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New Registration and Product Listing ] For your reference, see the Guidance: Registration and Product Listing
for Owners and Operators of Domestic Tobacco Product Establishments.

An agency may not conduct or sponsor, and a person is not required to
respond to, a collection of information unless it displays a currently valid
OMB control number. The OMB control number for this information

collection is Xxxx-xxxx (expires 10/31/2015)
View/Update Product Listing Information ] W||| be add|ng the _A
collection # and

View/Update Registration Information l

Pl Note:
Search Registration Information ] burden statement case ote
from the current The system will automatically time out if there is no activity for 30
minutes.

Search Product Listing Information l papel’ fOI’m.

\The "Search"

options are for
internal users only.
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Get Help'®
<< Back without Saving ] Continue >» l
<4 Cancel and Back to Main Menu ] €< Save Draft and Exit l
SECTION | IDENTIFICATION

An item followed by an asterisk (*) denotes a required field.

Please select one of the following options * :

(Note that owners and operators may register on behalf of the other party. In order to reduce redundant submissions,
FDA strongly encourages that owners register and submit product listing information for themselves and on behalf of
their operators.)

O owner registering alone

O Owner registering on behalf of operator

O owner who is also operator of all establishments
O Operator registering alone

(@) Operator registering on behalf of owner

<< Back without Saving ] Continue >» ]

€€ Cancel and Back to Main Menu ] €€ Save Draft and Exit




http://www.fda.gov/

http://www.fda.gov/

http://www.fda.gov/

javascript:setTRLMHomeAction();

javascript:setTRLMHomeAction();

javascript:setTRLMHomeAction();

javascript:setTRLMHomeAction();



o WAL,

I i y’.s! » FURLS HOME

{

T R M Tobacco Registration and
L Product Listing Module

Get Help'#
<< Back without Saving ] Continue »>» ]

£{ Cancel and Back to Main Menu ] €€ Save Draft and Exit l

SECTION IIA REGISTRATION (Owner Information)

An item followed by an asterisk (*) denotes a required field.

Autofill from Account Information ]

Owner Name (Name of the Corporation / Partnership or | I 7
Individual Owner)* :

Address Linel™ : | |

Address Line2 : | |

Country™ : I UNITED STATES

ZIP or Postal Code™ : | | @

City™> : I I

State, Province or Territory™ : | |

Owner Headquaters D&B DUNS Number : | |

OWNER POINT OF CONTACT

First /7 Given Name : | |

Middle Name : | |

Last Name : | |

Position Title : | |

Email Address : | |

Telephone (Include Country Code if applicable) (XXX- I I
XXX-XXXX) :

FAX (XXX-XXX-XXXX) : | |

<< Back without Saving ] Continue >» l

¢ Cancel and Back to Main Menu ] €< Save Draft and Exit
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<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION IIB REGISTRATION (Owner Business Structure)

An item followed by an asterisk (*) denotes a required field.
Select the type of business structure and provide indicated information:

O sole Proprietorship O Partnership (@) Corporation

Enter Owner Name™ : |

If the owner does business by any other name, please list all such names :

[ | = »* Add Another Business Name ]

<< Back without Saving ] Continue >» l

<« Cancel and Back to Main Menu ] << Save Draft and Exit
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Get Help'*'

<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION IIIA REGISTRATION (Operator Information)

An item followed by an asterisk (*) denotes a required field.

Autofill from Account Information l

Operator Name™* : | | @

Address Linel* : | |

Address Line2 : | |

ZIP Code™* : | |

City™ : | |

State, Province or Territory™ : | |

Operator D&B DUNS Number : | |

OPERATOR POINT OF CONTACT

First / Given Name : | |

Middle Name : | |

Last Name : | |

Position Title : | |

Email Address : | |

Telephone (Include Country Code if applicable) (XXX- I I
XXX-XXXX) :

FAX (XXX-XXX-XXXX) : | |

<€ Back without Saving ] Continue »» ]

< Cancel and Back to Main Menu ] << Save Draft and Exit l
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<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION IlIB REGISTRATION (Operator Business Structure)

An item followed by an asterisk (*) denotes a required field.
Select the type of business structure and provide indicated information: *

O sole Proprietorship (@] Partnership (@] Corporation

Enter Operator Name™ : |

If the operator does business by any other name, please list all such names :

| | »> Add Another Business Name ]

<€ Back without Saving ] Continue »» ]

££ Cancel and Back to Main Menu ] ££ Save Draft and Exit

Get Help"'?-'
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Get Help'®
<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION IlIA&B  REGISTRATION (Operator Information & Operator Business Structure)

Information for multiple operators may be submitted if you are registering on their behalf.

| | Operator Name | Address ||Business Structure
| Edit Delete |Steven Philips |11820 Parklawn Dr, Suite # 300, Rockville, MD, USA - 21043||So|e Proprietorship

»> Add Another Operator l

£€ Back without Saving ] Continue >» l

<< Cancel and Back to Main Menu ] £ Save Draft and Exit
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Get Help'*'

<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION IV REGISTRATION (Establishment Information)

An item followed by an asterisk (*) denotes a required field.

