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ESHA Research was established in 1981 with the goal of providing a comprehensive nutrition
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development, labeling, nutritional analysis, and regulatory compliance.

"

ESHA Solutions

A Genesis R&D® Food Formulation =
A Genesis R&D® Supplement Formulation = m
A Food Processor® Nutrition & Diet Analysis "

A Consulting Services m W

Our mission is to help remove the complexity of product development and regulatory Fﬁﬁpﬁancé—}f
for the food, beverage, and supplement industries through software, services, and nut’rﬂﬂomﬂF

databases. : '
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.. Genesis R&D® Product Development & Labeling

Genesis R&D® Foods, first released in 1991, is designed to help users manage processes,
overcome industry challenges, and meet federal requirements. Industry professionals use i
Genesis R&D for quick and accurate nutrient evaluation, virtual product development, nutrition
labeling, regulatory compliance, and much more.

A Product Development

Q4Rs

A Nutrition Analysis

A Regulatory Compliance

v
A Reporting @ @

P
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Timeline for Compliande

The compliance date for the updated
Nutrition Facts labels wakanuary 1,
2020%, for companies with greater than
$10 million in annual food sales.

OR

January 1, 2021*for companies with less
than $10 million in annual food sales.

*Final Rule issued May 3, 2018 confirming January 1, 2020, and

©2020 ESHA Re¥each &

January 1, 2021, compliance dates

Nutrition Facts

2 servings per container

Serving size 1 cup (1409)
Amount per serving 1 60
Calories
% Daily Value*
Total Fat 8g 10%
Saturated Fat 3g 15%
Trans Fat Og
Cholesterol Omg 0%
Sodium 60mg 3%
Total Carbohydrate 21g 8%
Dietary Fiber 3g 1%
Total Sugars 15g
Includes 5g Added Sugars 10%

Protein 39

|
Vitamin D 5mcg 25%
Calcium 20mg 2%
Iron 1mg 6%
Potassium 230mg 4%

*The % Daily Value tells you how much a nutrient in a

serving of food contributes to a daily diet. 2000 caloriesa | ™

day is used for general nutrition advice.




Food Labeling & Nutrition

FOA Nurition ssoration

Giuten-Free Ladeing of Foods

Changes 1o the Nutrition Faces
Labe!

Industry Resources on the Changes to the
Nutrition Facts Label

foun ¥ in Lokedn | 38 emal

Following are resources and the most frequently asked
questions we have received via our inquiry form (Z, and
during ions made to various stakeholds
groups.

Additional questions will be included in guidance

d under devel This is not an

h

S pom

Final Rules

Final Rule: Revision of the Nutrition and
Supplement Facts Labels

list and new questions may be added in the future to
address emerging issues and topics that require
clarification.
Topies:
« Locating Resources
« Format
Food Labeling Guide
Supplement Facts Label
Compliance
Added Sugars
Serving Size
Dual-Column Labels/Single-Serving Containers
Folic Acid and Neural Tube Defects Health Claim

The Voluntary Nutrition Labeling of Raw Fruits,
Vegetables, and Fish

Locating Resources

See subn nénts, supporting
documants, and references in Docket No.
FDA-2012-N-1210.

Final Rule: Serving Sizes of Foods That
Can Reasonably Be Consumed At One
Eating Occasion; Dual-Column Labeling:
Updating, Modifying, and Establishing
Certain Reference Amounts Customarily
Consusned; Serving Size for Breath
Mints; and Technica! Amendments

See submitted comments, supparting
documents, and references in Docket No.
FDA-2004-N-0258.

Final Rule: Revision of the Nutrition and
Supplement Facts Labels; Technical
Amendments

Provides technical amendments to the
two final rules concerning Nutrition Facts
and Supplement Facts labeling.

https://www.fda.gov/food/food-labeling
nutrition/industry-resourceschangesutrition-
factslabel#Compliance

Enforcement Discretion
January X June 30, 2020

7y U.S. FOOD & DRUG

ADMINISTRATION

©2020 ESHA Research



https://www.fda.gov/food/food-labeling-nutrition/industry-resources-changes-nutrition-facts-label#Compliance
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'. Summary of Major Changes

Dietary Fiber / Added Sugars

e Ormat, Font Size

Mandatory/Voluntary/Deleted Nutrients

Nutrient Unit Changes

% Percent Daily Value Changes

©2020 ESHA Ré®eaich
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NUTRITION FACTS 2016 VS. 1990

