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'TB Disclaimer

Notice:

* This information is being presented to help the public to understand
and comply with the laws and regulations that the Alcohol and Tobacco
Tax and Trade Bureau administers

* [t is not intended to establish any new, or change any existing,
definitions, interpretations, standards, or procedures regarding those
laws and regulations

* In addition, this presentation may be made obsolete by changes in laws
and regulations - please consult the regulations for the most current
regulatory requirements

* Sample documents (such as records, returns, and labels) are for
illustrative purposes only and contain fictitious data
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Typical TTB Touchpoints for Beverage
Distilled Spirits Industry Members

[ ™\

Qualify as a Apply for formula Produce or receive
Distilled Spirits approval distilled spirits;
Plant (DSP) (if needed) keep records

1)

Report changes
after original

Apply for label
approval

(or exemption)

File tax return, pay
taxes, file
operational reports

Bottle and remove;
keep records

gualification
(amendments)
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4 ) Common Formula Questions

*What is a formula?

*Why is a formula required?

*When is a formula required?

* Which distilled spirits require formula approval?

*How do | apply for formula approval?
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What is a Formula?

* A formula is the recipe for your distilled spirit product

* It must include:
o a total yield, or batch size

° a list of all ingredients by quantity

> a description of how the product is made

* In some instances a sample of the product must also be submitted
to TTB for laboratory analysis

* See Formula Basics page on TTB.gov
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https://www.ttb.gov/formulation/approval-basics
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We use the information found in the formula to:

* Classify the product for tax and labeling purposes

* Ensure that the product does not contain any prohibited
ingredients

* Determine if limited ingredients are used within prescribed
limitations or if they will impact labeling

* Provide a suggested statement of composition for labeling
purposes
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4} When is a Formula Required?

Generally, formula approval is required when a distilled
spirit contains:

* Artificial sweeteners

* Carbonation

* Compounded/artificial/imitation flavors

* Ingredients derived from hemp

> See webinar presentation: Using Hemp and Hemp Derivatives in Alcohol
Beverages

In addition, certain classes/types of distilled spirits always
require formula approval

ALCOHOL AND TOBACCO TAX AND TRADE BUREAU | TTB


https://www.ttb.gov/images/pdfs/presentations/HempPolicyNABCA2021.pdf

Which Distilled Spirits Require Formula
Approval?

Use our online tool Which Alcohol Beverages Require
Formula Approval? or check the listin TTB G 2016-3 to learn
which products require formula approval

Which Alcohol Beverages Require Formula Approval?

For certain distilled spirits, beers/malt beverages, and wines, TTB must evaluate the ingredients and production process before the product can be made or
imported, and before you can submit your labels to TTE (if required). In some cases we also analyze a sample of the product in our laboratory while
reviewing the formula.

Select your commodity, then answer a few questions about your product and we'll tell you whether it needs formula approval:
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https://www.ttb.gov/formulation/which-alcohol-beverages-require-formula-approval
https://www.ttb.gov/laws-regulations-and-public-guidance/public-guidance/ttb-g-2016-3

How to Apply for Formula Approval

Formulas Online

* Step-by-step guidance

 Data validation checks along the way
* Application status updates via email

Formulas Online Customer Page

See webinar presentation: How to Register and Submit
Formulas through Formulas Online
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https://www.ttb.gov/what-we-do/online-services/formulas-online
https://www.ttb.gov/images/pdfs/fonl-webinar.pdf

B Looks For

*Class and Type — Is the base alcohol produced according to
the stated standard for the specified class and type?

*Flavors and Flavor Ingredient Data (FID) sheets
*Restricted and prohibited ingredients
*Colors

*Food safe ingredients under FDA regulations (including
Generally Recognized As Safe or GRAS ingredients)
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FDA Requirements

FDA has authority over food and ingredient safety

* Approved Food Additives
21 CFR parts 170-186

* Generally Recognized as Safe r DA

° Traditional use in food prior to 1958

o Scientific determination

* Traditional medicines/dietary supplements are not necessarily
GRAS

* Importer/producer is responsible for proving that an ingredient is
GRAS or otherwise approved for use in alcohol beverages
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[TB Limited Ingredients