Enter registration and contact information for each establishment being registered.

Autofill from Operator Information

Select operator(s) for this establishment * : Please Select

Steven Philips
Rahul Mehra

Paul Timothy
Steven Philips

N R

Establishment Name> : | | @

Address Linel* : | |

Address Line2 : | |

ZIP Code™* : | |

City™ : | |

State, Province or Territory™ : | SelectState/Province

Establishment D&B DUNS Number : |

Operation (Check all that apply) :

[0 Blending [ Packaging [ Storing
O WManufacturing [ Labeling [ Testing
[0 Reconstituting Tobacco [0 saucing (or casing) O other (Specify): | |

ESTABLISHMENT POINT OF CONTACT

First / Given Name : | |

Middle Name : | |

Last Name : | |

Position Title : | |

Email Address : | |

Telephone (Include Country Code if applicable) (XXX- | |
XXX -XXXX) :

FAX (XXX-XXX-XXXX) : | |

€€ Back without Saving ] Continue >» ]

££ Cancel and Back to Main Menu ] ££ Save Draft and Exit l
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<€ Back without Saving ] Continue »» ]

€< Cancel and Back to Main Menu ] ££ Save Draft and Exit l

SECTION V PRODUCT LISTING

Establishment Name : Establishmentl

An item followed by an asterisk (*) denotes a required field.

Section V should be completed for each product listed.
Upload Product Listing(s) From File ¥ ]

1. Product Name™ (i.e., brand/sub-brand or other commercial name used in commmercial distribution - e.g., Acme Blue
100's or Acme Reconstituted Tobacco #202) :

2. Product ldentification Number (Must be provided if needed to uniquely identify the product) :

3. Type of Product lIdentification Number (Select one):

Item/Catalog Number
O sKU Number
O UPC Number

4. Intended Use of Product (Select One)™* :
Consumer Use Further Manufacturing Use

5. Consumer Use Product Category (Check applicable)* :

[ cigarettes Roll-Your-Own Tobacco O Dry sSnuff
[0 Chewing Tobacco [ Roll-Your-Own Paper [0 Moist Snuff
[ Dissolvables O Roll-Your-Own Filters O snus

[0 Accessory Filters [0 Other (Specify) | |

6. Further Manufacturing Use Product Category (Check applicable)* :

[0 Tobacco [ Pouch or Portioned Tobacco
O Paper O Additive
O Filters O other (Specify) | |

7. Flavor (Check applicable) :
[ Menthol O None
[0 Other (Specify) |

€€ Back without Saving ] Continue »» ]

<< Cancel and Back to Main Menu ] £ Save Draft and Exit
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Get Help 2
SECTION V PRODUCT LISTING - ADVERTISING

Product Name : Product 1

A representative sample of advertising may be required. Please see the guidance document, section II.C.2., for additional details.
Each uploaded file is limited to 200 MB. Please Note: If the upload time exceeds 30 minutes, the system will time out.

For each advertisement, we request that you provide the following optional information:
- Type of advertising material (e.g., magazine)

- Internal identification number, as applicable

- Date advertisement was first disseminated

Type of Advertising Material (e.g., magazine ad) : | | @

Title : | I

Unique ID or Internal ID Number : | I

Date First Disseminated (mm/dd/yyyy) : | |

Upload File : (Maximum size for each file is 200 MB) |

Upload

[0 Product Has No Advertising

£« Back without Saving ] Continue »» l

<< Cancel and Back to Main Menu ] <<{ Save Draft and Exit
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L Product Listing Module

SECTION V PRODUCT LISTING - ADVERTISING

Product Name : Product 1

A representative sample of advertising may be required. Please see the guidance document, section II.C.2., for additional details.

For each advertisement, we request that you provide the following optional information:
- Type of advertising material (e.g., magazine)

- Internal identification number, as applicable

- Date advertisement was first disseminated

. Unique ID or )
T f A . D Fi .
ypeo d\{emsmg Title Internal ID |[_. Gl .”St Uploaded File(s)
Material Disseminated
Number
) - ) L ' IAdvertising advertising_materials.pdf
Edit Delete (|Advertising Material IAdvertising Title X 11/11/2011
Edit Delete 9 9 Unique ID advertising_materials_1.pdf

Add Another Advertising

€< Back without Saving ] Continue >» l

<€ Cancel and Back to Main Menu ] £ Save Draft and Exit

» FURLS HOME
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SECTION V PRODUCT LISTING - LABELING

Product Name : Product 1

Universal Product Code(s) (UPC) : |

Attach all labeling for this product. * Please see the guidance document, section II.C.2., for additional details.
Each upload file is limited to 200 MB. Please Note: If the upload time exceeds 30 minutes, the system will time out.

