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ESHA Research (’w

ESHA Research was established in 1981 as one of the very first nutrition software solutions. e
Today, ESHA’s suite of nutritional software products, services, and databases are recognized as the
industry’s top choice for food and supplement formulation, recipe development, labeling,

nutritional analysis, and regulatory compliance.

ESHA Solutions

* Genesis R&D® Food Formulation

Genesis R&D® Supplement Formulation

REX® Regulations Expert Document Search Portal
Food Processor® Nutrition & Diet Analysis
Consulting Services

Our mission is to help remove the complexity of product development and regulatory compliance
for the food, beverage, and supplement industries through software, services, and nutritional
databases.
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Genesis R&D Software (’\

Mo ¥
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
Genesis R&D for quick and accurate nutrient evaluation, virtual product development,
nutrition labeling, and regulatory compliance

Product Development

Formulation Analysis

Menu Analysis

Reporting

Label Creation

Regulatory Compliance

:
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Please Note!

v'The webinar is being recorded
v All webinars available on our website

v'Submit your questions in the
GoToWebinar control panel

v'We'll email a copy of the recording and
the slides following the webinar
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What We’ll Cover Today

* Allowed Voluntary Nutrients for U.S.
labeling

* When Voluntary Nutrients can or must
be declared on the label

* Nutrients that cannot be declared on the
label and how to list them on packaging

* How to include Voluntary Nutrients on
your label using Genesis R&D

* Q&A

—
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Mandatory U.S. Label Nutrients

e 2016 FDA final rule lists the nutrients that
must be reported on the majority of food
product labels

* Quantitative amount per serving is
declared in most cases; %DV declared for

those that apply

:

Nutrition Facts

8 servings per container

Serving size 1 slice (599)
Amount per serving
Calories 180
% Daily Value*
Total Fat 6g 8%
Saturated Fat 4g 20%
Trans Fat Og
Cholesterol 25mg 8%
Sodium 190mg 8%
Total Carbohydrate 30g 1%
Dietary Fiber 1g 4%

Total Sugars 159
Includes 14g Added Sugars 28%
Protein 3g

|
Vitamin D Omcg 0%
Calcium 55mg 4%
Iron 2mg 10%
Potassium 1750mg 35%

*The % Daily Value tells you how much a nutrient in a
serving of food contributes to a daily diet.

z)




Voluntary U.S. Label Nutrients (’w

B
e Calories from saturated fat e VitaminE * Phosphorus
* Polyunsaturated fat '>'U. * lodine
e Monounsaturated fat * Vitamin K e Magnesium
* Fluoride * Thiamin * Zinc
* Soluble fiber ’ R|-bo-flavm * Selenium
* Insoluble fiber * Niacin * Copper
* Sugar alcohol * Vitamin B6 * Manganese
> Individual sugar alcohol may be * Folate . -
jisted within the Jabel if the’ 5 Folic Acid Chromium
food only contains one type . Vitamin B12 * Molybdenum
* Vitamin A - * Chloride
> Beta Carotene % from * Biotin .
: : . * Choline
* Vitamin C * Pantothenic acid

> Vitamin D IU

:

© 2022 ESHA Research




Reference Daily Intakes (RDIs

Nutrient Unit of measure Adults & children (4+ years)

) RVS a n d R D | S Vitamin D Micrograms (mcg) 20 /
Calcium Milligrams (mg) 1,300

Milligrams (mg) 18 ’
Reference Amounts S s e e s

Vitamin C Milligrams (mg) 90
Vitamin E Milligrams (mg) 15
) ) Vitamin K Mi (mcg) 120
* Not all label nutrients have a Daily Value, so — illiorame(na] »
%DV is not reportEd for all Riboflavin Milligrams (mg) 13
* Forthose that have %DV listed, DRVs (Daily o mf::?grams:“ ‘)’“g’ o
) itamin illigrams (mg :
Reference Values) and RDIs (Reference Daily Micrograms DFE (mcg) 400
Intakes) are listed in the CFR Vitamin B12 Micrograms (mcg) 24
Micrograms (mcg) 30
Pantothenic acid Milligrams (mg) 5
. Phosphorus Milligrams (mg) 1,250

Micrograms (mcg) 150
Milligrams (mg) 420
Milligrams (mg) 11

Adults & children (4+ years)
TR Grams (g) 78

Saturated fat Grams (g) 20

Cholesterol Milligrams (mg) 300 G Milligrams (mg) 09
_ tal carbohydrat G 275

913 carbonycrate rams (g) Manganese Milligrams (mg) 23
TN vittigrams (mg) 2300

Micrograms (mcg) 55

- : Chromium Micrograms (mcg) 35
Grams (g) 28
m Molybdenum Micrograms (mcg) 45
—— >0 Chlorid Il 2,300
. Milli ,
Added Sugars Grams (g) 50 oriee illigrams (mg)

Choline Milligrams (mg) 550
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Rounding and Declarations

Fats and Fatty Acids, Carbohydrates — Fiber, Sugar,

Sugar Alcohols, Protein, etc.

