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FDA Center for Tobacco Products (CTP)

Instructions for

Listing of Ingredients in Tobacco Products
March 5, 2018

Please read through all the steps listed below before you begin.

These instructions were developed to help tobacco product manufacturers prepare product and
ingredient listings to submit to FDA via eSubmitter. There are several steps to the process, but if you
follow these instructions and FDA recommendations, the result will be product and ingredient
spreadsheets that meet FDA requirements (under Sections 904(a)(1), 904(c)(1), 904(c)(2), or 904(c)(3)),
and give you useful information as well.

We recommend that you use both FDA’s eSubmitter software and the CTP Portal:

e |fyou don’t have a CTP Portal account, please request one here.
e Download and install eSubmitter, if you have not already done so.

OVERVIEW
Hereis an overview of the steps you will need to take:

Step 1. Create a new submission in eSubmitter using the CTP: Tobacco Product Ingredient Listing
submission type.

Step 2. Enter product and ingredient information using one of four options:

a. Enterproduct, component, and ingredient information manually into eSubmitter.
Enter product and ingredient information using two CTP-provided spreadsheets, and enter
component information manually.

c. Attachproduct, component, and ingredient information using a single CTP-provided
spreadsheet.

d. Attachyour own spreadsheet.

Step 3. Package your submission files.

Step 4. Transmit your packaged submission to FDA using CTP Portal (preferred).


https://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/Manufacturing/ucm515185.htm
https://www.fda.gov/ForIndustry/FDAeSubmitter/ucm189469.htm
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DETAILED INSTRUCTIONS

Step 1 - Create a new submission in eSubmitter usingthe CTP: Tobacco Product IngredientListing
submission type.

a. Open the eSubmitter application on your computer.

b. Click on the Create New Submission button in the Menu Options on the left side of the
screen.

CeSubmitter

Menu Options
H @ Create New Submission... Jl

| @ Open Existing Submission...

J
‘ § esubmitier Quick Guide.. J

c. Scroll down the list of submission options until you find CTP: Tobacco Product Ingredient
Listing. Click on it once to highlight it and then click Next.

Create New Submission

‘ Step 1 | Select Submission Type

List of Available Submission Types

Name | Version | Version Date
CDRH: MedWatch Form 3500A (OMB No. 0910-0291) :2 1.0 09/21/2017 10:24:33 AM
ICDRH: Radiation Emitting Product (OMB NO. 0910-0025) 252 10/23/2017 10:49:3 AM
ICDRH: Report of Assembly of a Diagnostic X-Ray System 13 .00021'201 411:43:42 AM
CTP: Tobacco 904(a)(3) Template 17 11/29/2017 03:11:11 PM

%. Tobacco Product Ingredient Listing J2.5 12/01/2017 12:59:31 PM

Y TIZN20T7 1257 3 PW

Description of Selected Submission Type

Listing of Ingredients in Tobacco Products

On June 22, 2009, the President signed the Family Smoking Prevention and Tobacco Control Act (Tobacco
Control Act) (Public Law 111-31) into law. Among its many provisions, the Tobacco Control Act added section 904
to the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 387d), establishing requirements for tobacco
product ingredient submissions. To view the Tobacco Control Act, see Public Law citation (Pub Law 111-31)

For your reference, see the Guidance: Listing of Ingredients in Tobacco Products.
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d. Describe and name thefile. Use of special charactersor non-English charactersthat are not
recognized by CTP’s Windows operating system cause processing to fail (@, #, S, %, *, &, *,
(,),~, +). CTP recommends a file name length of 50 charactersor less. Click the Create

button in the bottom right part of the screen.
Readthe on-screen instructions and choose your Submission Type, then click the right arrow

at the bottom of the screen.