For each item of labeling, we request that you provide the following optional information:
- Type of labeling material (e.g., package labeling)

- Internal identification number, as applicable

- Date labeling was first disseminated

Type of Labeling Material (e.g., package label) : |

Title : |

Unique ID or Internal ID Number : | I

Date First Disseminated (mm/dd/yyyy) : |

Upload File : (Maximum size for each file is 200 MB) |

Upload

[0 Product Has No Labeling

<< Back without Saving ] Continue >» l

€« Cancel and Back to Main Menu ] <4 Save Draft and Exit

Get Help 2
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Get Help 2

SECTION V PRODUCT LISTING - LABELING

Product Name : Product 1

Universal Product Code(s) (UPC) : 123, 456, 789, 100

Attach all labeling for this product. * Please see the guidance document, section Il.C.2., for additional details. For each item of
labeling, we request that you provide the following optional information:

- Type of labeling material (e.g., package labeling)
- Internal identification number, as applicable
- Date labeling was first disseminated

S Date First
Type of Labeling Material Title Internal ID || .. . Uploaded File(s)
Disseminated
Number
Edit Delete [[Labeling Material Labeling Title Labeling ;)11 /55y, ||'abeling_materials, pdf
9 9 Unique ID labeling_materials_1.pdf

Add Another Labeling

€€ Back without Saving ] Continue »» l

<€ Cancel and Back to Main Menu ] £ Save Draft and Exit




http://www.fda.gov/

http://www.fda.gov/

http://www.fda.gov/

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/updateProductInfoStep3_1_NR.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/productInformationStep3Set2_NR2label.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/productInformationStep3Set2_NR2label.html

javascript:setTRLMHomeAction();

javascript:setTRLMHomeAction();

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html



T R M Tobacco Registration and 5
ik » FURLS HOME
L Product Listing Module :

Get Help 2
TION V PRODUCT LISTING - CONSUMER INFORMATION

Product Name : Product 1

Consumer information may be required. Please see the guidance document, section IlIl.C.2., for additional details.
Each uploaded file is limited to 200 MB. Please Note: If the upload time exceeds 30 minutes, the system will time out.

For each item, we request that you provide the following optional information:
- Type of material (e.g., consumer brochure)

- Internal identification number, as applicable

- Date material was first disseminated

Type of Consumer Material (e.g., consumer brochure): | | @

Title : | |

Unique ID or Internal ID Number : | I

Date First Disseminated (mm/dd/yyyy) : | |

Upload File : (Maximum size for each file is 200 MB) | |

Upload

D Product Has No Consumer Information

<< Back without Saving ] Continue »» ]

<« Cancel and Back to Main Menu ] <4 Save Draft and Exit

14
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Get Help"'?-'
TION V PRODUCT LISTING - CO MER INFORMATI

Product Nar Pro

Consumer information may be required. Please see the guidance document, section II.C.2., for additional details.
For each item, we request that you provide the following optional information:
- Type of material (e.g., consumer brochure)

- Internal identification number, as applicable
- Date material was first disseminated

Type of Consumer ) Unique ID or Internal Date First .
Material Title ID Number Disseminated Uploaded File(s)
. Consumer Information |[Consumer Information |[Consumer Information consumer_materials.pdf
Edit Delet . ) . 11/11/2011
Lt Liedete Material Title Unique ID consumer_materials_1.pdf

Add Another Consumer Information ]

£€ Back without Saving ] Continue >» l

££ Cancel and Back to Main Menu ] ££ Save Draft and Exit

15
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Get Help"'?-'

SECTION V PRODUCT LISTING

To complete your product listing(s), you must include certain accompanying information, which will vary depending on the

circumstances. Please see the guidance document, section II.C.2., for additional details. Select a product to continue to enter the
required information.

Establishment Name : Establishmentl

Product Prgt}luc? Product Identification Possible Producjt
Product Name Identification . Information
Category Number TYPE duplicate
Number Complete
[Edit Delete  |[Productt |[Filter |[12182021043 |[skuU Number |[ves |INo

»» Add Another Product ]

€< Back without Saving ] Continue >» l

<€ Cancel and Back to Main Menu ] £ Save Draft and Exit
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<< Back without Saving ] »» Continue ]

€« Cancel and Back to Main Menu ] <€ Save Draft and Exit l

SECTION IV REGISTRATION (Establishment Information)

The following establishment(s) have been entered. You may add another establishment or continue to complete your registration.

| Establishment Name Address ”
Edit Delete||Steven Philips 11820 Parklawn Dr, Suite # 300, Rockville, MD, USA - 21043”

»» Add Another Establishment ]

<< Back without Saving ] »> Continue ]

€€ Cancel and Back to Main Menu ] €£ Save Draft and Exit




http://www.fda.gov/

http://www.fda.gov/

http://www.fda.gov/

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/establishInformationSet2_reviewEdit2.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/establishInformationSet2_reviewEdit2.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/establishInformationSet2_reviewEdit2.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html

file:///C|/TRLM/Changes/TRLM_mockups/WebRoot/draftSuccess5.html



FoA

o WAL,

T R M Tobacco Registration and
L Product Listing Module

» FURLS HOME

<€ Back without Saving ] £«£ Cancel and Back to Main Menu ] €< Save Draft and Exit ] Print Registration >» ] Continue to Submit > ]

SECTION | - IDENTIFICATION

Owner registering on behalf of operator

SECTION Il - REGISTRATION (Owner Information & Owner Business Structure) EDIT

Owner Information :

Owner Name (Name of the Corporation / Partnership or Individual Owner) : GNSI
Address Linel : 11820

Address Line2 : Parklawn Dr

City : Rockville State, Province or Territory : Maryland
ZIP or Postal Code : 20852 Country : United States

Owner Headquaters D&B DUNS Number : 123456789

Owner Point of Contact :

Title : Mr.

