KHKELLER AND HECKMAN LLP
Serving Business through Law and Science”

1001 G Street, N.W.
Suite 500 West
Washington, D.C. 20001
tel. 202.434.4100

fax 202.434.4646

MEMORANDUM

Via Electronic Mail

TO: E-Vapor Symposium Attendees

FROM: Azim Chowdhury (chowdhury@khlaw.com)
Benjamin Wolf
Keller and Heckman LLP

DATE: February 2, 2017

RE: Step-by-Step Instructions for Submitting Ingredient Listing Reports to FDA

This memorandum provides step-by-step instructions for submitting the ingredient listing reports required by the U.S. Food
and Drug Administration (FDA) using FDA’s eSubmitter tool and the Center for Tobacco Product (CTP) online portal. Please be
advised that on December 28, 2016, FDA finalized its Guidance for Industry, "Listing of Ingredients in Tobacco Products™ which
effectively extended the deadline to submit ingredient listing reports by 6 months, to August 8, 2017 for non-small scale
manufacturers, and until February 8, 2018 for small-scale manufacturers (a small-scale manufacturer must earn less than $5 million in
revenues annual and have fewer than 150 full-time employees). FDA believes that this additional time will allow manufacturers to
prepare higher quality submissions, and encourages manufacturers to begin the process as early as possible. For more background
information on the ingredient listing requirement, see: https://www.khlaw.com/FDAs-Ingredient-Listing-Deadline-Rapidly-
Approaching-for-Manufacturers-of-E-Vapor-E-Liquid-and-Other-Deemed-Tobacco-Products.
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Using eSubmitter to Submit Ingredient Listing
There are 9 general steps required to submit an ingredient listing to CTP:

1) Establish a CTP Portal Account

2) Set up your CTP Portal Account

3) Download eSubmitter

4) Create a digital signature

5) Collect information to enter in eSubmitter

6) Set up eSubmitter

7) Enter product information into eSubmitter

8) Package your submission

9) Upload the submission to FDA using the CTP Portal

The CTP Portal is used to upload documents including, but not limited to, Ingredient Listings, Reporting of Harmful and
Potentially Harmful Constituents (HPHCs), Health Documents, Apply to Market documents, and Product Applications. Background
information on the CTP Portal can be found here:
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatorylnformation/Manufacturing/ucm515047.htm
Establishing and setting up a CTP Portal Account is not hard or time consuming, but you will have to wait for FDA to take action so
you should begin the process at least 3 weeks prior to needing to submit information.
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1. Establish a CTP Portal Account:

1) Verify that no one else in your organization currently has an account

2) Once you confirm that no one has an account, you then designate to FDA, in writing, an Industry Account Manager (IAM) for
your organization.

a. The IAM is primarily responsible for creating and managing user accounts, however, they also are able to submit
filings.

3) Torequest an IAM, email the CTP Portal Helpdesk at CTPeSub@fda.hhs.gov with subject line “IAM Request.”

4) A signed letter that designates the IAM, provides contact information, and certifies compliance with regards to electronic
signatures should be attached to your request email.

5) Once you send this letter electronically, you will need to mail a hard copy to this address:

Center for Tobacco Products
Document Control Center
Building 71, Room G335
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Information regarding IAMs along with instructions for executing the request letter can be found here:
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/Manufacturing/ucm515185.htm.

6) Once the hard copy has been received by CTP, the IAM will be contacted via email after their portal account has been created.
7) Once the IAM has activated his/her account, he/she can send invitations to additional members of the organization to create
their accounts while managing each user’s account privileges.


mailto:CTPeSub@fda.hhs.gov
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2. Set up your CTP Portal Account

1) Below is a homepage that only has administrative access (indicating that this is the IAM):

CTP Portal 1 Mcintyre, Emma | Keller and Heckman LLP MO Logout

LT UM Admin

Welcome to the CTP Portal

The U.S. Food and Drug Administration’s (FDA), Center for Tobacco Products (CTP) developed the CTP Portal as part of its initiative to improve submission
processing and facilitate interaction with industry stakeholders. The CTP Portal allows industry stakeholders to use the embedded upload feature to transmit
eSubmitter-generated submissions; this new transmission method offers industry stakeholders an alternative to the Agency's existing WebTrader Hosted
Solution.