Submission Type (Please ensure that all products under this submission meet the definition of the checked submission type. Click lightbulb for definitions)
(1 Type a: Initial submission per 904{a)(1) for product(s) on the market as of June 22, 2009 {for cigarettes, cigarette tobacco, RYO, and smokeless tobacco) or August 8, 2016 (for other tobacco products)

(1 Type b: Initial submission per 904{c)(1) for new product(s)

1 Type c: Initial submission per 904{c)(1) for ion to existing
("1 Type d: Initial submission per 904{c)2) for ion to existing
() Type e: Initial submission per 904{c)(3) for modification to existing product(s)*
(_1 Type f: Amendment to correct previous product ingredient submission(s)™

-

. - P
| S=——————]

Indicate whether you are a Manufacturer or an Importer, then click the right arrow.
Enter information about your company. Remember that a blue dot next to a field means it is

f.

g.
required information. Click the right arrow.

Next you will complete your Tobacco Product Ingredient Listings using one of four options listed in the

overview on Page 1.

Click on the links below to go to detailed instructions for the option you would like to use:

Step 2 — Option a. Enter product, component, and ingredient information manually.
Step 2 — Option b. Enter product and ingredient information using two CTP-provided spreadsheets.

Step 2 — Option c. Attach product, component, and ingredient information on a single spreadsheet.

Step 2 — Option d. Attach your own spreadsheet.

Step 2 — Option a. Enter product,component, andingredient information manually.
1) Onthe next screen click the top radio button, read the on-screen instructions, and then click

the right arrow.

How will you provide Product, Component, Ingredient, and Identical Product Information? ey
I ® a) Enter product, and ing i y on the ing screens I
using TP-provided and enter

) b) Enter product and i
") ) Attach product,
! d) Attach your own spreadsheet

ion using a single CTP-provided spreadsheet

0 For option A:
~List all Product information on the Product Listing screen
~List all Component information on the Component Identification screen

~List all Ingredient information on the Ingredient Listing screen

To accomplish this, use the green ™+ button on the top left of the above 3 screens
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2) Follow the on-screen instructions to manually enter your product and ingredient
information.

Step 2 — Option b. Enter productand ingredient information using two CTP-provided spreadsheets.
1) Onthe next screen click the second radio button (b) to list products on one spreadsheet and

ingredients on a second spreadsheet. Note: if you select this option you will need to enter
component and identical product information manually. Click the right arrow.

How will you provide Product, Component, Ingredient, and Identical Product Information? eV
) a) Enter product, and ing ly on the screens
|® b Enter product and jon using TP-provided and enter i |
using a single CTP-provided spreadsheet

() ¢) Attach product, and
(" d) Attach your own spreadsheet

For option B:
~Input all Product information on the Product Listing screen using the FDA-provided spreadsheet

~List all Component information on the Component Identification screen
Listing screen using the FDA-provided spreadsheet

ion on the Ing!

~Input all
For entering information, use the green "+" bulton on the top left of the screen. Spreadsheets will become available for use upon navigation to the specific screens.

2) Click on the link for the products spreadsheet and save it to your computer. Enter your
product information into the spreadsheet. Save the spreadsheet every few minutes to avoid

- T o
scvenview |t 2
Prestees X
tLisneg A P
@ = @ List | Deasd - “
How to Enter Your Productfs]
o 0 e Cata entry memod. As an anermiatie 10 Gat entry. y e poe-t nat CTP nas speciicaty designed to be mponed here
DﬂlEﬂWllmd
1 Tobegin, cick on the "Ad™ bulfon 19 entér MIcAMAton 360! 2 Procuct
2. Then, advance 10 ife next screen where a8 grecents Shoukd be entened for The Selclen product You Showld enler 81 Pgredents K & Given procuct
3 Oncr you hanve eniened 33 of the gresent Infomation 107  product, You SPoui returm B e screen 10 551 anciner prodiet. 11 you 80 nol need I Est anolfer product. You Can ConBnus & the net secbon afer ingredsents

Import Method

of the data

] z.m he format ot he a5 thes may g and
chck I Import Data bution on e 1o -gm camer of ihis

1 me B 00t IS MMpOfted. You BN ChCk o0 e “LINE DUTIEA 10 view and versy the mgeied Croauch(s) inf

To 508 5 ISTUCHONS AgAIN. you may CiCk on M “Tato” Dution

3) Once you have enteredall your products into your spreadsheet, upload the spreadsheet to
eSubmitter by clicking on the Upload Data icon in the upper right part of the screen nextto

the Help lightbulb.