- - - -
_ Nutrition Facts Nutrition Facts
Nutrients 4 servings per container ggngfg;%ﬁ‘;%fgg)
A . ) Serving size 1 1/2 cup (208g) J
Required: Added Sugars, I Amount Per Serving
- - - Amount per serving Calories 230 Calories from Fat 70
Vitamin D & Potassium Calories 240 e Daty Varue:
A . C C Total Fat 8g 12%
Removed: Vitamin A & C e Daty vasee® St a1 =
79'3' Fgg 49 45% Trans Fat Og
_sra‘”'a:fd OB S Cholesterol Omg 0%
= ’l""’s' at(l)gs = Sodium 160mg 7%
olesterol 5mg
— Sodium 430mg 19% Togl t(;arl;::t:\ydrate 37g :iZo
Total Carbohydrate 46 17% ietary Fiber 49 °
. Dietary Fiber 7g 25% Sug-;ars 129
% Daily Values Total Sugars 4g Protein 3g
A —_——— Includes 2g Added Sugars 4% Vitamin A 6% « Vitamin C 10%
Have been updated based Protein 11g Cacm 35 < ron 5%
On neW SCIentIfI C Vitamin D 2mcg 10% *Percent Daily Values are based on a 2,000
. Calcium 260mg 20% f:\.lrc;edg:?etsh‘gﬁ'ltg g?&ﬁﬁiﬁorﬂfﬁeﬁg-‘ghm o
eV|dence Iron 6mg > a5% Calories: 2,000 2,500
Total Fat Less than 65g 80g
Potassium 240mg 6% Saturated Fat Less than 20g 25g
Cholesterol Less than 300mg  300mg
* The % Daily Value (DV) tells you how much a nutrient in Sodium Less than 2,400mg 2,400mg
a serving of food contributes to a daily diet. 2,000 calories Total Carbohydrate 300g 3759
a day is used for general nutrition advice Dietary Fiber 25g 30g

©2020 ESHA Research




Label Format

No smaller than 10 pt. with 1 pt. of leading*
Bold, no smaller than 10 pt. :]

Bold, no smaller than 6 pt. — Amount per serving
Bold, no smaller than 16 pt. { Calories

No smaller than 8 pt. with 4 pt. of leading. — Total Fat 8g
Nutrients that are not indented (Total Fat, —
Cholesterol, etc.) should be bold and flush left.

1/4-pt. rule centered between nutrients. —f
(2-pt. space above and below). ™4

Shortened 1/4-pt. rule above Added Sugars.

No smaller than 6 pt. with 1 pt. of leading*. —

» Saturated Fat 3g
~

N Utrition Facts<— Bold, must be larger than all other text

2 servings per container
Serving size 1 cup (1409)

160

% Daily Value*
10%

Trans Fat Og
Cholesterol Omg
Sodium 60mg
Total Carbohydrate 21g

7-pt. rule.

3-pt. rule. —

b

Dietary Fiber 3g 11%
Total Sugars 15g
" Includes 5g Added Sugars 10%

Protein 3g

Vitamin D 5mcg 25% + Calcium 20mg 2%

Iron 1mg 6% » Potassium 230mg 4%

*The % Daily Value tells you how much a nutrient in a
serving of food contributes to a daily diet. 2000 calories
a day is used for general nutrition advice.

except “Calories” numerical value.

+—7-pt. rule.

+—Bold, no smaller than 22 pt.
+—3-pt. rule.

~Bold, no smaller than 6 pt.

-';—Bold, no smaller than 8 pt.

*“leading” is the amount of
space between rows of text.

™ No smaller than 8 pt.
(including bullets)
with 4 pt. of leading*.

«1/2-pt. box (text inset 3 pts.)

©2020 ESHA Research
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Nutrient Listing Changes

MANDATORY

Added Sugars Vitamin D Potassium

(was not llsted) (was voluntary) (was voluntary)

New DV: 50 g

Vitamin C Choline Vitamin A Fluoride

(was mandatory) (was not listed) (was manadatory) (was not listed)

New DV: 550 mg

NOT LIST

Other Carbohydrate Calories from Fat

(was voluntary) (was mandatory)

Current MANDATORY, VOLUNTARY, and NOT LISTED nutrients
(shown with previous requirements and, if applicable new DV)

12 ’
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'. Nutrient Unit Changes

Niacin(Voluntary Nutrient)
A Change from mg of Niacin to mg of Niacin Equivalents (NE)

Vitamin A(Voluntary nutrient previously mandatory)
A Change from 5000 IU to 900 mcg RAE

Vitamin E(Voluntary nutrient)
A Change from 30 IU to 15 mg@copherol

Folate(Voluntary nutrient)
A Change from 400 mcg to 400 mcg DFE

Vitamin D(Mandatory nutrient- previously voluntary)
A Change from 400 IU to 20 mcg

13
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':N utrient DV Changes

PANTOTHENIC ¢ NIACIN : CHLORIDE : BIOTIN

Potassium Calcium Vitamin C acp :16 mg NE: 2300 mg : 30 mcg

4700 mg 1300 mg 90 Mg pene L wme L Smmg | Som
up from 3500 mg ~ up from 1000 mg  up from 60 mg lomg ; ;

+ SELENIUM : SODIUM COPPER

. 55 mcg : 2300 mg : 0.9 mg

Dietary Fiber ~ Total Fat  Phosphorus GREs | oma L S 1o
2 m . : :

28 gm 78 gm 1250 mg 75 g +  THIAMIN : VITAMIN B6 : RIBOFLAVIN

down from .
wogm : 1.2Mg i 1.7mg :1.3mg

L]
down from  «  down from * down from

up from25.gm  up from 65gm  up from 1000 mg

INCREASESD>

15mg 2mg v 1.7mg
Vitamin K~ Magnesium  Manganese VITAMIN : :
Bi2  : CHROMIUM :  ZINC :MOLYBDENUM
120MC 420mg 2.3 Mg 2.4mcg i 35mCg : 11mg : 45 mcg
up from 80 mcg up from 400 mg up from 2 mg downfrom + downfrom «  down from * down from

T L REL

6 mcg . 120 meg 5 15 mg 75 mcg

©2020 EEHA R el B = T - 2 "l
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Nutrient Rounding Rules