There are 4 artificial flavoring materials that are TTB limited
ingredients:

* Synthetic maltol
* Ethyl maltol
* Synthetic vanillin
* Ethyl vanillin

If the limits for these ingredients are exceeded, a natural
flavor is treated as an artificial flavor in the product
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& Additional Information to Submit with
@ Applicatior

*Flavor Ingredient Data Sheet (FIDS) when the product is
made with compounded flavors

 Limited Ingredient Calculation Worksheet when the
product is made with more than 1 compounded flavor

°Ingredient Specification Sheet (Spec Sheet) when the

product is made with ingredients composed of more than
1 component (e.g., a sweetener made with honey and
sucralose)
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https://www.ttb.gov/formulation/fid-sheet-guidance-and-examples
https://www.ttb.gov/formulation/limited-ingredient-calculation-worksheet-guidance-and-examples
https://www.ttb.gov/formulation/ingredient-specification-sheet-guidance-and-examples

Compounded Flavors

A compounded flavor is one you purchase from a flavor
manuracturer
* Types:
o All natural
o Natural and artificial containing less than or equal to 0.1% artificial content topnote
o Natural and artificial containing greater than 0.1% artificial content topnote

o All artificial
> Non-flavor: product is not a flavor (e.g., Cloud Emulsion)

* Flavor manufacturer submits to TTB’s Nonbeverage Products
Lab for review

* May contain coloring materials and/or artificial sweeteners
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&R Flavor Ingredient Data Sheet
&> (FID Sheet)

A FID Sheet is a document that includes information about
certain ingredients used to make a compounded flavor

Submit 1 FID sheet for each compounded flavor used in your
product!

The FID Sheet allows TTB to ensure:
* Compounded flavor has been evaluated by TTB

* Beverage does not contain any ingredients in excess of the limits
prescribed by TTB or by FDA

* Appropriate labeling of your product

See TTB G 2017-4 for additional information and examples
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https://www.ttb.gov/formulation/fids.shtml

Flavor Ingredient Data Sheet

FID Sheet

* Flavor manufacturer supplies form

to the producer

* |t lists concentration of limite
ingredients in PPM

* Lists any colors used in flavor
* States alcohol content of flavor

* This information, combined with |:
the use rate, determines
classification of flavor

15
18

[TTB/FDA Limited Ingredients

Flavor Ingredient Data Sheet

TTB Co. Cede: FLRUS

Flavor Praducer Infarmation

Company Name: Flavors-R-Us LLC

Date: 111/2017
‘Centact Person:  Jane Q. Flavor
Address: 123 Nonexistant Street Phone: 202-555-5555
Any City, State USA D000D Fax: 202-555-5554

Check Appropriate Box:

TTB Drawback Number: 123458

Alcohel Range by Velume: 50.0 - 54.0

Flavor Product Number: 7881011

=

Natural

Flavor Name: Natural Poppin' Pecan Supreme Approved for Drawback (DrE) O
Approved as Mo Action (MIA) [+]
Fit for Beverage Purposes (Fit) |_|
Submitted for TTB Approval O
Mot Yet Submitted for TTB Approval ||
Classification
M&A < D.1% Topnote || M&A>D.1% Topnote || artificial L] Mon-Flavor [

Total Artificial Flavor Content:

TTBIFDA Limitation in
Finished Product

. Synthetic Vanillin 40.0 ppm

. Ethyl Vanillin 16.0 ppm

Synthetic Maltol 250.0 ppm

Ethyl Maltol 100.0 ppm

Ester Gum 100.0 ppm

BVO 15.0 ppm

Sodium Benzoate 1,000.0 ppm

Gum Arabic/Acacia 200,000.0 ppm

Propylene Glycol 50,000.0 ppm
BHA (=0.5% Essential Oil)

. Acetic Acid 1.500.0 ppm

ppm

ppm

ppm

. Total Vanillin 40.0 ppm

. Total Mattcd 250.0 ppm

ppm |Excluding Synthetic Vanillin, Ethyl Vanillin, Synthetic Maltol, and Ethyl Maltol)
Flavor Components

