:  A food representative of the type of 
food bearing the claim and a similar food

Reduced and Added:  An established 
regular product or average and similar food

More and Less:  An established regular 
product or average and a dissimilar food in 
same product category which may be 
generally substituted

20
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SESAME AS AN ALLERGEN

▪ Signed into Law April 23, 2021

▪ Compliance Required by January 1, 2023

▪ Sesame is the 9th Major Allergen under 
the Food Allergen Labeling and Consumer 
Protection Act (FALCPA)

▪ New framework established for review of 
how additional potential allergens are to 
be considered and reviewed

9 Major U.S. Allergens

Milk, Eggs, Fish, Crustacean Shellfish, Tree 
Nuts, Peanuts, Wheat, Soy and Sesame.

21

FASTER Act of 2021

S. 578 

Food Allergy Safety, Treatment, 
Education, and Research Act of 2021
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SULFITES §101.100 (a)(4) & §130.9

22
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-
130/subpart-A/section-130.9

▪ Found naturally in some foods
▪ Commonly used as an additive to maintain color or prevent spoilage
▪ FDA requires declaration on food labels ≥ 10 ppm

▪ Both naturally and/or added is detectable in finished food
▪ Specific name of additive (e.g. sodium bisulfite) must be declared when added to food

▪ Sulfur dioxide
▪ Sodium sulfite
▪ Sodium bisulfite
▪ Potassium bisulfite
▪ Sodium metabisulfite
▪ Potassium metabisulfite
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PROCESSING ADJUSTMENTS

Be sure to account for any processing loss by documenting the product 
weight before and after cooking

Frying items could lose moisture as well as add additional fat

Vitamin degradation is likely during cooking and storage

Lab Analysis from an accredited lab may be required for oil absorption and 
vitamin degradation

23
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FOOD LABELS BY COUNTRY

▪ One label cannot be used across multiple countries
▪ Ingredient and recipe specific requirements
▪ Formatting requirements
▪ Language
▪ Spelling
▪ Allergens
▪ Claims
▪ Front of Pack/Stoplights

24
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National Bioengineered Food Disclosure 
Standard (NBFDS)

25

The Standard requires food 
manufacturers, importers, and certain 
retailers to ensure bioengineered 
foods are appropriately disclosed.

25

▪ Implementation Date: Jan. 1, 2020
▪ Mandatory Compliance Date: Jan. 1, 2022
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▪ Alfalfa

▪ Apple (Arctic™ Varieties)

▪ Canola

▪ Corn

▪ Cotton

▪ Eggplant (BARI Bt Begun 
Varieties)

▪ Papaya (Ringspot Virus-
Resistant Varieties)

▪ Pineapple (Pink Flesh 
Varieties)

▪ Potato

▪ Salmon (AquAdvantage®)

▪ Soybean

▪ Squash (Summer)

▪ Sugarbeet

26
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USDA COOL – Country of Origin
Country of Origin Labeling (COOL) is a USDA labeling law that requires 
declaration of the source of certain foods:

1) Muscle Cut and Ground Meats (Lamb, Goat, & Chicken) 
2) Wild and Farm-Raised Fish and Shellfish; 
3) Fresh and Frozen Fruits and Vegetables; 
4) Peanuts, Pecans, and Macadamia Nuts; and Ginseng. 

Exemptions

• Regulations pertain to raw commodities only, processed items are 
exempt. 