The CTP Portal is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, importers, and distributors who make
submissions to CTP. The CTP Portal should improve transparency and facilitate communication to speed issue resolution that may otherwise hinder
processing and/or access to industry submissions.

The CTP Portal does not replace existing FDA systems and corresponding requirements, including but not limited to Tobacco Registration and Product Listing

submissions made via the FDA Unified Registration Listing Systems (FURLS).
Let's Get Started
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2) To edit user privileges, click the “Admin” tab

CTP Portal A Mcintyre, Emma | Keller and Heckman LLP Mo

Home QVITH

Welcome to the CTP Portal

The U.S. Food and Drug Administration’s (FDA), Center for Tobacco Products (CTP) developed the CTP Portal as part of its initiative to improve submission
processing and facilitate interaction with industry stakeholders. The CTP Portal allows industry stakeholders to use the embedded upload feature to transmit
eSubmitter-generated submissions; this new transmission method offers industry stakeholders an alternative to the Agency's existing WebTrader Hosted
Solution

The CTP Portal is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, importers, and distributors who make
submissions to CTP. The CTP Portal should improve transparency and facilitate communication to speed issue resolution that may otherwise hinder
processing and/or access to industry submissions.

The CTP Portal does not replace existing FDA systems and corresponding requirements, including but not limited to Tobacco Registration and Product Listing

submissions made via the FDA Unified Registration Listing Systems (FURLS)
Let's Get Started



KELLER AND HECKMAN LLP

E-Vapor Symposium Attendees
February 2, 2017
Page 6 of 49

3) Either click “Add New User” to create a new user within your organization, or click “Edit” to update a current user’s privileges

CTP Portal A Mcintyre, Emma | Keller and Heckman LLP meoe

Home QY11

Manage Users Manage Employers
a E © Add New User n o

Last Name ¥ First Name ¥ Username + Emall ¥ Privilege ¥ User Status ¥

=
o
=
m
o
=3

Chaput Owen owen.chaput@kah chaput@khlaw.com CTP Portal Active
View/Reply
(4)

=
o
=
m
o
~

Chowdhury Azim azim.chowdhury@kah chowdhury@khlaw.com CTP Portal Active
View/Reply
Messages...
(4)

! .
|

=
0
=
m
o
=3

DiPano Kristina kristina.dipano@kah  dipano@khlaw.com CTP Portal Initiated
View/Reply
Messages...
(4)

=
o
=
m
o
=

Mcintyre Emma emma.mcintyre@kah mcintyre@khlaw.com CTP Portal Active
User Admin

I .
|
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4) If you create a new user, fill in the pertinent information fields and make sure to select ALL privileges, except “CTP Portal
User Admin.” The IAM is most likely the only person who needs “CTP Portal User Admin” privileges

CTP Portal

Home QY10

4 Mcintyre, Emma | Keller and Heckman LLP m o

Manage Users Manage Employers

Add New User

Position Title: *Emall: *Is the User a Direct Employee of:
Keller and Heckman LLP
Title: *Privileges: (0) 0 Yes No, the user is an agent o
-Select- v

€ CTP Portal View Submission-
*Flrst Name: Related Information

9¢ CTP Portal View/Reply Messages
Middle Name: 3¢ CTP Portal View Only Messages
$¢ CTP Portal Upload

CTP Portal User Admin

*Last Name:
Time Zone:
. (UTC-5:00) Eastern Standard Time
Generational Suffix: (America/New_York) v
-Select-  w

Professional Suffix:

Cancel
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5) If you are editing the privileges of a current user, select ALL privileges, except “CTP Portal User Admin.” (Emma Mclntyre is
the IAM for Keller and Heckman which is why she has “CTP Portal User Admin” selected).