Full Name : Jack V. Timothy

Position Title : Manager

Email Address : gnsitest@gnsi.com

Phone Number (Include Area/Country Code): 410 1234321
Fax Number (Include Area/Country Code): 410 1234322

wner Busin

E

Type of Business Structure : O sole Proprietorship (@] Partnership (@] Corporation
Owner Name : Jhon Patrick
Names of the Partners :
1. Tim Lau
2. Rony Samuel
Names of the Corporate Officers and Directors :
[corporate Officer|[Corporate Director,
[Pam samuel [samara Roy
[Raj Malhotra [phony Lever

Identify State of incorporation : MD.
Please describe further. (if applicable, give name of country if incorporation made outside U.S.) :
Other names of business :

1. Global Net Services Inc.

2. Global Net Services

SECTION IllIA - REGISTRATION (Operator Information) EDIT

Operators Information :
[ operator Name || Address |
[steven Philips |[11820 Parklawn Dr, Suite # 300, Rockville, MD, USA - 21043

SECTION IIIB - REGISTRATION (Operator Business Structure) EDIT

| Operator Name || Type of Business |

|Steven Philips ||So|e Proprietorship |

SECTION IV - REGISTRATION (Establishment Information) EDIT

Establishments Information :
|Estab|ishment Name” Address I
[steven Philips |[11820 Parklawn Dr, Suite # 300, Rockville, MD, USA - 21043 |

SECTION V - PRODUCT LISTING EDIT

Product Listings :
| Product Name ”Product Category” Product Identification Number

|
|
18
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<< Back without Saving ] £«£ Cancel and Back to Main Menu ] << Save Draft and Exit l »> Submit l

SECTION VI CONFIRMATION STATEMENT

An item followed by an asterisk (*) denotes a required field.

The data and information in this submission have been reviewed and, to the best of my knowledge, are certified to be true and
accurate. | agree to report changes to this information as required under section 905(i)(3) of the Act.

WARNING:
A willfully false statement is a criminal offence, U.S. Code, Title 18, Section 1001.

O Agree * ¥

Identity of the Signatory * :

O Owner
O Operator

O Authorized Agent (Complete section below)

CONTACT INFORMATION

First / Given name * : | I

Middle Name : | |

Last Name * : | |

Position Title : | |

Email Address : | |

Telephone (Include Country Code if applicable) (XXX- | |
XXX -XXXX) :

FAX (XXX-XXX-XXXX) : I I

Company Name : | |

Address Linel * : | |

Address Line2 : | |

Country * : | PleasselectCountry
ZIP or Postal Code * : | | @
City * : | I
State, Province or Territory * : | SelectState/Province |

<< Back without Saving £«£ Cancel and Back to Main Menu ] €€ Save Draft and Exit ] > Submit

20
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Get Help"'?-'

REGISTER A NEW TOBACCO ESTABLISHMENT

Thank you for submitting your registration and product listing. You will receive an acknowledgement notification from the
Center for Tobacco Products when your submission has been processed.

<< Back to Main Menu Print Confirmation »»
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FURLS TRLM Screenshots - New Registration and Product Listing

In response to industry comments, and in order to replicate functionality allowed by the paper
form, FURLS will have additional features that eSubmitter did not. Below is a summary of those
features.

Page # Feature

7 Page 5 of Form 3741 states that “Multiple copies of this page may be submitted...”

FURLS allows for the “multiple copies” by allowing the user to enter multiple
operators, which will be displayed in a chart format. The user can select “Add
Another Operator” to replicate a paper form submitter attaching an additional page.

8 Form 3741 allows industry to provide multiple operators. Depending on which
establishments those operators are associated with, industry may have to submit
multiple copies of the operator information for each establishment.

FURLS allows the user to select operators from a drop-down list (if there were
multiple establishments entered), thereby reducing the data entry burden.

10,12,14 | Page 9 of Form 3741 provides space for Advertising, Labeling, and Consumer
Information.

CTP received feedback from industry that they were confused about how to indicate
there was no Advertising, Labeling, or Consumer Information for their products (e.qg.,
if they make products for further manufacturing use that are not advertised). Some
firms submitted paper with the statement “No Labeling to Provide” or similar
language.

FURLS will alleviate this confusion by providing optional check boxes for the user to
indicate that they have no files to submit. This will prevent industry from wasting
time creating and submitting a file that states they have no files to submit. With
FURLS, they can simply check this box.

16 CTP noticed that industry was submitting numerous duplicate product listings.
During inspections, CTP has raised this issue with several firms. The firms were
unaware that they were submitting these duplicates.

FURLS will flag possible duplicates (based on the product name, category, and
unique product identifier (if provided)). The user can choose to ignore this or may
instead choose to delete duplicates.