* Rounding rules listed in each nutrient section of

101.9

Vitamins and Minerals
* Final Rule

* Using levels of significance given in the CFR;
additional levels of significance may be used
when the number of decimal places indicated
is not sufficient to express lower amounts

e FDA Guidance — December 2019

* Includes options and instruction for levels of

significance and rounding

© 2022 ESHA Research

Contains Nonbinding Recommendations

Recommendations for declaration of quantitative amounts of vitamins and minerals on the
Nutrition and Supplement Facts labels using RDIs for adults and children > 4 years

Nutrient

Vitamin A

Vitamin C
Calcium

Vitamin E
Vitamin K
Thiamin
Riboflavin
Niacin
Vitamin Be

Vitamin Bi2

Manganese
Chromium
Molybdenum
Chloride
Potassium
Choline

Unit of Measure

Micrograms RAE
(mcg)

Milligrams (mg)
Milligrams (mg)
Milligrams (mg)
Micrograms (mcg)
Milligrams (mg)
Micrograms (mcg)
Milligrams (mg)
Milligrams (mg)
Milligrams NE (mg)
Milligrams (mg)
Micrograms DFE
(

Micrograms (mcg)
Micrograms (mcg)

Milligrams (mg)
Milligrams (mg)
Micrograms (mcg)
Micrograms (mcg)
Milligrams (mg)
Milligrams (mg)
Milligrams (mg)

RDI for Adults and

Children > 4 years
900

Recommended
increment
Nearest 10 meg

Nearest m
Nearest 10 mg
Nearest .1 m
Nearest .1 mcg
Nearest .1 mg
Nearest meg
Nearest .01 m,
Nearest .01 mg
Nearest .1 mg
Nearest .01 m,
Nearest 5 meg

Nearest .01 mecg
Nearest .1 mcg
Nearest .1 mg
Nearest 10 m,
Nearest mcg
Nearest 5 mg
Nearest .1 m,
Nearest mcg
Nearest .01 m
Nearest .01 m
Nearest .1 mcg
Nearest .1 mcg
Nearest 10 mg
Nearest 10 m,
Nearest 10 m,

This table provides recommendations for the declaration of quantitative amounts of vitamins and
minerals using only the RDIs that have been established for adults and children 4 years of age
and older. Our regulations, at 21 CFR 101.9(c)(8)(iv), provide RDIs for infants through 12
months, children 1 through 3 years, and pregnant and lactating women. The declaration
recommendations provided in this guidance can also be applied to the RDIs for these
subpopulations.




When Must They Be Declared? (’w

M o

* Polyunsaturated or Monounsaturated | “Cholesterol Free” Mono and

: : Polyunsaturated Fats might be required
* If either is declared, the other mustalso |, Y
be declared Sugar Free” sugar Alcohol might be

required
* Folic Acid “High in Antioxidants...” listthe
* |f added directly to the food, Folate and specific vitamin(s)
Folic Acid must be declared
e Claims Know the Claims conditions and

requirements and report the
necessary nutrients to support
the claims

* |f claims are made about a nutrient,
then that nutrient and in some cases,
related nutrients must be declared

:




Declaration of Components Outside of the
Nutrition Facts

* Nutrients and components that do not have an 400 mg

RDI/DRV and are not allowed within the Nutrition
Facts label can be declared on packaging
e Qutside of the Nutrition Facts label

* Factual statement regarding the amount or percent of
content per serving is allowed

* Must be truthful and not misleading

* May not characterize the level of nutrient or

component, such as with a “High in” or “Excellent source
of” type claim

per serving

© 2022 ESHA Research



Basic Components

Recipe Selected Nutrients to View: Label - US 2016 All
* %0V based on US Label 2016 standards. L]
MNutrient values based on  43.0000 grams e n e I O e
N
Measures - - - - = ; ; ' I E | l
Nutrients Value % Dv* Overmide ’