CTP Portal 1 Mcintyre, Enma | Keller and Heckman LLP MO Logow

Home RETIIL]

Manage Users Manage Employers
Edit User Detais Send User Account Reset
Position Title: Emall: mcintyre@khlaw.com “Is the User a Direct Employee of:
Practice Group Manager Username: emma mcintyre@kah Keller and Heckman LLP
Title: User Status: o Yes No, the user is an agent 0
- Select- | v hewe Malling Address:
-Change- v Same as: Keller and Heckman LLP
“First Name:
Emma Status Last Updated On: Malling Address Line 1:
12/01/2016 09:16 PM 1001 G St NW Ste 500
Middle Name:
*Privileges: (5) o Mailing Address Line 2:
“LastName: « CTP Ponal View Submission-  Country:
Mclntyre Related Information E
United States of America v
Generational Suffix: ~ CTP Portal View/Reply Messages
Skl ~CTP Portal View Only Messages -City: * State/Province:
~ CTP Portal Upload Washington District of
Professional Suffix: + CTP Portal User Admin Columbia Y
Pirre-Some Zip/Postal Code:
(UTC-5:00) Eastern Standard Time o 20001 - 4545
(America/New_York)
Country Code:

United States of America(+1)  w

Office Phone:

Office Fax:

Cancel E
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6) Once you have changed a user’s privileges, his/her homepage should update accordingly:

CTP Portal A Mcintyre, Emma | Keller and Heckman LLP [Az 7] Logout

Welcome to the CTP Portal

The U.S. Food and Drug Administration’s (FDA), Center for Tobacco Products (CTP) developed the CTP Portal as part of its initiative to improve submission
processing and facilitate interaction with industry stakeholders. The CTP Portal allows industry stakeholders to use the embedded upload feature 1o transmit
eSubmitter-generated submissions; this new transmission method offers industry stakeholders an alternative to the Agency'’s existing WebTrader Hosted
Solution

The CTP Portal is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, importers, and distributors who make
submissions to CTP. The CTP Portal should improve transparency and facilitate communication to speed issue resolution that may otherwise hinder
processing and/or access to industry submissions

The CTP Portal does not replace existing FDA systems and corresponding requirements, including but not limited to Tobacco Registration and Product Listing

submissions made via the FDA Unified Registration Listing Systems (FURLS).
Let's Get Started

Recent Regulatory Letters Recent Notifications

@ 10/13/2016 09:44 AM TC0001623

NO Heguiatory L etiars exist A submission is now available for viewing in the CTP Portal

@ 08/26/2016 09:29 AM
The CTP Portal User Admin has changed

Displaying 2 moat recent

Recent Uploads

No Uploads exist.
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3. Download eSubmitter:

There is no need to wait until the CTP Portal Access is established or the Portal is properly formatted to continue working on
ingredient listings. The portal is used for submission of information that is packaged using FDA’s free eSubmitter tool. The
eSubmitter tool is accessed via your desktop and has submission templates that include:

e Listing of Ingredients in Tobacco Products (Sections 904(a)(1) and 904(c) of the Federal Food, Drug, and Cosmetic Act
(FD&CA));

e Tobacco Health Documents (Sections 904(a)(4) and 904(c) of the Federal Food, Drug, and Cosmetic Act (FD&CA));

e Reporting Harmful and Potentially Harmful Constituents (Sections 904(a)(3) and 904(c) of the Federal Food, Drug, and
Cosmetic Act (FD&CA));

e Product Applications (e.g. PMTA, Exemption from SE, SE);

e These submission templates are updated by FDA regularly. Available for your reference are three (3) user manuals that
expound upon different aspects of eSubmitter as it relates to CTP submissions (See Exhibits 1 — 3). Please contact Keller
and Heckman for electronic copies of Exhibits 1 — 3.