TOTAL FAT

<0.5¢g - express as zero
< bg - express in nearest 0.5g increment
> = bg - express to nearest 1g increment

<2 mg - express as zero
2 - 5 mg - express as "less than 5 mg"
> 5 mg - express to nearest 5 mg increment

TOTAL CARB

< 0.5g - express as zero

< 1g - express as "Contains less than 1g "
OR "less than 1g"

> or = 1g - express to nearest 1g increment

TOTAL SUGARS

< 0.5g - express as zero

< 19 - express as "Contains less than 1g"
OR "less than 1g"

> or = 1g - express to nearest 1g increment

Nutrition Facts

2 servings per container
Serving size 1 cup (1409)
|

Amount per serving 1 60

Calories
% Daily Value*
Total Fat 8g 10%
Saturated Fat 3g 15%
Trans Fat Og
Cholesterol Omg 0%
Sodium 60mg 3%
Total Carbohydrate 21g 8%
Dietary Fiber 3g 1%
Total Sugars 15g
Includes 5g Added Sugars 10%
Protein 3g
Vitamin D 5mcg 25%
Calcium 20mg 2%
Iron 1mg 6%
Potassium 230mg 4%

*The % Daily Value tells you how much a nutrient in a
serving of food contributes to a daily diet. 2000 calories
a day is used for general nutrition advice.

CALORIES

< 5 calories = express as zero
< or = 50 calories = express to nearest 5 calorie increment
>50 calories = express to nearest 10 calorie increment

SAT FAT

<0.5g - express as zero
o9 - express to nearest 0.5g increment
> or = 5¢g - express to nearest 1g increment

SODIUM

< 5 mg - express as zero
5 - 140 mg - express to nearest 5 mg Increment
> 140 mg - express to nearest 10 mg increment

DIETARY FIBER

< 0.5g - express as zero
< 1g - express as "Contains less than 1g " OR "less than 1g"
> or = 1g - express to nearest 1g increment

PROTEIN

< 0.5g - express as zero
< 1g - express as "Contains less than 1g" OR "less than 19"
> or = 1g - express to nearest 1g increment

©2020 ESHA Research




Guidance

Rounding

Vitamins
Inerals

https://www.fda.gov/downloads/food/guidancereg
ulation/guidancedocumentsregulatoryinformation/
ucm535372.pdf

Nutrient Unit of Measure RDI for Adults and Recommended
Children > 4 years increment
Vitamin A Micrograms RAE 900 Mearest 10 meg
(mcg)
Vitamin C Milligrams (mg) 90 Nearest mg
Calcium Milligrams !mg! 1,300 Nearest 10 mg
Iron [ abel Settings
Vitamin D
Vitamin E General B Format Options
. . Format Options =& LInrounded Values when Calculatin
Vit K Use U ded Val hen Calculating %0V
1tamin -
= - Mutrient Options Use Abbreviations
Thiamin _ Show Bilingual
1 1 Voluntary Nutrients Hide Dual Declaration "Contributes an Additional ... " Footnote
1D0TIAVIN
. Object Properties Hide Standard Footnote
Niacin
- - Supplement Facts Include Recipe Mame in Allergen Statement
Vitamin Bs | ) Include Recipe Mame in Ingredient Statermnent
Folate Supplement Nutrients Hide 4-4-9 Calorie Conversion Chart
Supplement Dietary Ingredient Ingredient Statement - Insert "Contains less than 2%"
. . "Contains less than 2%" Sorted by Predominance
Vitamin Br2 Always upper case Ingredient Staternent
Biotin Always upper case Allergen Staterment
Pantothenic acid Put Vitamins and Minerals into Twe Columns
= US.
Phosphorus
p % Daily Yalue Headin
. ¥ 9
lodine Mutrition Facts Text
Magnesium Mo Bolding of text in Linear Label
Zine Hide Trans Fat
Seleni Show Standard Footnote without Chart
Selenium e o ;
Hide lines between Vitamins and Minerals
CD]]]]E]' Wrap bilingual nutrients Use F DA Draft
Hide Vitamin D, Calcium, Iron and Potassium H
Manganese - Guidance for
Ch N Italicize Trans fat
romum Use FDA Draft Guidance for nutrient reunding nutrlent
Molvbdenum Hide %DV Footnote
Chloride Hide Qua-nti'.ca-tive‘uralues roundlng
Potassium Show Insignificant Footnote
Choline

©2020 ESHA Ré®eaich
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FDA
Dietary

Fiber
Definition

77

non-digestible soluble and insoluble carbohydrates
(with 3 or more monomeric units), and lignin that
are intrinsic and intact in plants; isolated or synthetic
non-digestible carbohydrates (with 3 or more
monomeric units) determined by FDA to have
physiological effects that are beneficial to human
KSI f dKE