Reducing the number of duplicates will greatly improve CTP’s efficiency when
preparing for and conducting inspections.

18 FURLS will present users with a Review page prior to submitting. The user can
choose to edit any section or proceed to submit. In eSubmitter, users cannot see this
summary of their data entered, and must click back through each data entry screen to
make any corrections. The FURLS review pages allows users to quickly make any
corrections to a particular section before submitting, rather than forcing them to
navigate back through every data entry screen.
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Product Listing Date Packaged:
Outline | Screen: Overview

@ Introduction |

- ‘0“91”‘93” | Registration and Product Listing for Owners and Operators of Domestic

__I Instructions .

2 Identification ; Tobacco Product Establishments

] Submission Content

On June 22, 2009, the President signed the Farndly Smoking Prevention and Tobacco Control Act {Tobacco Contral Act) (Public Law 111-31)
into law. The Tobacco Control Act amended the Federal Food, Drag, and Costnetic Act (the act) by, arong other things, adding a new chapter
granting FDA important new authority to regulate the manufacture, marketing, and distribution of tobacco products to protect the public health
generally and to reduce tobacco use by minors. To view the Tobacco Control Act, see Public Law citation {Pub. Law 111-313

Cormplete the following gquestion and answer form to register your establishment and submit your product listing to FDA's Center for Tobacco
Products wia the FDA Electronic Submissions Gateway (ESG). To register with the FDA ESG, go to warw fida, gow/esg/

For your reference, see the Guidance: Registration and Product Listing for Owners and Operators of Domestic Tobacco Product
Establishments.

Please note, there are several icons within the application to help guide you. Most importantly, the yellow light bulbs indicate additional
instructions, definitions from the guidance document, and other helpful hints

An agency may not conduct or sponsor, and a person is not required 1o respond to, a collection of information unless it displays a currently
valid OME control mumber. The OWE control tumber for this infortmation collection is 0910-0650 {expires 5/31/2010).

Blue dots indicate required fields.
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing Date Packaged:
Outline | Screen: Instructions

@ Introduction |

1 Crvervigwr

__I Instructions
2] ldentification
] Submission Content

Introduction > Registration > Product Listing > Confirmation
You are in the Intreduction section. This section includes the requirements for registration and praduct listing. In this next
section you will be asked to identify your rale and type of submission (new or update to previous submission).

Based on your answers to this section, the application will tailor subsequent guestions to ensure that you only answer those
guestions relevant to you

Instructions and helpdesk assistance (esubmitterg@fda.hhs.gov or 1-877-FDA-1CTP (1-877-332-1287)) are available to
help you create your eSubmitter submissions for the Center for Tobacco Products.
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing Date Packaged:
Outline | Screen: ldentification

@ Introduction |
1 Crvervigwr

Statutory Requirements

1 Instructions
2| ldentification

] Submission Content Owmners and Operators must register establishments and list products as required by Section 205 of the Tobacco Control Act. For information

regarding the 905 requirements, please refer to the Guidance: Registration and Product Listing for Owners and Operators of Dotnestic Tobacco
Product Establishments.

Please identify the role of the regisirant. Please note that the registrant can serve multiple roles. You must indicate which roles do

and do not apply to you.
Areyou an Owner? *Q 1 Yes
) No
Are you an Operator? *Q ) Yes
) No

In order to reduce redundant submissions, FDA strongly encourages that owners register and submit product listing information for
themselves and on behalf of their operators.

Are you registering on behalf of another party {e.g., Owner registering on behalf of an Gperator or Cperator registering on behalf of an
Ownen?
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File Edit View Ouiput Tools Help
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Report Type: CTP: Tobacco Establishment Registration & Procuct Listing

Submission Name: ElankForm_905 Last Modified:

Date Packaged:

Outline | Screen: Submission Content

@ Introduction

1 Crvervigwr

1 Instructions
] Identification ]
2| Bubmission Content i | The following submission options are available:

Submission Status

New Registration and Product Listing should be used when you first register establishments and list products with FDA

Update to a Registration should be used if you are completing your annual registration with the FDA (post the initial registration and
product listing) or if you are opening a new establishment, or closing an establishment that iz already registered with the FDA.

Update to Product List should be used if you are completing your bi-annual update to your product list (post the initial registration and
product listing) {per section 9050030,

When submmitiing an update, provide a complete registration or product lst as this submission will serve as FDA's most recent information on
record. You may re-use your initial submission file as a starting point by selecting File > Save As. The data from the old subrmission will he
copied ower to the new submission with the new file name. If you are unsure how to submit an update, please contact the help deslk at
eSubmitten@@fda hhs.gow or by telephone at 1-377-FDA-1CTP.