1) eSubmitter can be downloaded here: http://www.fda.gov/Forindustry/FDAeSubmitter/ucm108165.htm.
2) Play close attention to the file location
3) Put a shortcut on your desktop or pin to the start bar for ease of access


http://www.fda.gov/ForIndustry/FDAeSubmitter/ucm108165.htm
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4. Create a Digital Signature:

1) In Adobe (you can use Adobe Acrobat Reader, downloadable from https://get.adobe.com/reader/) go to “Edit” and select
“Preferences” from the pulldown (indicated by the red arrow in the image below)

B Adobe Acrobat Reader DC 11 L1 T ———— ool )l

WWM Window Help =

Hc

Q

R & r @

Shift+Ctrl+A Fill & Sign Stamp Certificates Measure



https://get.adobe.com/reader/
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2) Select “Signatures” from the Categories list and then click “More” next to “Identities & Trusted Certificates” as indicated in
the image below

r

Preferences PS

Categories:

Digital Signatures
Commenting
Documents
Full Screen
General

Page Display

Creation & Appearance

+ Control options for signature creation
+ Set the appearance of signatures within a document

3D & Multimedia Verification
Accessibility
Email Accounts « Control how and when signatures are verified
Forms
Identity
Internet Identities & Trusted Certificates
JavaScript
Language
Measuring (2D)
Measuring (3D)
Measuring (Geo) Document Timestamping
Multimedia (legacy)
Multimedia Trust (legacy) « Configure timestamp server settings
Reading

Reviewing

Search

Security

Security (Enhagced)
Signatures h
Spelling

Tracker

Trust Manager

Units

« Create and manage identities for signing
+ Manage credentials used to trust documents

o
=

| | Concel
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3) Next select “Add ID” as indicated by the red arrow in the following image

(& Digital ID and Trusted Certificate Settings &
=] Digital IDs +.| Add ID Usage Options + | ,F Certificate Details ﬁa Export e Refresh &) RemovelD
Roaming ID Account  Name Issuer Storage Mechanism Ex
Dicital D E Azim Chowdhury <chowdhury@k... Azim Chowdhury <chowdhury@... Digital ID File
® v ves Castle-Grandstaff, EmmaJ. <gran... KH-WDC-1-CA Windows Certificate Store
Windows Certificate Store

Windows Digital IDs Emma McIntyre <mcintyre@khla... KH-WDC-1-CA

PKCS#11 Modules ar

Trusted Certificates

Azim Chowdhury
Keller and Heckman LLP
Issued by: Azim Chowdhury
Keller and Heckman LLP
Valid from: 2016/08/17 13:04:14 -05'00'
Valid to: 2021/08/17 13:04:14 -05'00'

Intended usage: Digital Signature, Encrypt Document, Key Agreement

4) Choose “A new digital ID I want to create now” and then “Next”
5) Choose “New PKCS#12 digital ID file” and then “Next”
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6) Fill in the information requested (Key Algorithm should be “1024-bit RSA” and Use digital ID for should be “Digital
Signatures and Data Encryption”) and click Next
7) Select location to save the signature and assign a password. Click “Finish”



KELLER AND HECKMAN LLP

E-Vapor Symposium Attendees
February 2, 2017
Page 15 of 49

5. Collect Information to Enter in eSubmitter:

See our selparate memorandum (“User Guide — Ingredient Listing of E-Liquids and E-Vapor Devices”) on what information should be
collected.®

1) There are FDA provided spreadsheets that can be used to enter the product and ingredient (but not component) information.
a. You can utilize these to help with uploading
b. Do not change the formatting

c. Save your completed work as a “.xIs” and not as a “.xIsx” as eSubmitter will not look for a “.xlsx” file to upload

L 1)FDA has not, to date, provided any guidance on how to submit “ingredients” for e-vapor device hardware. None of the
current guidance document, the eSubmitter template nor the Form 3742 provide any insight in this regard. In the absence of
any such information from FDA, this memorandum provides our best assumptions for how to prepare ingredient listing
reports for e-vapor devices. Please note that FDA could provide additional guidance on ingredient listing for either e-liquids
or e-vapor devices in the future that could differ from the information presented herein. Where FDA is silent on a request or
requirement we cannot guarantee that FDA’s expectation for reporting ingredients is consistent with these guidelines. We
will, of course, update these guidelines as necessary if FDA provides more information.