©2020 ESHA Research —




ON THE LABEL

DIETARY FIBER

A Dietary fiber is

=g indented and
Nutrltlon Facts rounded to the
5 ser_vings_per container nearest gram.
NEW CALCULATION — - |
59 BENEFICIAL Soluble Fiber (0alS) amount per sereing A :f a st?lrvm% contains
- - ess than 1g,
Based on the new definition: a bar 5 BENEFICIAL | : Calories 140 declaration not
) + nsoluble Fiber % Daily Value® required but ma
with oats (5g) cellulose (5gandgum Total Fat4g 5% Lzl ) ey
(cellulose) | ficant
acacia (5gyvould have 10g of Total Saturated Fat 29 10% oo orgniican
: : O NONDIGESTIBLE Soluble Trans Fai Og Statement or
Dietary Fiber. g Carbohydrates Cholsorl o EZ declare as:
. . odium mg % <
A 59 of nondigestible carbohydrates + 5 NONDIGESTIBLE Insoluble Total Carbohydrate 59 2% A Clgt oy
that comes from gum acacia will g Carbohydrates (gum acaciais | | Deay fber % 3% CO” b | g
add to Total Carbohydrates and NOT yZu WoSYSTFAOALK | 5 o amdsmr 2% Ath%rr‘]t?'gs €55
Dietary Fiber PrOtEiHZQ_
Vitamin D Omcg 0% A LeSS than 1g
1Og Total Dietary Fiber (only e e [ AIf thte serving "
A & - ~ . _ °° contains Iess than
oV A S e — 6y
CHANGE el oE T expressed as zero

28¢

up from 25¢g

\5 g Added to Total Carbohydmtj

©2020 ESHA Research - HE
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oBeneficied CA O

Alginate*

Arabinoxylan*

Beta-Glucan

Cellulose

Cross Linked Phosphorylated
RS4**
Galactooligosaccharidg0S)*
Glucomannan***

Guar Gum

High Amylose Starch (Resistant
Starch 2)*

https://www.fda.gov/food/food-labelingnutrition/questionsand-answersdietary
fiber?utm_campaign=CFSANCU_Citizen_Petition_Glucomannan_Dietary Fiber&ut
m_mediul®=email&utm_source=Eloqua

o To o Po T o To o 3 [ .

(j)>

Too Too Too o To T o o

©2020 ESHA Rebe
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Hydroxypropylmethylcellulose

Inulin and Inulintype Fructans* i
Locust Bean Gum

Mixed Plant Cell Wall Fibers*

Pectin 5
Polydextrose*

Psyllium Husk T
Resistant Maltodextrin/Dextrin’. &

]
1.4: .

“** Added January 10, 2020
Added on March 27, 2019
* Added on June 14, 2018



https://www.fda.gov/food/food-labeling-nutrition/questions-and-answers-dietary-fiber?utm_campaign=CFSANCU_Citizen_Petition_Glucomannan_Dietary_Fiber&utm_medium=email&utm_source=Eloqua

. u ] ] "
= Beneficial Fiber$DA determined)

Alginate Alginate is a natural polymer extracted from Algin, Sodium Alginate

brown seaweeds and used as an emulsifier, .
stabilizer and thickener commonly found in ice
cream and pie fillings

Arabinoxylan

Beta-Glucan Beta-Glucan is major component in the cell Barley Betaglucan, Barley Beta Fiber, Beta-
walls of oats, barley and rye, and smaller Glucosylglucan, Epiglucan
quantities in wheat

Cross Linked CLP Wheat Starch (RS4) are starches that are
Phosphorylated chemically modified from a source such as
RS4 wheat or maize

CLP Wheat Starch, Fibersym RW, FiberRite RW

©2020 ESHA Réeaict  ~a—"



L
l
Beneflmal FIbEI(§DA determined

FIBER DESCRIPTION/FUNCTION

Galactooligo-
saccharide (GOS)

Glucomannan A natural water-soluble dietary fiber Glucomanano, Glucomannane, Konjac,
commonly found in the tuber or root of the Konjac Mannan
elephant yam, also known as the konjac
plant

High Amylose Resistant starch 2 (RS2) is uncooked native High-Amylose Maize Starch, High-Amylose
=l EEE ST @ starch found in raw green bananas, raw Corn Starch
Starch 2) potatoes, and uncooked high amylose

maize/corn and potato starch.

©2020 ESHA Rébeaich




= Beneficial Fiber$DA determined)

FIBER

Hydroxypropyl-
methylcellulose

Inulin and Inulin-
Type Fructans

Wl e =21 el ) Locust Bean Gum is a macerated endosperm of

Mixed Plant Cell
Wall Fibers

DESCRIPTION/FUNCTION

Hydroxypropylmethylcellulose is a propylene
glycol ether used as an emulsifier or thickener

and as an alternative to animal gelatin

the seed of the locust bean tree, used as a
thickening and gelling agent in food.

©2020 ESHA Réééagg?i !

COMMON NAMES

HPMC, Hydroxypropyl Methyl Cellulose,
Hydroxypropyl Methylcellulose, Hypromellose

Caragum, Carob Bean Gum, Carob Seed Gum,
Ceratonia Siliqua Gum, LBG




'. Beneficial Fiberg-DA determined

FIBER

Pectin

Polydextrose

Psyllium Husk

Resistant
Maltodextrin/
Dextrin

DESCRIPTION/FUNCTION COMMON NAMES

Pectins are present in cell walls and intracellular Calcium Pectinate, Citrus Pectin, Fruit Pectin,
tissues of fruits and vegetables primarily used as Hydrolyzed Pectin, Methoxy Pectin, Modified
emulsifiers and stabilizers in food Pectin, Pectinic Acid, Zinc Pectinate