27

Regulations for fish and shellfish covered commodities (7 CFR Part 60) became effective in 2005. The final 
rule for all covered commodities (7 CFR Part 60 and 7 CFR Part 65) went into effect on March 16, 2009

Source: https://www.ams.usda.gov/rules-regulations/cool
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FDA AND USDA RECALLS

28

▪ 3,257 Recalls due to 
undeclared allergens

▪ 780 Recalls due to 
failure to declare dyes,  
flavors or preservatives

▪ 349 Recalls due to 
Sulfites

▪ 112 Recalls due to 
undeclared ingredient

▪ 73 Recalls due to 
undeclared Sesame 
(ingredient/allergen)
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CLASS ACTION

▪ Heavy Metals
▪ Ingredient Representations
▪ Vanilla/Vanilla Extract
▪ Pure
▪ Ice Cream

▪ Absence “No Preservatives”
▪ Artificial Flavors/Sweeteners/Sugar
▪ Origins (Olive Oil, Macadamia Nuts)
▪ Extra Virgin

29
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CHECKLIST

30

✓ Create a new supplier protocol
✓ Create a process for any existing 

supplier changes
✓ Confirm RACC sizes
✓ Review ingredient statements 

and standard of identities
✓ Review allergens
✓ Ensure all ingredients have all 

mandatory nutrients

✓ Confirm Claims
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DOCUMENTATION

The FDA requires manufacturers to maintain documents for up to 2 
years.

▪ Document how you arrived at your nutritional information. 

▪ Keep copies of critical documents:
▪ Supplier Spec Sheets
▪ Analyses of Nutrient Databases
▪ Recipes or Formulations
▪ Batch Records 
▪ Any other records that contain the required information

31
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Phone: 503-585-6242 

Sales: sales@esha.com

Support: support@esha.com

Consulting Services: cs@esha.com

Training:  training@esha.com

LinkedIn: linkedin.com/company/esha-research/

eLearning Center: esha.com/resources/esha-elearning-center/

Blog: esha.com/blog

eNewsletter: esha.com/esha-newsletter

CONTACT US

HELPFUL RESOURCES

Q U E S T I O N S ?

mailto:sales@esha.com
mailto:support@esha.com
mailto:support@esha.com
mailto:training@esha.com
https://www.linkedin.com/company/esha-research/
https://esha.com/resources/esha-elearning-center/
http://www.esha.com/blog
http://www.esha.com/esha-newslettter
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Label Compliance
Can Be Overwhelming

✓ Change Management

✓ Claims Substantiation

✓ Product Criteria 

✓ Raw Material Costs

✓ Regulatory Requirements

✓ Research 

✓ Supply Chain Fluctuations

✓ Version Control

✓ Testing
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Data is Scattered 

Across Departments 

and Facilities

As much as 75% of your 

supply chain data lives 

with your suppliers

ERP 
Systems

ERP

PLM 
Systems

PLM

Databases
v

Shared 
Drives

Filing 
Cabinets

Data Needed for Label Compliance is Siloed
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• Create new items in Genesis with one-click 

• Update existing items in Genesis with one-click

• Eliminates duplicate data entry

• Returns compliant labels into TraceGains

• Use the formatted Fact Panel and Declaration 

as images to use in Specs

Label Link
TraceGains Label Link for Genesis
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Rapid Formula 

Innovation & Iteration

End-to-End 

Digital Thread

Collaboration & 

Automation

TraceGains 

Network

ERP 

Integration

The only solution connected to a Network so you can accelerate NPD at every stage.

30K+
SUPPLIER LOCATIONS

305K+
ITEMS 

2.5M+
SUPPLIER & ITEM DOCS 

120+ 
Supplier Countries

Networked Product Development Platform
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TraceGains Network Powers Digital Transformation for Innovation
Find new 

Ingredients

Request 

Info/Samples

Verify, 

Onboard  

Suppliers 

Extract Data, 

Rapidly 

Author New 

Specifications

Publish Raw 

Material, 

Packaging, 

and 

Finished 

Good

Specs

Finalize Specs, Manage 

Label Claims, and 

Change Control 

Finalize Formulations, 

Manage Label 

Claims, and Change 

Control

Proactively 

send 

finished 

goods 

docs to 

customers

Map Warnings 

and Alerts

Ensure Quality Test 

Checks and Specs 

are met on the 

plant floor TraceGains

Network

Finalize Launch

Finalize

Packaging 

and 

Labels
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Live Q&A



Thank You
Plug In. Go Faster.
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