Amount of Additive or Maximum Use

Colering Additives and Cther
Additives that Affect the

Agent Present in Flavor Rate Baverage Label

[sheck oristInbel ingredients Bt effect Ere:
[
ppm - % 1. FD&C Yelow#s [
ppm - o 2 FD&C Yellow#s [
ppm - % 3. FD&C Blue #1 O
epm - % 4. FD&C Blue #2 O
ppm - % 5. FD&C Green #3 O
ppm - o5 6. FDBC Red#40 [
5,000 ppm 20.00 % 7. Grapeskin Extract D
ppm - % 8. Caramel Color

ppm NOLIMIT % 2. Annatto O
[ check if contained 10. Elderberry Extract [
ppm - % 11. Beet Exiract D
ppm - % 12. Oak Extract D
ppm - % 13. Carming/ O

ppm - % Cochineal Extract
14. O
- ppm - % 15. O

%

- ppm -

Confidential Limited Ingredients Not Shown (CLI}

Check if contained in formula

Bewverage Manufacturer ! Importer:

O

Check if CLI was previously submitted

Formula # / Serial #:

Jone & T

Title: Supervisory Chemist Date: 30-Sep-17

Flavor C&np:n,' Representative Signature
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FID Sheet Header

Flavor Ingredient Data Sheet

Flavor Producer Information

TTB Co. Code: FLERUS Date: 1172017
Company Name: Flavors-R-Us LLC Contact Person:  Jane Q. Flavor
Address: 123 Nonexistant Street Phone: 202-555-5555
Any City, State USA 00000 Fax: 202-555-5554

Check Appropriate Box:

Flavor Name: MNatural Poppin' Pecan Supreme Approved for Drawback (DrB) [
TTB Drawback Number: 123456 Approved as No Action (N/A)
Alcohol Range by Volume: 50.0 - 54.0 Fit for Beverage Purposes (Fit) [ ]
Flavor Product Number: 7891011 Submitted for TTB Approval [
Not Yet Submitted for TTB Approval ]
Classification
MNatural N&A < 0.1% Topnote |:| N&A > 0.1% Topnote |:| Artificial D MNon-Flavor |:|

Total Artificial Flavor Content: ppm (Excluding Synthetic Vanillin, Ethyl Vanillin, Synthetic Maltol, and Ethyl Maltol)
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FID Sheet Limited Ingredients Section

Flavor Components
o - Coloring Additives and Other
TTB/FDA Limited Ingredients TTE{EE& 5';’21‘;’; " Agr;';”;:geﬁ??r"“;ijgr ""'ax""R”gg S° Additives that Affect the
Beverage Label
(check or fist label ingredients that affect the
beverage label)
1. Synthetic Vanillin 40.0 ppm ppm - %o 1. FD&C Yellow #5 |:|
2_ Ethyl Vanillin 16.0 ppm ppm - % 2. FD&C Yellow #6 |:|
3. Synthetic Maltol 250.0 ppm ppm - %o 3. FD&C Blue #1 |:|
4. Ethyl Maltol 100.0 ppm ppm - %o 4 FDA&C Blue #2 |:|
5. Ester Gum 100.0 ppm ppm - %o 5. FD&C Green #3 |:|
6. BVO 15.0 ppm ppm - % 6. FD&C Red #40 []
7. Sodium Benzoate 1,000.0 ppm 5,000 ppm 20.00 % 7. Grapeskin Extract |:|
8. Gum Arabic/Acacia 200,000.0 ppm ppm - % 8. Caramel Color
9. Propylene Glycol 50,000.0 ppm 10,000  ppm NO LIMIT % 9. Annatto |:|
10. BHA (<0.5% Essential Oil) [ ] check if contained 10. Elderberry Extract []
11. Acetic Acid 1,500.0 ppm ppm - % 11. Beet Extract |:|
12. ppm ppm - % 12. Oak Extract |:|
13. ppm ppm - % 13. Carmine/ ]
14. ppm ppm - %o Cochineal Extract
14. ]
15. Total Vanillin 40.0 ppm - ppm - % 15. |:]
16. Total Maltol 250.0 ppm - ppm - %
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£ Limited Ingredient Calculation
$ Worksheet