Flegsa note: If pou ave discontinuing ov resuming a discontinued product par 805¢1)(3), you ave vequired to submit a bi-comual updete 1o
product list through only 905 and not 904(a)(1)

For information regarding the section 905 requirements, please refer to the Guidsnee: Registration and Product Listing for Owners and
Operators of Domestic Tobacco Product Establishments

Select the appropriate submission status: @ 'Y | ) New Registration and Product Listing (per 905(b) and 905(i){(1))
(I Update to a Registration {per 905(h)) {previously submitted to the FDA)

{1 Update to a Product List (per 905()(3)) (previoushy submitted to the
FDA)
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing

Date Packaged:

Outline | Screen: Instructions

2 Introduction |
2 Confirmation |
‘2 Product Listina |

@ Registration | Introduction > Registration > Product Listing » Confirmation
_ 1 Instructions
2 Owmer Information

Y¥ou are now in the Registration section. This section requests contact and address information, as well as the business

structure of the owner and/or operatar. In addition, you will be asked to provide address infarmation for each estahlishment heing
2] Operator and Establishment Reg registered
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Submission Name: ElankForm_905 Last Modified:
Repaort Type: CTP: Tobacco Establishment Registration & Product Listing Date Packaged:
Outline | Screen: Owner Information
' Introduction | | | Enterthe Owner point of contact infarmation follawed by the Owner's name and address 3] ||| i |” @
2 Confirmation | : o
I 2 Product Listina |
@ Repistration | ||| contact
1 Instructions Title (Mr., Ms., Dr) | \

2 Owner Information
Estabiishment Registration
2] Gperator and Establishment Reg | : Middle Name: | ‘

FirstiGiven Narme [ |

Last Mame: [ |

Position Title: [ |

Ernail Address [ |

Address

Owner Name (i.e., Campany or Individual Owner Mame): @ | |
Country: @ | @ United States of America () Other (select helow)
Address - Line 1 @ | |

Address - Line 2 [ |

City: LR |
State, Frovince, or Territony: [ ]
| =

Post Office ar Zip Cade: CH| - |

Phone Numbers

Telephane number: [y - Ea |

Fas nurmhber: [ o - |

Reference Numbers (for the Owner Name ({i.e., Company or Individual Owner Name) specified above)

D&E D-U-N-8 Murmber. || |
Select the type of huginess structure (oTthe Owher) ® “ - |
For a corporation, enter the name of each corporate officer and director by clicking on the add {+) button below.

o [ = @ 3 0 0f 50 items in the list

-

4

* | Inthe case of 4 corporation, select the state of incorporation: ‘

* | Please describe further:

[fthe Owner does business by any other name, please list all such names: ? |\
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing Date Packaged:
Outline | Screen: Establishment Registration
2 Introduction | ») 9
2 Confirmation | &4
2 Product Listina | -
@ Registration | L = 2 | List Il Detail @ ®

1 Instructions

21 Owmer Infarmation How to Register your Establishment(s):

You may enter data directly into this screen using the data entry method. As an alternative to data entry, you may enter this

2J) Operatar and Establishment Reg infarmation into & pre-formatted spreadsheet that CTP has specifically designed to be imported here.

Data Entry Method:

1. To beqin, click on the "Add" button to enter contact and address information for an Establishment
2. To add another Establishment, click on the "Add" hutton again.

Import Method

1. Click on the link (Import Spreadshest Template for Establishment Registration) to launch the pre-formatted
Excel spreadsheet.

Save the Excel spreadsheet file to an alternate location on your computer prior to filling in the requested

information. You will need to navigate to the location of the file during the impart process.

Mote: Avoid changing the format of the spreadsheet as this may interfere with importing and the walidation of

the data

Once you have entered the information into the spreadsheet, click the Import Data button on the top right

corner of this screen next to the yellow light bulb and follow the import wizard.

. After all data is imported, you can click on the "List" button to view and verify the imported productis)
infarmation.

2

-

S

=

To see these instructions again, you may click on the "Infe" button
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Repaort Type: CTP: Tobacco Establishment Registration & Product Listing

Last Modified:
Date Packaged:

Outline | Screen: Establishment Registration

2 Introduction )

2 Confirmation &
L ‘2 Product Listina

@ Registration |

Lo ] = ] o | w__| ©
L] Insinuctionz Establishment Registration Details
# ] Owner Information

Estabiishment Registration
21) Operatar and Establishment Reg

Enterthe name and address of the Establishment.
‘ W | W

Contact

Title (Mr., Ms., Dr):

FirstiGiven MName:

Middle Name

LastMame:

Fosition Title:

Email Address:

Address

Establishment Mame {i.e., Company or Individual Establishment Name)

Address - Line 1:

Address - Line 2:

City:

State:

FPost Office or Zip Code:

Phone Numbers

Telephone number.

Fax number:

Reference Numbers {for the Establishment Name (i.e., Company or Individual Establishment Name) specified above)

D&B D-U-M-5 MNurmber:

Select the operation(s) perfarmed by yaur establishment @

P = @ 3 00710 items in the list

a

¥

If"0Other. " please describe:
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing Date Packaged:
Outline | Screen: Operator and Establishment Registration

'J Introduction

2 Confirmation
‘2 Product Listina

@ Registration

| d
|

| | & | = | = || List | Detail H @

1 Instructions
2 Owmer Information

21| Operatar and Establishment Reg

How to Register your Operator(s) and Establishment(s):

infarmation into & 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 about an Operator.