Psyllium husk is the seed coat that has been Isabgol, Isogel, Ispaghlua, Ispaghlua Husk,

removed from the psyllium seed and milled Ispaghule, Ispaghule Gum, Metamucil,
Plantaglucide, Plantago, Plantago Seed, Psyllium,
Psyllium Seed Husk, Reguval, Seed Husk

©2020 ESHA Ré’éear.;{ai !
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(NonDigestible Carbohydrates)

it
A CARBOXYMETHYLCELLULOARETROGRADED CORN STARCH
A GUM ACACIA RS3
A KARAYA GUM A XANTHAN GUM =
A PULLULAN A XYLOOLIGOSACCHARIDES .
Page updated March 27, 2018 ‘. .
https://www.fda.gov/Food/LabelingNutrition/ucm528582.htm?utm_campaign=CFSANCU_Fiber_03372019&utm_medium=email&utm_sour@e=Eloq '

24

-~

_
akch & | -—
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': Non-Digestible Carbohydrat@SDA determined)

NON-DIGESTIE DESCRIPTION/FUNCTION COMMON NAMES
CARBOHYDRA

Ol sy e - A carbohydrate that makes up the woody part Carmellose Sodium, Cellulose Gum, CMC,
cellulose and cell walls of plants. Used as a Croscarmellose Sodium Polycell, Croscarmel
emulsifier/thickening agent in ice cream, Ruspol

dressings, toppings etc. .

Gum Acacia A complex polysaccharide primarily used as Acacia Gum, Arabic Gum, Gum Acacia, Gum
emulsifier or thickening agent in foods such as Arabic W
candy, soft drinks and other confectionary B
Karaya Gum A natural gum obtained from Sterculia trees. Crystal Gum, Gum Karaya, Indian Tragacantt
Primarily used as a stabilizer or binder inice Gum, Karaya Gum, Katilo Gum, Kullo Gum, il
creams, candy, dough and pasta Kuteera Gum, Mucara, Siltex Gum, Sterculia I
Gum, TAB Gum, Tragacanth Gum
-8

. \ —AL"’/—

©2020 ESH:A Reses -—




"=
l
. NonDigestible Carbohydrat€sSDA determined)

NON-DIGESTIB
CARBOHYDRA DESCRIPTION/FUNCTION COMMON NAMES

Pullulan is a polysaccharide excreted by the Hexadecanoate, O-Palmitoylpullulan, Pullulan
fungus Aureobasidium pullulans and used a Pullulan Palmitate

binder for coatings and protects

ingredients/flavors

=leiifens|zle=le @iy If the Corn Starch granule has been broken af Certain breakfast cereals -
SiclesEssEhe s and the starch chains are crystalized
Starch 3 [

Xanthan Gum Xanthan gum is a polysaccharide used as an Biozan R I .
emulsion stabilizer in dressings and pastry filli

Sugar oligomers made up of xylose units whic XOS .
seleenlellelss D4@E) | are produced from the xylan fraction in plant
fiber, primarily used as a thickener and emulsi | .
y
y

©2020 ESHA Redee
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FDA Added
Sugars

Definition

4

Sugars that are either added during the processing
of foods or packaged as such and includes sugars
(free, mone and disaccharides), sugars from syrups
and sugars concentrated from fruit or vegetable
juices that are in excess of what would be expected
from the same volume of 100% fruit or vegetable

juice of the same type.

©2020 ESHA Research




Nutrition Facts Nutrition Facts| yanpatory
AD D E D S U GARS 2‘ Serving size 1 cup (1409 serving size - 1tospizig| NUTRIENT
Amount per serving nt per servi n
Calories 170 JE.t.r':maulé:upriﬁn:-'. " 60 DV .
CONSIDERED ADDED NOT CONSIDERED ADDEmrem | | | o .
Saturated Fat 3g 15% Sm[:md =" = O g
A Molasses* Naturally occurring sugars in: | ceiesesions o R =
Sodium 60mg 3% g::::em Omg z: The FDA
A Corn Sweetener A Dairy products " St ooy w| | [ o recommends
A Pure Maple Syrup* A Vegetables ﬁ:zn':.s;ziiﬁiim S T Sugar 17 | 2dded sugar
A H Oney* A ; \itamin D 5m 25% —— not exceed
min D 5me I
F ru Its Calcium 2IIJn‘|1_:|g 2% ‘u"'rtarrlin D Dmcg 0% 10% Of tota|
A Sugar A Grains ::E::E.;:Em o j: I‘::‘:;‘:g"“‘g E: calories.
“The % Value telis you how much 3 nuirlent In a Potassium Omg 0%
A Agave* % ot e B LT % Do Vale (ke Yo now ruch 2 et
a3y |5 used for general nusrtion aovice.
A Syrup e ey e

These items require special consideration
A Juice concentrates

A Purees/Pastes, Sugars after fermenting, Corn syrup solids
A Dried cranberries and cranberry juices**

A Added Sugars Indented
A Single Ingredient Sugar Product only %DV +
footnote

A Rounding Rules

e . A ar m3¢é 2N af Saa GKI
Single Ingredient Sugar Products are no longer required with insignificant footnote