KELLER AND HECKMAN LLP

E-Vapor Symposium Attendees
February 2, 2017
Page 16 of 49

6. Setting up eSubmitter and
7. Entering Ingredient Listings in eSubmitter

1) When you open up eSubmitter and click on “Create New Submission” (indicated by the green arrow in the picture) you will
see the following:

=]
fde Edt View Table Quiput Tools Help

BEH A0 6 O Q|28 = 5 B 30)

1" 'Messages |

S | “
l leicome 3 k. v | . History |
New Submission Dialog
‘ f/] P — Create New Submission ®| are Initiative
) & 1o automate the submission process
— 2 step1 | £ Type v w FDA to capture data In a more
‘ é eSubmitter ice lengthy review times,
List of Available Submission Types I FeSubmitter Quick Guide”, which
| Name J. Version Version Dat ge” aiso provides information on
‘ I-a Exit Application CORH: Report of Assembly of 3 Diagnostic X-Ray System 12 040272014 1143424 | Baunched from the corresponding
CTP: Tobacco 904(a)(3) Template 13 081042016 07:15:3
CTP: Tobacco Health Document Submission 13 081042016 07.15:5: -
e S ; 4 1 "
CIESA008ScC0 IO s oot K gy 2 LIO72038/08008 {. htory questions, contact the
CTP: Transmittal Form 16 0810422016 07:15:1
{CVA: OMUMS Indexing Submissions 12 0511972016 12:46:1
CVM: ONADE SUBMISSIONS 112

102472016 06:46:16 w| || flogged onto the Internet at the time
18

1

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. 3874),

establishing requirements for tobacco product ingredient submissions. To view the Tobacco Control
Act, see Public Law citation (Pub Law 111-31)

T .

[ goncat | [ Mem |

. U.5. Department of Health & Human Services

|
Note that the orange arrow points to a series of starred tabs with helpful background information (available before you click on
“Create New Submission”)
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2) Select “CTP: Tobacco Product Ingredient Listing” (highlighted in the picture above) and then click “Next”
3) On the next screen you will be prompted to provide a descriptive name and filename.

[STes -] X
fle Edit View Table Ouiput Tools Help .
FEMEREERPIEEREREIR

D, o L.
1" Messages |

\ B Create New Submission... ‘

New Submission Dialog
' @ Open Existing Submission... ‘ -

Create New Submission EAREvare Initiative

—— ) ; Jto automate the submission process

[ stepz | Provide Submission Details w FDA to capture data in a more
} § esubmitter Quick Guide.. J ce lengthy review times

Specify the Submission Descriptive and File Names v eSubmitter Quick Guide®, which
F——————————— o | Descriptive Name @ |[Keller and Heckman 7 || |ige" also provides information on
' E@ e - ‘ o 'Ke ler and Heckman Example E-Cigarette o ek

® | File Name (xml) @ | [KH_E-Cig |
_ |im at: esubmitter@fda hhs gov
C about this ¥ | ||tory questions, contact the
iBlogged onto the Internet at the time
1
| conca [ provous_| -

& U.s. Department of Health & Human Services |
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Note that both the descriptive name and file name spaces have a blue dot next to them. The blue dot indicates a required field. If you
click on the light bulbs throughout eSubmitter, you will get some additional information about the information requested.

4) After you click “Create” you will be taken to a page labeled “Screen View: Listing of Ingredients: Overview”
5) The first time you use eSubmitter, you should take the time to manage your address list and contact list
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6) To access the address and contact lists, go to “Tools” (indicated by the green arrow in the picture below) and choose the
appropriate list from the pull down. In the image below, the address list has been accessed

[STesubmitt -8 X
Ele Edit View Jable, _Qlllwl JTools_Help. . o o -

LoD RO O||B|2) /20|89

Submission Name: Kelle!andHecki’,’ Example E-Cigarette Last Modified: ‘
Report Type: CTP: Tobacco Ppl uct Ingredient Listing Date Packaged:

Screen View Wmammmmw

]

Notice: eSubmitter submission templates are updated monthly. Using updated templates for your submission helps ensure the latest fields and structure of each submission can be received and processed by the FDA.