Submit worksheet when using compounded flavors

*Use worksheet to:

o Calculate total volume or percent of TTB and FDA limited ingredients in
product

> Determine whether product contains an artificial flavor for labeling purposes
*Also useful as product development tool

*Worksheets available on TTB.gov in percent-based or
volume-based formats
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https://www.ttb.gov/formulation/limited-ingredient-calculation-worksheet-guidance-and-examples

Limited Ingredient Calculation Worksheet

Flavor Information
Flarvor #1 Flavor #2 Flarvor #3 Flarvor #4 Flaver #5 Flaveor #5 Flarvor #7
Flavor Namse Mat Blue MNat. Mint ME&Pine || M&A Coffes Limited
Drawback Number 19 3 55 1 ingredients
TTE # Company Code WLS WLS WLS WLS Added
Directhy to
Product
Limited Flavor Components Concentration (ppm) l Total (ppm)
TTB o k Cner
B [y verene) Used In Limitation i fnishoet | ) oo
Final Product 0.13% 0.500 0208 0208 D.00% 0.00°% 0.00°%% 100.00% Praduct
Synthetic Vanillin 0 0 2,000 21 40 com 4,042 pom -
Ethd Vanillin 1] 0 500 23 16 com 1.045 pom =
| Synthetic Maitol 0 0 175 15 250 ppm 0.38 ppm -
Eth}i hiadtol 1] 1] 10 T8 100 pom 01786 ppm -
I_Ests Gum S00 800 1,000 100 pom B.761 ppm -
BVO 10 10 10 10 19 ppm 01025 pom -
Sodium Benzoale 0 0 12 0 1000 ppm 0.024 pom =
Gum Arabic/Acacia 1,500 1,500 1.500 12,000 200000 ppm 35,375 pom =
Propylene Glycol 28000 || 28000 12,000 28,000 50000 com 255 ppm -
BHA (<0.5% Ess Qil) O ] (] (] [m ] o O O et o Cormirnd
Acebc Aad 1500 pom D ppm =
= D ppm -
P 0 ppmn -
on D ppm =
Total Vanillin 40 com B.857 pom -
Total Maltal 250 ppm 082 pom -
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Ingredient Specification Sheet
Spec Sheet or Technical Data Sheet

* A spec sheet is a document
or label that lists or
describes the contents of Ao S o8 Yo e e
an ingredient that is Made e e i

mouthfeel and improved overall sweetness in baked goods, beverages, dressing, sauces, jams and

Specification Sheet

from more than 1
Parameters Specifications Methods
CO l I l p O n e n t Assay: Honey 2 90% Internal Method
Assay: Sucrose <10% Internal Method
Appearance Viscous liquid Visual inspection
Color Caramel Visual inspection

Composition: Honey, Sucrose

Country of Origin: USA
Grateful Heart Ingredients, Inc | 86408 N Heritage Highway, Sweet Home, AL 36858 | 333.333.3333

The information contained in this bulletin should not be construed as recommending the use of our product in violation of any patent,
or as warranties (expressed or implied) of non-infringement or its fitness for any particular purpose.
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£ Ingredient Specification Sheet
Q&> (Spec Sheet or Technical Data Sheet)

*Submit a spec sheet for each ingredient that is made from
more than 1 component, e.g., a fruit juice made from
water, apples, and sugar

*Should not be used for compounded flavors (use FID
Sheet)

*See TTB G 2017-3 for additional information and examples
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https://www.ttb.gov/formulation/sample-spec-sheet.shtml
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*Supply a quantitative list of ingredients
*Provide a complete method of manufacture
*Indicate at what stage flavors are added to the product

*Flavor Ingredient Data Sheets (FIDS) should include a TTB
number, a Flavor Product Number, and the TTB Approval
status (Nonbeverage Products Lab Approval)

*Provide the common name and scientific name (genus
and species) for any unusual herbal ingredients

*Ensure that ingredients are considered GRAS or otherwise
approved by the FDA
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Formula Resources