4) Click the right arrow. When you get the pop-up box select the second radio button and click
OK.
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List Data Message Dialog

Select an option

‘@ | am finished entering Product(s) and | would like to move to the next screen

[_] Ignore future add/navigation messages when exiting list screens?

5) On the next screen enter component information for each product. If you don’t enter

component information, you will not be able to upload an ingredient spreadsheet.

6) Click on the Product Name and choose the product from the drop-down list. Then click the
green plus sign to enter components associated with that product. Repeat this process for
all products.

Screen View

T
@
Product Coconut Almond ‘Fl
- | = ] List nfo l » J © |
| Mema |
’ @)\ i tobacco products contain at least one component Enter the component(s) for each produet. Use the product drop-down above 10 enter the companents for each product ‘
=
Component Type: L ‘ v/

£ i If Other, specify:

Component Name (e.g., Nametype of adhesive, such as Cigarette Rod Adhesive, Tipping Adhesive, Filter Seam Adhesive, Anchor Line Adhesive; or Nameftype oftobacco filer [ i/
additive, such as Casing Tobacco Filler Additive, Top Flavoring Tobacco Filler Additives):

Enter the manufacturer's name and unique identifying item name and/or number used by the manufacturer (using format Name; Identifying ltem Name andor Number). If you obtain this ingredient from multiple sources, enter all identifying
information for each source below:

&y S o=y ey S 001500 iterns n the list

-

[

-l

7) Once you are done entering components, click the right arrow, and when you get the pop-
up box select the second radio button and click OK.

Select an option

z
Elmmmmmus)m!mumwmwmmnscwl |

[~ Ignore future add/navigation messages when exiting list screens?

o] conn |
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8) Click on the link for the ingredients spreadsheet and save it to your computer. Enter your
ingredient information into the spreadsheet. Save the spreadsheet every few minutes to

avoid data loss.

How to Enter the Ingredient Information for each Product:
List all ingredients for the product that was entered and selected in the previous screen (displayed in the "Product” header above). To facilitate data entry, please enter reaction products after entering all Other ingredients.

You may enter data directly into this screen using the data entry method. As an alternative to data entry, you may enter this information into a pre-formatted spreadsheet that CTP has specifically designed to be imported here

Data Entry Method

1. To begin, click on the “Add" button to enter information on a particular ingredient
2. Once you have entered the information about a particular Ingredient, click on the "Add™ button to enter informatien about another ingredient

3. Repeal steps 1and 2 until all ingredients have been entered for the product identified above:
4, After you have entered all ingredients for the selected product, refum to the Product identification screen to enter another product Select the next product in the List and advance to this screen to add the Ingredient information.

Import Method.
Template for Ingredient I)Iauncn the pre-formatted Excel

1. You MUST select a Submission Type (the first question of this form) prior to clicking the spreadsheet link. Then, click on the Mn!ﬂmmn
2, Save the Excel spreadsheet file to an altemate location on your computer prior to filing in the requested You wil

3, Note: Avoid changing the format of the spreadsheet as this may interfere with importing and the validation of the data

4, Once you have entered the information into the spreadsheet, click the Import Data button on the top right comer of this screen next to the yellow light bulb and follow the import wizard.

5. After all data is imported, you can click "List" o view and verify the imported product(s) information

To see these insiructions again, you may click on the "Info" button above:

9) Once you have enteredall your ingredient information into the spreadsheet, upload the
spreadsheet to eSubmitter by clicking on the Upload Data icon in the upper right part of the

screen next to the Help lightbulb.