Cost Calories (kcal) 93,1789 °
- All Declared Fields
ompars T Saturated Fat (g) 0.5157 2.5785
~ son Me Trans Fatty Acid (g) 0.0310
I Poly Fat (g) 0.1165
.""'“ o '_" Mono Fat (@) 0.2607
HtnEntontEnt LAims Cholesterol (mg) 2.0352 0.6784 . . .
Motes IrCa rnohydra Iesg:g|1834l 4 66696_ Y B e St p ra ctl Ce I S to p O p u I a te a I I n u t rl e n t
o e oo e fields for which you have information
e o * However, if you choose to declare
‘;jjjf’nf;_?” & s B voluntary nutrients, you must ensure that
e — ! ! ingredients have been reviewed and report
. ooy orare information for those voluntary nutrients
appropriately N |
Vitamin B1 - Tniamin (mg) 02193 182714 * Contactsuppliers for additional nutrient
Vitamin B2 - Riboflavin (mg) 0.1248 9.6022 .
Vitamin B3 - Niacin Equiv (ma) 19434 121460 deta || When need ed
Vitamin BE (mg) 0.0165 0.9705 . . . .
Folate, DFE (mcg OFE 730825 182706 * Populatenutrientinformation using the
Folic Acid (mcg) 32.7998 o . .
Vitamin B12 (mco) 00019 00809 correct unitand corresponding field
Biotin {mcg) 0.2172 0.7242
Pantothenic Acid (mg) 0.1582 3.1645
Minerals
Sodium (mg) 6.2937 9.5652 220.0000
Fluoride (mg) 0.0000
Calcium (mg) 3.5863 02759
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0 -

. . HOME = VIEW  DATABASE
Nutrients to View [0

File

e Consider the nutrients that you need to
populate for complete and correct labeling

e Label — US 2016 All

* Create a custom Nutrients to View set to
include the nutrients that you must report
for specific foods or formulations

:

© 2022 ESHA Research
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Wiy Mutrients elearning  About
Preferences to View~ Center
Prefers Modify...
Basic Carbohydrates
Basic Fats

Basic Protein and Amino Acids
Basic Proximates
DRI Mutrients
Food Groups - Diabetic Exchanges
Food Groups - MyPlate
Glycemic Index
Label - Canada 2003 All
Label - Canada 2003 Mandatory
Label - Canada 2016 All
Label - Canada 2016 Mandatory
Label - EU All
Label - EU Energy
Label - EU Mandatory
Label - Mexico All
Label - Mexico Mandatory
Label - US 1920 All
Label - US 1990 Mandatory
Label - US 2076 All

¥ Label - US 2016 Mandatory
Label - US Restaurant Menu

Genesis Default

z)




Review the Spreadsheet Report

Complete and correct entry of Ingredients contributes to accurate and compliantrecipe analysisand
labels. Review the Spreadsheet report for ALL Recipes to ensure that required informationis reported. Identify
missing values (indicated by dashes) and populatethe Ingredient record to fill in the blanks.

Spreadsheet: Bread *

ftem Name Cuantity Measure | Cals (kcal) S[ilf;l,;s Fat(g) SatFat (g) | TransFat(g) PolyFat(g) MonoFat(g) Chol(mg) Carbi(g) FI?;:BJ SO'(FEII? Insal;?tl Sugar (g) SugAdd (g) Protig) Vlzn[:;;;:g UT:[Z?E Vit C (mg) e E“-_;T]o
=l v Bread 1 Serving 93.1789 46412 10125 0.5157 0.0310 0.1185 0.2607 05000 183414 07024 02194 0.3557 19475 1.8894 23896 0 64961 0.0014 0.07
4 fiour, all purpose, white, unbleached, enriched  0.046955 Pound 77.5268 0.2971 0.2087 0.0330 0 0.0880 0.0185 0 162529 05751 02194 0.3557 0.0575 0 22001 0 0.0213 0 0.04

4 water, distiled 0.052141 Pound 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

4 sugar, white, granulated 0.004174 Pound 7.3267 0 0 0 ] 0 0 0 18928 0 18894 18804 0 0 0 0

4 veast, bakers, active, dry 0.001043 Pound 1.5382 0.0426 0.0360 0.0047 0 0.0001 0.0204 0 01951 01273 0 0 01914 0 0 0.0014

4 salt, table 0.000031 Pound 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3 butier, unsaited for butier lop bread 0.002087 Pound 6.7871 43015 07678 04779 0.0310 0.0285 0.2218 20352 00006 0 0.0006 0 0.0080 0 64748 0 0.02

Moisture Adjustment: Loss 20,0000 Percent
= Total 1 Serving 931789 4 6412 10125 05157 00310 01165 0.2607 05000 183414 07024 02194 0.3557 10475 18804 23006 0 £ 4961 0.0014 0.07
% Recommendation (US Label Adult (2016)) 1.2981 2.5785 0.1667 6.6696 25085 37788  4.7992 0 07218 0.0016 0.47
-~
I
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Nutrition Facts