2. Enter the Operator's business structure and name and address.

3. Nest, you will enter the associated Establishment name, address and functions performed.
4. To add another Operator and/or Establishment, click on the "Add® button again.

Import Method
1. Click an the link {Import Spreadsheet Template for Operator and Establishment Registration) to launch the

pre-formatted Excel spresdshest.

2. Save the Excel spreadsheet file to an alternate location on your computer prior to filling in the requested
information. You will need to navigate to the location of the file during the import process.

w

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

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

s

=N

To see these instructions again, you may click on the "Infe" button.

You may enter data directly into this screen using the data entry method. As an alternative to data entry, you may enter this

Mote: Avoid chanding the format of the spreadsheet as this may interfere with importing and the walidation of
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Submission Name: BlankForr_205 Last Maodified:
Report Type: CTP: Tobaccao Establishment Registration & Product Listing Date Packaged:
Outline | | Screen: Operator and Establishment Registration

2 Introduction | ? F

2 Confirmation : l %‘ I

| aapﬁl';?;‘r';zi""“ [ @ | = | =& ] List Info @ <

1 Instructions : - Operator and Establishment Information Details
71 Cvmer Infarmation : m

Establishrment Registration N .

. i || Is the Operator also the Owner (therefore all contact and business structure information is the same)? El
=) Operator and Establishmeant Reg |

Operator Information

Enter the name and adiress ofthe Operator: ° H ] " @ l

Contact

Title (Mr., M., Dr: [ |

FirstiGiven Hame: [ |

Middle Nama [ |

Last Name: [ |

Fosition Title | |

Email Address [ |

Address
Operator Mame (i.e., Company or Individual Operator Name): [ ] | |
Address - Line 1: e | |

Address - Line 2: [ |

City: @ || |

Stale: ] | - |

Post Office or Zip Code:

Phone Numbers
Telephone number. [ - Ext: |
Fax number: [ - |

Reference Humbers (for the Operator Name (j.e., Company or Indnidual Operator Name) specified above)

D&B D-U-N-5 Number: || |

Ifthe Operator does business by any other name, please list all such names: \) || |
Select the type of business structure (of the Cperaton) L] || - |
For a corparation, enter the name of each corporate officer and director by clicking on the add (+) button bhelow. [ ]
[ 3 I Y =] @ 3 0 of 0 iterns in the list (1 reguired)
a
-

* | Inthe case of a Corporation, select the state ofincorporation: [ ] || -

* | Please describe further:

(Continued on next page)





Establishment Information

Iz the Operatar Mame and Address the same as the Establishment Name and Address? ‘ -

Enter the name and address of the Establishment

Contact

Title (Mr., M., Dr): [ |

FirstiGiven Marme: [ |

Middle Name [ |

Last Name [ |

Position Title [ |

Email Address [ |

Address
Estahlishment Name (i.e., Company or Individual Establishment Name): [ ] | |
Address - Line 1: e | |

Address - Line 2: [ |

City @ | |

State: ] | - |

Post Office or Zip Code:

Phone Numbers

Telephone number: [ - Ext: |
Faxnumber: [ - |
Reference Humbers {for the Establishment Name (i.e., Company or Individual E i Name) i ahowe)

D&B D-L-h-S Mumber: || |

Selactthe operationts) performad by the Establishment: @
[ P l = @ 3 0 0730 iterns in the list

Ll

* | If*Other.", please describe:
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Outline | Screen: Instructions
') Registration |

'J Introduction |
2 Confirmati | q g g T R f
@ Prowuctistng | Introduction > Registration > Product Listing > Confirmation
_ 1 Instructions |
(2] Product Identification

You are now in the Product Listing section. This section is used to enter information about your product({s), including
advertising, 1abeling and consumer infarmation.
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File Edit View Ouiput Tools Help
B =D R R EEIE
Submission Name: ElankForm_805 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Procuct Listing Date Packaged:
Outline | | Screen: Product Identification |
) Registration | v o
2 Introduction | %
'J Confirmation | § - : .
@ Product Listing | [ & | = 2 | List | Detail - L2

_ 1 Instructions

221 Product Identification How to List Your Product(s):

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 & pre-formatted spreadsheet that CTP has specifically designed to be imported here.

Data Entry Method:

1. Tobegin, click on the "Add" button to enter information about a product

2 vou will also fe asked to enter the labeling, consumer information and advertising for a particular product
before entering another product.

3. Click on the "Add" button again to list another product
Import Method

1. Click on the link (Impaort Spreadsheet Template for Product Listing) to 1aunch the pre-formatted Excel
spreadsheet.

Save the Excel spreadsheet file to an alternate location on your computer prior to filling in the requested

information. You will need to navigate to the location of the file during the import process

. Mote: Avoid changing the format of the spreadsheet as this may interfere with importing and the walidation of
the data

. Once you have entered the information into the spreadsheet, click the Impart Data gutton on the top right
corner of this screen next ta the yellow light bulb and follow the import wizard.