When you create a new submission, eSubmitter will provide the newer template.

However, if eSubmitter updates are block

eSubmitter webpage to locate important} Address List Dialog %

If you want to create a submission from a prior submissiof
A - s

N, you can use the 'Save As’ option and eSubmitter will load the newer template.

history on the

are heina hlocked check the EDA

hitp:iwww.fda. DAeSul

On June 22, 2009, the President signed the F;
Cosmetic Act (the distribution of tobacco projy

Complete the following question and answer §|
Submissions Gateway (ESG). To register wit]||

For your refé see the Guidance: Listing)|

Please note, there are several icons within the)

An agency may not conduct or sponsor, and |
collection is 0910-0650 (expires 6/30/2019).

Blue dots indicate required fields.

Select an Address

Organization

Manage Address List

| Country |

Q

Line 1

Act amended the Federal Food, Drug, and

|P Products via the FDA Electronic

1l ent, and other helpful hints.

|PMB control number for this information

View the Comments on the Selected Address

E

" Outline View
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7) To add a new address, click “New” (indicated by the orange arrow in the picture above) and you will be brought to the
following screen:

PWWT#WIIMIM

e Mo in e

FEEER ORI ERE R DR

Submission Name: Keller and Heckman Example E-Cigarefte Last Modified:
Report Type: CTP: Tobacco Product ingredient Listing Date Packaged:

Notice: eSubmitter submission Wm!s are updated monthly. Using updmd templates for your submission helps ensure the Iatest fields and structure of each SUWSSW’\ Cﬂﬂ be received and processed by the FDA.

When you create a new — 3 will load the newer template.
However, nos:bmnmupwnmuod New Acress D30 e e — os«wmmnppmmhumonm
eSubmiter webpage to locate important| m
- e i
Bl S R

[ Organization Name °

[Keller Corp ]

[ Oivsion Name

On June 22, 2009, the President signed the F3: )l Act amended the Federal Food, Drug, and

Cosmetic Act (the distribution of tobacco pro}) Reforence Nembers [Law citation (Pub Law 111-31).
Complete the following question and answer § FDA Establishment identifier (FE1): [ ] b Products via the FDA Electronic
Submissions Gateway (Escm Central Fle Number (CFN) [ ]

For your reference, see the Guidance: Listing | D88 D-U-N-S Number. [ J

Please note, there are several icons within the| | Regisiration Number. [ | and other heipful hints.

An agency may not conduct or spoasor, and OwnerfOperator Number. [ J OMB control number for this information

coliection is 0910-0650 (expires 6/30/2019),
Blue dots indicate required fields.

Internet Home Page Address [ |

Organization Comments
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Note that the Organization Name is “Keller Corp” (indicated by the orange arrow in the picture above) but that none of the reference
numbers (indicated by the green arrow in the picture above) have been filled in. If Keller Corp had any of these numbers they would
also have been filled in, but they are not necessary at this time.

8) Click on the middle tab (“Physical Location”; indicated by the leftmost of the two blue arrows in the picture above) to fill in
the location information, as displayed below:

S -0 X
Ede Edit View Table Qutput Jools Help

BYH 0800 S »D0 P 9

Submission Name: Keller and Heckman Example E-Clgarette LastModified: 1212972016 11:27:15 Al
Report Type: CTP: Tobacco Product ingredient Listing Date Packaged:
e E-
Screen View | Listing of Ingredients: Overview ,JI
0 Notice: eSubmitter submission templates are updated monthly. Using updated templates for your submission helps ensure the Iatest fields and structure of each submission can be received and processed by the FDA
When you create anew , eSul —— = —_— )n and eSudmitter will load the newer template.
However, if eSubmitter updates are blockad Edit Address Dialog - b4 eSubmitter application history on the
eSubmitter webpage to locate Impottant]
hitp:www 13 gowiForindustryFDAeSub{ Organization identification  Physical Location | Mailing Location |
| Address
Country ® United States of America ) Other (select below)