 Formula Approval guidance pages on TTB.gov

 Distilled Spirits Beverage Alcohol Manual (BAM)
o BAM Chapter 1: Commodity Statements

o BAM Chapter 4: Quick product reference guide stating basic technical
requirements

o BAM Chapter 7: Provides chart listing limitations placed on harmless coloring
blending and flavoring materials (HCBFM)
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https://www.ttb.gov/formulation
https://www.ttb.gov/regulated-commodities/beverage-alcohol/distilled-spirits/beverage-alcohol-manual
https://www.ttb.gov/images/pdfs/spirits_bam/chapter1.pdf
https://www.ttb.gov/images/pdfs/spirits_bam/chapter4.pdf
https://www.ttb.gov/images/pdfs/spirits_bam/chapter7.pdf
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Formulas Online

COLAS Home TextMenu by Profile Help Conlaciils Log Of

ew View Company | |submissions v| search | Advanced Search

Beverage

= e Ty T e e

Print | Commenl | Upload | Close Hisloncal

Expedite ¥ Paper Submission @ Note: |
Product Information Class: IMITATION DISTILLED SPIRITS Type: Product Name: DS Exampla &1 Change Product Information
¢ Definition

o Measurement

" Type: ® Porcentage L volumeWeight ﬁ

e Yield Summary

“ Total Yield: 100.0 [Percentage ﬁ
" Low High Uit
* Aleohel Content of Finished Froduct: (45 |-las (56 by voume ~| D)
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o Ingredients List
List ALL ingredients 1o be used in formulating a batch of the product. Please enler the ingredienls in production onder

Ingredient List Exampies
9.0 - 90.0 Parcentage AbV: 4536 . 45% FaD: 191 - 195 Proof
ki Mok TTE Formula I0; <Mot Entered= Enkatrac Alcotul ﬂ
»  Artificial Reck-Leman flaver 1.0 - 2.0 Percentage TTE Company Code: WLES  TTE Drawback #: 100 Flaver [Compoundad) @ m’
» Water 1.0 4.0 Percentage Other il
¢ 5t Johnathan's - The Sweetener with Heart 0.76 - 1.2 Percentage Cther &ﬂ
+Add Ingredient... EENEATTETEra it o DR =
o Method of Manufacture

Derscribe in sequencea each step used to produce this product

Thus can B dord i @ Tormmdd Sanulir 1o & roced, 10f ivstance prondding th Soquieica of SIDS. m i & ksl OF paragraph fomat 1o Gosenbe how your product 15 madda

Soer Wothod of Manufaciure Extinphis fof 500 indicabons of tha Mevod of Godod that TTE kooks for whon ovalualing formuls Submissions
Description: Mathod of Manufacture Documents

1.) Transfer finished Vodka to planc. i 1 1 1

TYPE NAME DATE | ACTION
Z.) Add Artificial Lemon Flavor and natural sweetener. 5 o o ' P
alcohol from flavors, add water to adjust Add Attachment
« Previous Save as Draft  Validate  Cancel | Mext =

e podac thes information o venlfy your comnplancs wah Federal leas and reguiaiona thal TTE admeneiens. The sdomaiion coleclod on the fom must be conssdened oonfdenial o mdormation under 55 U S G 810, and must nol be desclosed o any unasuthoried pary under 26 US C. T203
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&£ Common Reasons Formulas Are Returned for
&> Correction

To speed up the formula approval process, don’t forget:

Ingredient Specification Sheet (Spec Sheet) for ingredients
composed of more than 1 component

Limited Ingredient Calculation Worksheet when
compounded flavors are used

Flavor Ingredient Data (FID) when compounded flavors are

used
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https://www.ttb.gov/formulation/sample-spec-sheet.shtml
https://www.ttb.gov/formulation/limited-ingrd-cal-worksheet.shtml
https://www.ttb.gov/formulation/fids.shtml
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Alcohol, Labeling and Formulation Division, Customer
Service:
°* Phone: 1-866-927-2533 or 202-453-2250

oOption 2 — COLAs Online technical assistance
oOption 3 — COLAs Online registration
oOption 4 — Distilled Spirits Questions

* Online: https://www.ttb.gov/contact-alfd
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https://www.ttb.gov/contact-alfd

Please take a few minutes to
provide feedback on this session:

https://www.ttb.gov/survey

Ofy0

L

o] o
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