® | am finished entering Ingredient(s) and | would like to move to the next screen I
]

|| Ignore future add/navigation messages when exiting list screens?

T

11) At the next pop-up select the last radio button and click OK.
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Select an option

7 1 would like to add/select a new Product
() | would like to add/select a new Component
(®) Continue to the Next screen

| ok || cancer |

12) Enter Identical Product information, as applicable. When you are done, click the right arrow.
13) When you get the pop-up box select the second radio button and click OK.

[ st Data Message Dialog

| Select an option

Select an option

7 1 would like to add/select a new Product
() 1 would like to add/select a new Component
(®) Continue to the Next screen

ok | cancer |
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Step 2 — Option c. Attach product,component, andingredient information on asingle spreadsheet.
1) Select thethird radio button and then click on the link to open the combined product,

component, and ingredient spreadsheet that matchesthe product type for your

submission.
1
How will you provide Product, Component, ingredient, and Identical Product Information? eV |
|
 a) Enter product, and i ient i i y on the ing screens
) b) Enter product and ient i using CTP-provided and enter
|® <) Attach product, and ! using a single CTP-provided spreadsheet |
_: d) Attach your own spreadsheet

For option C:
~Download the appropriate spreadsheet from the available hyperlinks below
~Aftach the spreadsheet using the green “+" button below

The Product Listing, Component Identification, and Ingredient Listing screens remain available, but are not required for successful submission packaging.

Import Method for E-Liquid Products: ‘

: S Choose the
Click on the link (Listing of Ingredients in Tobacco E-Liquid Products) t ch the pre-formatted Excel spreadsheet.
spreadsheet that
Tmport Method for Ingredients in any Tobacco Product: matches your
Click on the ink (Listng of Ingredients in Any Tobcco Product) & pre-formatted Excel spreadsheet product type.

2) Save the spreadsheet to your computer and give it a meaningful name. Enter your
ingredient information into the spreadsheet. Save the spreadsheet every few minutes to
avoid data loss.

3) When you are done entering all your product, component, and ingredient information
into the spreadsheet, click on the green arrow under the spreadsheet links in
eSubmitter to attachthe spreadsheet to your submission package.

o

Teport otk U Soghe Spressbest ‘
Click on the nk (Lisung of Ingradeents in Tobacce ELiquid Products) te unch the pre-formatted Excel spreadsheet

| Am3cn me Prouct Component Ingredient spresdsnsst |

! e name Dste £ P |
L

i
E|
L |

<

4) Click the rightarrow.

Step 2 — Option d. Attach your own spreadsheet.
1) Click the fourth radio button.

How will you provide Product, Component, Ingredient, and Identical Product information? eV
() a) Enter product, and i lient it i y on the ing screens

() b) Enter product and using CTP-provided and enter

() ¢) Attach product, and using a single CTP-provided spreadsheet

| ® a) Attach your own spreadsheet |

For option D
~List all Product, Ci and Ingredient i lion ina
~Attach your using the screen

Aftach your own spreadsheet on the Additional Information screen, using the green "+ button on the top left of the Additional Submission Documents section

The Product Listing, C: and Listing screens remain available, but are not required for successful submission packaging.




CENTER FOR TOBACCO PRODUCTS

SERVICEG
5 5 Sy,
I \“?

FDA

3
o
&

gt VEALTH

Click the right arrow until you come to the screen called Listing of Ingredients: Additional

Information. When pop-up boxes appear, just click OK.

On the Additional Information screen, click the green plus sign under Additional Submission

Documents and follow the on-screen instructions to attach your spreadsheet.

Cover Letter
I£0u have a cover leffer, please aiach it here

File atachment | G || =

Additions) Subenission Documents

ieg chart gragh, index,table of conlents. elc)

Oitems inthe list

Pain.

Data sizs

Step 3 — Package your Submission Files.

d.