On June 22, 2009, the President signed the F: Act amended the Federal Food, Drug, and

Cosmetic Act (the distribution of tobacco pro | Address -Line 1 1001 G St N.W., Suite 500 West Law Pub_Law 111-31).
Address - Line 2

Complete the following question and answer } ¥ — © Products via the FDA Electronic

Submissions Gateway (ESG). To register wit} | City: Washington

For your reference, see the Guidance: Listing) State, Province, of Teaory: —
District of Columbia >.2

Please note, there are several icons within the} t 1 - cument, and other heipful hints.
| Post Office or Zip Code: 20001-___
An agency may not conduct or spoasor, and = = OMB control number for this information
coliection is 0910-0650 (expires 6/30.2019). Phone Numbers
Blue dots indicate required fields. Telephons numbec (202) 434-4103 62t ___
1 | Fax number. R v — I
t ok || concar |
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9) Click on the “Mailing Location” tab. If the Physical and Mailing Locations are the same, you can check the “Copy Address”

button (indicated by the green arrow in the picture below) to import the information from the Physical Address into the
Mailing Address fields. Otherwise, fill in the Mailing Location

1S -0 X
File Edit View Table Qutput Jools Help

FE =S RIEEREEIOIE

Submission Name: Keller and Heckman Example E-Cigarette Last Modified: 127292016 11:27.15 AM
Report Type: CTP: Tobacco Produdt Ingredient Listing

Date Packaged:

Notice: eSubmitter submission templates are updated monthly. Using updated tempiates for your submission helps ensure the latest fields and structure of each submission can be received and processed by the FDA
When you create a new eSubg™= 3 T — — n and will load the newer tempiate.
However, if eSubmiter updates are blockaf Edit Address Dialog — - history on the
eSubmitter webpage to locate important
hitp:iwww.1da gowiF orindustryFDAeSuby | cath Mailing Location

Copy the physical location to the mailing location [Copy Address ||
. |Lcom poress )
Address ﬁ %‘
On June 22, 2009, the President signed the Fi Country: ® United States of America Other (ub?é M bl Act amended the Federal Food, Drug, and
Cosmetic Act (the distribution of tobacco pro| E ,) \ w w 3
! .
; ! 5 %
Complete the following question and answer Address - Line 1: 11001 G St N w. Sulte 500 West o) © Products via the FDA Electronic
Submissions Gateway (ESG). To register wif Jooz Ay |
Address - Line 2.
For your reference, see the Guidance: Listing [
City. Washington
Please note, there are several icons within the| State, Province, of Territory | y , and other heipful hints.
An agency may not conduct of sponsor, and | District of Columbia A | OMB control number for this information
collection is 0910-0650 (expires 6/30/2019). Post Office or Zip Code: {[20001-
Blue dots indicate required fields.
Phone Numbers
Telephone number. (202) 434-4103 Ext |
Faxnumber.

Iu' i S |

Note: the more information you can provide, the better. Phone number may be especially helpful
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10) At a minimum, you should enter Organization information for the manufacturer, the authorized representative, and the US
Agent

11) Once you have completed entering organizations, you can move on to contacts. You will be able to import addresses for
contacts using the information in the organizations, so it is important that you enter your organizations first

Ell Edll View Table OQutput Jools Help

B EEE RSP ERE RO

Submission Name: Keller and Heckman Example E-Cigarette Last Modified:  12/25/2016 02:44:27 PM
Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:
Screen View |U(Iﬁlh§o'w Overview ||