**May use symbol and explanatory text. declaration not required

©2020 ESHA Research




H.R. 2 Signed into Law
December 20, 2018

SEC. 12516. LABELING EXEMPTION FOR
SINGLE INGREDIENT FOODS AND
PRODUCTS

A The food labeling requirements under
section 403(q) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 343(q)) shall
not require that the nutrition facts label of
any singlengredientsugar, honey, agave,
or syrup, includingmaple syrup that is
packaged and offered for sale asiagle
ingredient foodbear the declaration

BT D018 FARM BILL
https://www.congress.gov/bill/115thcongress/houséill/2/text

©2020 ESHA Research
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= "FDA Guidance Added Sugaidsine 18, 2019

% Singleingredient Sugars & Syrups

Nutrition Facts

16 servings per container ]/l .
Serving size 1 Thsp. (21g) (after % DV)

Ammount por sarvimg

Calories 60
’ . X, A X Total Fat l::lg == “:I:E .
a! RRSR { dzd e 0%

(not listed below Total Sugars) Cholestersl Omg 0%

Sodium Omg 0%
Total Carbohydrate 175 6%
Deetary Fiber 0g 0%
Total Sugars 17g

Protein 07 I * hyS &S N@oksidghar td
Vimrin D ormog gl your diet and represent834%of the
o ) Daily Value for Added Sugars

! One seving adds 17 of sugar o your disl and
roprpsanis 38% of the Dailly Valee Tor Addoed Sugars.

(inside Facts Panel box and below 2000 Calorie footnote

©2020 ESHA Redes




= "FDA Guidance Added Sugaidsine 18, 2019

¥ Certain Cranberry Products

Nutrition Facts

8 servings per confainer
Serving size 8 fl oz {240mL)
I

Amount per serving

Calories 110

e Dl ly Winhua

Total Fat 0g 0%
Saturated Fat Og 0%
Trans Fat 0g

Cholesteral Ormg 0%

Sodium Smg 0%

Tetal Carbehydrate 27g 10%
Dietary Fiber Dg 0%

Total Sugars 259
Includes 23g Added Sugars 46%:"

Protain Og

. |
Vitamnin 0 Omeg 0%
Calzium 0rmg 0%
Iran Ormg D%
Potassum 40mg 0%

* Tha % Dally Vakea [DV) el you how mueh a ratiant in
a saning of food comirioutas 1o 2 dally dial, 2 000 calkonias
a day is used lor gereral rutrion advica

T Sugars added to improve palatability.

(after % DV)

©2020 ESHA Ré®eaich

Recommended Factual Statement
Options:

T Sugars added to improve the palatability of naturally
tart cranbemies. The 201 5-2020 Dhietary Guidelines
for Amerncans state that there 15 room for hnated
amounts of Added Sugars in the diet. including from
outient dense foods, hke naturally tart St

T Sugars added to improve the palatability of naturally
tart cranbemies.

T Sugars added to improve palatability.

T Sugars added to improwve the palatability of naturally
tart cranbermes. The 2015-2020 Dhetary Gudelines for
Amencans recommends lbmiting calones from added

| suzars fo no more than 10% each day.

 a
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=
'. Standards of Identity f&101.4

Some ingredients have Standards of Identity that mandate the
common or usual name declared in Ingredient Statements i

Milk, Sweet Cream, Buttermilk, Crea

Nondairy (needs identifying source) =

Sugar
Water .

Wheat Flour
Whey i
Yeast Ingredients
https://www.ecfr.gov/cgi- '
32 bin/retrieveECFR?gp=&SID=8c5c72ee96c51f93e8bal180706883cc7&mc=true&n=pt21.2.101&r=PART&ty=HTML#se21.2.101_14 . ’
#" _un
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» ¥ gpices, Flavorings, Colorings & Preservatiy
. §101 22

A Artificial F|aVOI’Any substance that imparts flavor and not derived from spice, fruit, vegetable, plant
material, meat, fish, poultry, eggs, dairy product .

A SpICGAIIspice, Anise, Basil, Bay leaves, Caraway seed, Cardamom, Celery seed, Chervil, Cinnamon,
Cloves, Coriander, Cumin seed, Dill seed, Fennel seed, Fenugreek, Ginger, Horseradish, Mace, Marjoram,
Mustard flour, Nutmeg, Oregano, Paprika, Parsley, Pepper, black; Pepper, white; Pepper, red; Rosemary,
Saffron, Sage, Savory, Star aniseed, Tarragon, Thyme, Tugt&2i¢0 and 184 .

A Natural Flavorcontains constituents from spice, fruit, vegetable, plant material, meat, fish, poultry,
eggs, dairy product .

A Artificial Colorany color additive defined i§70.3(f)

A Chemical Preservativeommon name plus descriptor of function (preservative, to help protect .