The Listing of Ingredients: Additional Information screen is where you can attacha
cover letter or enter comments related to your submission. These are optional, but
give you ways to communicate additional information about your submission to
FDA. For example, if a Tobacco Product Master File (TPMF) will be used as part of
your 904(a)1 submission, consider referring to the TPMF Guidance for items you
could include in your submission (e.g., writtenauthorization for right of reference,
TPMF number, and a brief description of the content of the TPMF).

To attacha cover letter, click the green plus sign and follow the on-screen

instructions.
To enter comments, click in the comments box and type.

chart graph. index. .t

Click the right arrow, proceed to the Confirmation Statement screen, and enter the
requested information. When you are done, click the right arrow.

On the Package Files for Submission screen, click on the Output pull-down menu
from the top tool bar and select Package Submission Files.


https://www.fda.gov/downloads/TobaccoProducts/Labeling/RulesRegulationsGuidance/UCM499350.pdf
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f.  Follow the on-screen instructions to finish packaging your submission. For more
details please consult the detailed eSubmitter instructions document.

Step 4 — Transmit your Packaged Submissionto FDA using CTP Portal (preferred).

10


https://www.fda.gov/downloads/ForIndustry/FDAeSubmitter/UCM449759.pdf
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How to Enable Macrosin an Excel Spreadsheet

Some CTP-provided spreadsheets include macros that perform mathematical calculations, auto populate

drop-down lists, and create or delete workbook tabs, but for these to work, you must enable macros.

We used macros to make entering information as easy as possible. Follow these steps to enable macros:
1. When you open the spreadsheet, you will see a yellow banner across the top.

Clipboard F Font Alignment

I SECURITY WARNING Macros have been disabled. able Content

2. Click on the Enable Content button to enable macros.
3. Ifyou closed the warning without enabling the macros, you will get an error message when you
click on the Create Individual Ingredient Submission Sheets button.

4. Do the following to enable macros:

a. Click on File at the top left corner of the spreadsheet.

H & -

File H@

.n.‘ X Cut

B copy -
= ¥ Format Painter

Paste

Clipboard

@

Enable
Content ~

O

Enable
Content =

Insert Draw Page Layout

Calibri -1l -
I U ‘

Font

b. At the top of the Info page, click on Enable Content.

SecuritgWarning
might contain viruses and other security hazards. The following content
en disabled:

Macros
You should enable content only if you trust the contents of the file.

Trust Center Settings
Learn more about Active Content

c. Select Enable All Content.

Security Warning
Active content might contain viruses and other secu
has been disabled:

Macros
Enable All Content K

Enable all active content for this session only

Advanced Options

Select which active content should be enabled.
This content will be enabled for this session only.

T

]

d. Macros are now enabled.

11
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List of URLs Referenced in these Instructions:

Request an Industry Account Manager (IAM) for CTP Portal
https://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatorylnformation/Manufacturing/uc
m515185.htm

CTP — Prepare regulatory documents to submit online
https://www.fda.gov/Forlndustry/FDAeSubmitter/ucm189469.htm

eSubmitter Tutorials
https://www.fda.gov/ForIndustry/FDAeSubmitter/ucm193862.htm

FDA Guidance for Tobacco Products
https://www.fda.gov/TobaccoProducts/Labeling/RulesRegulationsGuidance/ucm281147.htm

Listing of Ingredients in Tobacco Products Guidance for Industry
https://www.fda.gov/downloads/TobaccoProducts/Labeling/RulesRegulationsGuidance/UCM527044.pd
f

FDA eSubmitter Quick Guide
https://www.fda.gov/downloads/Forlndustry/FDAeSubmitter/UCM449759.pdf

FDA eSubmitter User Manual
https://www.fda.gov/downloads/ForIndustry/FDAeSubmitter/UCM449686. pdf

Tobacco Product Master Files Guidance for Industry
https://www.fda.gov/downloads/TobaccoProducts/Labeling/RulesRegulationsGuidance/UCM499350.pd
f

12
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