. After all data is imported, you can click on the "List" button to view and verify the imported product(s) |
information

2

[

s

=

To see these instructions again, you may click on the "Infe" button.
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Submission Name: ElankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Product Listing Date Packaged:
Outline | Screen: Product Identification

' Registration | Q y

' Introduction [ | b |

2 Confirmation |
@ Product Listing | ‘

I Instructions Product Details
21) Product [dentification

Product Information

& J = | = J[ = o e 0

Enter the product name (i.e , brandisub-rand or other commercial name used in - @ '
commetcial distribution):

A product identification number must be provided if needed to uniguely identify the [ |

product:

* | Selectthe type of product identification number. | - |
Select use of this product: ] | v|
Select the product category: L] | - |

> | If Other, please describe further: | |

Select the flavor: | v|

£ | If Other, please describe [ |

Advertising

A representative sampling of advertising may he reguired. Please see the guidance document, section 111.C.2, for additional details. Flease attach \)
vour advertisements by clicking on the plus sign. For each adverdisement, we request that you provide the following optional information in the
“Description of File" section when selecting your file:

- Type of adverlising material (e.g., magazine)
- Internal identification number, as applicable
- Date advertisement wag first disseminated

| @ s = & 0 terns in the list

Title Name Date Size |

Laheling

Attach all labeling for this product by clicking on the plus sign. For each itern of laheling, we request that vou provide the following optional [ ] V‘
information in the description section:

- Type of laheling material {e.q., package labeling)
- Internal identification numher, as applicable

- UPC code, as applicable

- Date labeling was first disserninated

(] s =] & 0 ftems in the list
Title Name Date Size |

Consumer Information

Consumer infarmation may be required. Please see the guidance document, section IIl.C 2, for additional details. Please attach your consumer )
inforrmation by clicking on the plus sigh. For each item, we reguest that you provide the following optional infarrnation in the "Description of File"
section when selecting your file:

- Type of material (8.4, consumer brochure)
- Internal identification number, as applicable
- Date material was first disseminated

| > | S o Q 0 items in the list

Title Mame Date Size |
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Submission Name: BlankF orrm_805 Last Modified:
Report Type: CTP: Tohacco Establishment Registration & Product Listing Date Packaged:
Outline ‘: Screen: Instructions

' Product Listing
2 Registration
‘2 Introduction
@ Confirmation

Introduction > Registration > Product Listing > Confirmation

_ 1 Instructions
/] Canfirmation Staternent

Yau are now in the Cenfirmation section. This section contains a confirmation statement, and requests additional contact and
_\l Package Files for Submission

address infarmation, as needed. Your last step in this section is to package your submission for transmission to the Center for
Tobacco Products.

The packaging process will validate that you have completed data entry
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Submission Name: BlankForm_905 Last Modified:
Report Type: CTP: Tobatco Establishment Reaistration & Product Listing Date Packaged:
Outline | Screen: Confirmation Statement
9 Product Listing | | y, Warning: Awillfully false statement is a criminal offense, .S, Code, title 18, section 1001
2 Registration | : 4
2 Introduction | |
@ Confirmation | | | The data and infarmation in this submission have been reviewed and, to the best of my knowledge are certified to be frue and accurate. |

agree to report changes io this information as required under Section 905 of the Act.

I Instructions
| Confirmation Statement | | Identify the person submitting this form “ = |
I Package Files far Submission ;

> | If authorized Agent, enter your name and address

Title (Mr., Ms., Dr):

FirstiGiven Mame

Middle Mame:

Last Mame:

Position Title: —

Email Address

Caompary Name

Country:

Address - Line 1

Address - Line 2

City:

State, Province, or Territary:

Post Office ar Zip Code

Telephone number:

Fax number:
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Submission Name: BlankForm_905 Last Modified:
Report Type: CTP: Tobacco Establishment Registration & Product Listing Date Packaged:

Outline | ]

Screen: Package Files for Submission

' Product Listing | :
'J Registration |
2 Introduction |
@ Confirmation |

I Instructions
] Confirmation Statement
_| Package Files for Submission

@ “fou have reached the end of this submission. You may now package the submission and fransmit it to CTP via the ESG or on CO-ROM in arder
to fulfill your requirements. Subrmission via the Electronic Submission Gateway provides secure transmission and enables the FDA to provide you
with an automated acknowledgement of receipt.

Atthis time, you may ave and close this submission to return to it at a later time. To do so, simply click Save and then Close from the File Menu
artop Tool Bar. To re-open this submission after closing, select Open Existing Submission from the Intro Screen ar Open fram the File Menu

Ifyou wiould like to package this submission atthis time in preparation for transmitting to FDA, please begin the packaging process by selecting
Cutput = Package Files for Submission or by clicking the Package icon from the top toolbar. If any required data is missing, the packaging
process will not hegin and a Missing Data Report will be displayed. Please ensure that all required questions are completed and all applicable
documents have heen attached within the submission. Specific directions for packaging your submission can be found in the eSubmitter User
Manual andfor Quick Guide.

Ifyou waould like to prepare another submisgion to fulfill other FDA requirements, please select"Mew! from the File Menu to begin compiling a
new submission and be sure to select the appropriate submission type

=