‘ flavor etc.)
33 https://www.ecfr.gov/cgibin/text-idx?SID=fe52a4e49b374al8afa4b3fd2fle944e&mc=true&node=se21.2.101_14&rgn=div8 . ’
\ v ﬁ' Ul
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"=
= “ "Standards of Identity 21 CEF01.100
“  Exemptions

Exemptiong§101.100 shall be listed by =
common or usual name in descending order of
predominance:
A Assortment of different items of food L
A Bulk Container

A Incidental AdditivegPresent in a food at

insignificant levels and do not have any technical or
functional effect in that food)

A Any Sulfiting Agen{Detectable amount more
than 10 parts per million in finished food)

34 https://www.ecfr.gov/cgibin/retrieveECFR?gp=&SID=8c5c72ee96¢c51f93e8bal80706883cc7&mc=true&n=pt21.2.101&r=PART&ty=HTMUI#<E102.10

©2020 ESHA Ré®eaich
’ -



LS. Y s QNS S . a

& _\
CO FOODS WITH CHANGED RACCs

RACC g

K noun | racc | \'rak\

Ay 4

: reference amounts customarily consumed

360 mL 15g/15 mL 360 mL

CARBONATED NON '
CARBONATED BEVERAGES HARD CANDIES/LIQUID CANDIES COFFEE OR TEA

» DEFINITION

Serving sizes of foods that can be reasonably con-
sumed at one eating occasion. These have recently
been updated to reflect real-world consumption.
A RACC table can be found in the Code of Federal

Regulations, 21CFR101.12. . 1708 .
Nutrition Facts . .
2 Servings Per Container . ol . PSGTT?EYCEE?GES' i\
Serving size 12 fl 0z (360 mL) . \
per serving per container Re C i p e y
Calories 150 300 weight / 2 TBSP 858 . 2/3 (of
% Daily Value* % Daily Value* RACC= XX A AAAA :
Total Fat 19 1% | 29 3% ® °
Saturated Fat 0g 0% | Og 0% .. [N .
Trans Fat 0g Og XX mUIUpl'ed v °
Cholesterol omg 0% | Omg 0% _ CANNED FISH, °
Sodium 10mg 0% | 20mg 1% by 100= XX% CAKE FROSTINGS, ICINGS SHELLFISH,GAME MEAT + ICE CREAM, FROZEN YOGURT
Total Carbohydrate 38g 14% | 769 28%
Dietary Fiber 0g 0% | Og 0%
Total Sugars 379 739
_ ;in:ludes Added Sugars ggg 70% ggg 140% USING R_A_CC TO DETERMINE DUA].. COLUMN US.AGE
— e e mm—'| " With the new rules, containers that hold between 2 and 3 servings of a food may now need to show a Dual
Calcium 4mg 0% | 7mg 0% Column label to show nutrition information for a single serving and per the whole container. To determine
A ?g“nfg e 2;::9 e this, check the determined serving size for your product. If your package weighs at least 200 percent and up
;ngo% [I)ai_lyVa\ge tglls yog'l:’ow '"”Chlall""{_ie"“(;‘?se"’i”g"”"od contributes to a daily diet. tn and |I1I:ll]d|l1! !m Perc-ent uf thE ipP"CﬂH.E I'EfEI'EHCE EI'I'IIJIJI'IL '}'DIJ HEEd tﬂ IJSE the Dl.lﬂ]. CIJIIJI'I'II'I IahEI.
o calories a day is use r general nutrition advice.
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Serving SizeDiscrete Units (1 of 2)

: : : Serving Size Example
Serving Size Declaration Cookie RACC 30 grams
Number of units closest tc Cookie size: 14 grams
50% or less of RACC I 14/30 = 46% of RACC
reference amount

Closest to the RACC = 2 cookies (28 q)

Cookie size: 19 grams
51%- 66% of RACC| May declare 1 or 2 units 19/30 = 63% of RACC

May use either: 1 cookie (19 g) or 2 cookies (38 Q)

Cookie size: 28 grams
67%- 199% of RACC Shall be 1 unit 28/30 = 93% of RACC

Serving Size = 1 cookie (28 g)
Cookie size: 62 grams

Dual Colum: 1st for servin{ 62/30 = 206% of RACC
200%- 300% of RACGsize closest to the RACC, & Serving size closest to the RACC: %2 cookie (31 grams).
for package size Column 1 (31g)/Column 2 (629)

©2020 ESHA Research



Servings Per ContaineDiscrete Units (2 of 2)

Servings Per Container

Servings Per Container Example
Cookie

Less than 200% of
serving size

200%- 300% of servini
size

More than 300% of
serving size

1 Serving

DUE] Rl ZaTier Seming Séu Cookie size: 1 cookie (28) grams, Package weight 56 gran

closest to the RACC, 2nd f
package size

Servings round to the neares

0.5 serving*

Servings rounded to the neare

whole number*

Cookie size: 1 cookie (28) grams
28/28 = 100% of serving size
Servings Per Container: 1

56/28 = 200% of serving size
Servings Per Container: 2
Column 1 (28 g)/Column 2 (56 g)

Cookie size: 1 cookie (28) grams,
Package weight 112 grams
112/28 = 400% of serving size
Servings per Container: 4

*The number of servings between 2 and 5 servings shall be rounded to the nearest 0.5 serving. Rounding should be intlieatise oy the termabout (e.g., about 2 servings

about 3.5 servings).

is




Serving SizeNon-Discrete Units/bulk (1 of 2)

Serving Size Example

Pies: RACC 125 g (_fractional slice (_g) for large discrete unifs
Determine what fraction of pie weighs closest to 125 grams.
Total pie weighs 964g
964/125 = 7.712 slices
964/7 = 137.7¢g
964/8=120.5 ¢
Serving Size 1/8 pie (1219)
Snacks: Popcorn RACC 30 gram _cup(_Q)
Determine how many cups is equivalent to 30 gram. Weigh out 80
grams of popcorn, place in a measuring cup to find the close:

! ltem | Serving Size Declaration |

Large discrete units| Serving size shall be the
usually divided for ||fractional slice of ready to eg
consumption: cake, piéproduct (1/12 cake, 1/8 pie,

pizza, melon, cabbagg pizza, ¥« melon, 1/6 cabbag
closest to RACC

Nondiscrete bulk Serving size shall be in the

Tan)

PIE I [BeEl e household measure closest

cereal, flour, sugar, the RACCH* 1 % cup (30g) or

chips, popcorn, nuts 1 cup (30g) or 1 cup (289)
3/4 cup (309)

*In expressing the fractional slice, manufacturers shall3séy; , 3, , % , 1 , or smaller fractions that can be generated by further division by 2 or 3.
**Cups shall be expressed in 1/dr 1/3-cup increments.
Tablespoons shall be expressed as 1, 1 1/3, 1 1/2, 1 2/3, 2, or 3 tablespoons. Teaspoons shall be expressed as 1841/4, dr2, teaspoons.

©2020 ESHA Research




Servings Per ContaineNon-Discrete Units/bulk

(2 of 2

Servings Per Container

Servings Per Container Popcorn RACC 1 cup (30 grams)

Popcorn Serving Size: 1 Cup (309g)
. Package size: 1.5 0z (42.59)
0,
LEES 115 2.00/0 s 1 Serving 42.5/30 = 142% of serving size
size : :
Servings Per Container: 1

Popcorn Serving Size: 1 Cup (309)
Package size: 2.5 0z (70.99)
70.9/30 = 236% of serving size
Servings Per Container: 2.5
Column 1 (30 g)/Column 2 (70.99)

Dual Colum: 1st for serving size closest to the RACC, 2nd for
package size
Servings round to the nearest 0.5 serving*

200%- 300% of serving si

Popcorn Serving Size: 1 Cup (30g)

. Package size: 120z (340.2) grams
0
sl ii(;%/o i) Servings rounded to the nearest whole number* 340.2/30 = 1134% of serving size

Servings per Container: 11

*The number of servings shall be rounded to the nearest whole number except for the
number of servings between 2 and 5 servings and random weight products. The nuni

servings between 2 and 5 servings shall be rounded to the nearest 0.5 serving. Rodnding
should be indicated by the use of the teabout (e.g., about 2 servings, about 3.5 servﬂ"l
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Dual Column Labeling

ARequired on packages that can be
consumed Iin one or multiple
sittings

ANutrition information presented
per serving and per package

AFor packages that contain 200%
and up to and including 300% of
the RACC

AA 3oz (84g) bag of chips would be
labeled per serving [10z (28g)] and
per package [84q]

* There are exceptions 21 CFR 101.9(b)(12)(i)) and February 2018 Guidance re Dual Column

Nutrition Facts

2 servings per container

Serving size 1 cup (255g)

Per serving

Calories 220

Per contalner

440

% bV* % bvV*
Total Fat 8% 15%
Saturated Fat 10% 20%
Trans Fat
Cholesterol 5% 10%
Sodium 10% 21%
Total Carb. 12% 23%
Dietary Fiber 21%
Total Sugars
Incl. Added Sugars 16%
Protein
=
Vitamin D % | 10mcg 50%
Calcium % |400mg  30%
Iron % | 2mg 10%
Potassium % | 940mg 20%

* The . Daily Value (DV) telis YOU TiOW TROSK & RUMGAT 71 3 SSIVIG 0

food contributes 1o a daily diet. 2,000 calories a day i@

nutriton advice

©2020 ESHA Research
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» “National Bioengineered Food Disclosure
Standard; December 20, 2018

Almplementation dateJanuary 1, 2020
AMandatory Compliancedanuary 1, 2022

©2020 ESHA Research

https://www.ams.usda.gov/rulesegulations/be



B _

National Bioengineered Food Disclosure Stanc

A Any food governed by the labeling requirements of:
A (FDCA) Federal Food, Drug and Cosmetic Act —
A (FMIA) the Federal Meat Inspection Act
A (PPIA) the Poultry Products Inspection Act
A (EPIA) and the Egg Products Inspection Act

A All Food and Dietary Supplement Manufacturers, Importers o
and Retailers must comply |

A Any food containing genetic material modified throuighvitro =i
'DNA(regardless of how much is in any recipe) ‘*

A Detectability requirementsgsee link below)

A Record keeping is mandatory (hard or electronic) if requested -
must be produced within 5 business days

—
-
-

https://www.ams.usda.gov/resources/industfiact-sheetnationatbioengineeredood-disclosurestandard
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EXxceptions for BE Disclosure

A Food served in restaurants

A Very small food manufacturers (less than $2.5 million annual receipts)
A Foods certified under National Organic Program

A Food derived from an animal is not considered BE solely because it was fed BE substance
A Foods that contain 5% or less BE per ingredient

A Mixed Foodslf meat, poultry or egg is the first ingredient

A Mixed Foodslf broth, stock or water is the first ingrediesmid meat, poultry or egg is the second

-~
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] . .
= Refined Products

AMS has adopted Position 1 =
based on the plain language of
the amended Act. In addition,
we agree that entities can opt to
voluntarily disclose information ]
about highly refined foods made
from BE sources in accordance
with8 cc dmmc @

https://www.federalregister.gov/documents/2018/12/21/2018
27283/nationatbioengineereefood-disclosurestandard#p324
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