Genesis R&D Uses Regulatory | mt—=

Calories 170

Label Units and Rounding

Total Fat 10g 13%
Saturated Fat 6g 30%
Trans Fat Og

* Uses proper label units e

Cholesterol 45mg 15%
. . Sodium 15mg 1%

* Applies proper rounding
Total Carbohydrate 18g 7%

Dietary Fiber 2g 7%

* Label features provide allowed options

Insoluble Fiber 1g

fo r d e C I a ra t i O n Tolt:(lzli:Z:rggfdded Sugars 0%

Sugar Alcohol Og

Protein 3g
|
Vitamin D 1mcg 6% . Calcium 260mg 20%
Iron 1mg 6% . Potassium 564mg 10%
Vitamin A 90mcg 10% . Vitamin C 20mg 20%
Vitamin E 1mg 6% . Vitamin K 2mcg 2%
Thiamin 0.2mg 15% . Riboflavin 0.2mg 15%
Niacin 2mg 15% . Vitamin Be 0.1mg 6%
Folate 68mcg DFE 15% . Vitamin B12 0.1mcg 4%
Biotin 1Tmcg 4% » Pantothenic Acid 2mg 40%
Phosphorus 46mg 4% . lodine 6mcg 4%
Magnesium 8mg 2% . Zinc 1mg 10%
Selenium 10mcg 20% . Copper 0.1mg 10%
Manganese 0.2mg 8% . Chromium 1mcg 2%
Molybdenum 1mcg 2% . Chloride 46mg 2% ’

Choline 23mg 4%

*The % Daily Value tells you how much a nutrient in a serving of food
© 2022 ESHA Research contributes to a daily diet. 2,000 calories a day is used for general nutrition

advice.




Vitamins and Minerals Rounding

. —] — —] — _‘r_ | —
_imEEEE Bl E B

Infgredient Allergen Claims Barcode Recipe Recipe A Recipe
Stmt Analysis  File Ingredient Sections

To select the FDA Guidance
rounding for vitamins and minerals
option:

* EditLabel [ cerem B US. A

]l
|l

. | % Daily Value Heading % Daily Value j
°
FO ma t O pt| ons 1| MNutrient Options Mutrition Facts Text Proportional j
. U .S. Secti on 1| voluntary Nutrients Mo Bolding of text in Linear Label

Hide Trans Fat

Object Properties . . . . .
Hide lines between Vitamins and Minerals
Wrap bilingual nutrients

Hide Vitamin D, Calcium, Iron and Potassium

Italicize
Use the 2018 Guidance for Nutrient Rounding
Hide %!
Hide Quantitative Values

CULToTE

TTX\T/TTTTTT

Show Insignificant Footnote
B Added Suagars W

Use the 2018 Guidance for Nutrient Rounding
Use the FDA Draft Guidance for nutrient rounding

Collapse All

Load Settings... | Save Settings... 0K Cancel
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Best Practices for Documentation

* Supplier sheets for ingredients that you add to your
software

 Lab results and notes regarding any determinations or
adjustments that you’ve applied to your Recipes

e Use the User-Code field in Genesis R&D to help track
Ingredients and Recipes

e Use the Attachments function to link supporting
documentation directly to Ingredient and Recipe
records in Genesis R&D

:




Genesis R&D Training s

M &

Location Options: Course Overview
 ESHA Training Center (Oak Brook, IL)

e Online Genesis R&D Foods Professional - This training session covers

the fundamentals of the Genesis R&D Food program with
a primary focus on FDA regulations: creating ingredients and

Session Options: yr , A _ >
composite ingredients, building recipes/formulas, nutrition

* Professional (12 CPE Credlts) analysis, moisture loss, reporting, labeling, best practices, and
* Advanced* (6 CPE Credits) much more. In addition, this session covers a comprehensive
* Combined Professional and Advanced regulatory review.

*(Prerequisite: Professional Training) Genesis R&D Foods Advanced Training - The Advanced session

builds upon the skills learned in the Professional training and

Online June 13-16, 2022 4-Day Genesis R&D Foods Professional Food Labeling, Advanced Label Settings, and more.
June 21-22, 2022 2-Day Genesis R&D Foods Advanced

Learn More:
ESHA Training Center July 19-20, 2022 2-Day Genesis R&D Foods Professional
Oak Brook, IL July 21, 2022 1-Day Genesis R&D Foods Advanced e Visit www.esha.com for the full list of upcoming classes.
Online Aug. 15-18, 2022 4-Day Genesis R&D Foods Professional * Doesyour organization need group training?

Aug. 23-24, 2022 2-Day Genesis R&D Foods Advanced

Contact training@esha.com

© 2022 ESHA Research



http://www.esha.com/
mailto:training@esha.com

CONTACT US 7 B\

Phone: 503-585-6242 S

Sales: sales@esha.com

Support: support@esha.com

Consulting Services: cs@esha.com

Training: training@esha.com

HELPFUL RESOURCES

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

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

Blog: esha.com/blog

eNewsletter: https://esha.com/esha-enewsletter/
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