Notice; eSubmitter submission templates are updated monthly. Using updated tempiates for your submission helps ensure the latest fields and structure of each submission can be received and processed by the FDA
When you create a new submission, eSubmitter will prcmce the newer!empiale ll)ou want to create 3 submission from a Dﬂol submission, ,ou can use the ‘Save As’ option and eSubmitter will load the newer tempiate.
However, if eSubmitter updates are blockad EDA eSubmilter application history on the

eSubmitter webpage to locate important] - 5] Conl g4t Contact m,og 2 =
hitp:iwww 1da. oMoﬂnduslnfDAeSu -

Contact B | ocation | Mailing Location | k @ F
Sel Contact
ld | | Time (e.g. Mr. Ms.) r S|
Wolf, F He
22.2 g

On June 22, 2009, the President signed the F: o FirstGiven Name: [Benjamin ol bl Act amended the Federal Food, Drug, and
Cosmetic Act (the distribution of tobacco pro| 3 = L g w 111-31).

Wolth| | pugate Name: [ Kel
Complete the following question and answer f T 1 © Products via the FDA Electronic

Submissions Gateway (ESG). To register wit] Lastoma: ! [Wolt

Suffix (e.g., St, Jr, W).

For your reference, see the Guidance: Listing|

Degree(s) (e.g. PhD, JOY {0

Please note, there are several icons within the) [ r Jiicument, and other heipful hints.
Occupation Title: |Altorney
Aa SgenCy may nol conduc(»or sponsor, and | eman Adaress "won@wzw o = | OMB control number for this information
coliection 15 0910-0650 (expires 6/30/2019) !
Blue dots indicate required fields. « E‘i Contact Comments S— |
L ::' 2
Viey
oK || gcancel |
M : e J

[ Goanevion J09 > |
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Note that there are four tabs (indicated by the orange arrow in the picture above). You will be able to import information from an
already entered organization in much the same way as you were able to copy the physical and mailing address of an organization.
Otherwise you will have to populate the fields within these tabs as described above.

12) At a minimum, you should enter contact information for the manufacturer, the authorized representative, and the US Agent
13) Once you have completed entering your contacts, click on the right blue arrow (near the bottom of the page, indicated by the
green arrow in the image above)
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14) You will be taken to a screen asking for submission type. If you have not previously provided an ingredient list to FDA, you
should select the first choice (indicated by the orange arrow in the picture below)

ﬂ-mmnmmwlmm

EENOBIEEREE

Submission Name: Keller and Heckman Example E-Cigarelte
Report Type: CTP: Tobacco Product Ingredient Listing

89

L\

Submission Type

Please follow the below to select status properly.

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) -
Complete all sections of the submission form, including Contact Information and Products and Ingredsents.
Initial submission per 904(c)(1) for new product(s) - Complete all sections of the submission form, including Contact Information and Products and Ingredients. Only include new products. Do not include a
comprehensive list of all products.
Initial submission per 904(c)(1) for modification to existing product(s):
Initial submission per 904(c)(2) for modification to existing product(s)* - Complete all sections of the submission form, including Contact Information and Products and Ingredients. Only include products that are
being modified due to a new tobacco additive or increases in the quantity of an existing tobacco additive.
Initial submission per 904(c)(3) for modification to existing product(s)* - Complete all sections of the submission form, including Contact Information and Products and Ingredsents. Only include products that are
bmgmodlﬂedmmehmmgofdecteamganmsmsaddmw or adds or increases an additive.

d to correct p product ingr - Perform a Save As to save the previously submatted submission with 2 new file name. Open the newly named file and make necessary updates
to the submission p«oduct information.

*If modification to a product nvolves more than one ingredsent and 1s subject to both 904(c)(2) and 904(c)(3) reporting requirements, treat the modification to the product as faling under 904(c)(2).
** If you are only reporting an update or correction to contact information, do not use this form. Instead, please submit a letter to FDA indicating the update or correction.

Please note: If you are ing of ing a di i product per 905(1)(3), you are required to submit an update to product list through 905 only and not 904. If you are adding a product, you must submit
an update to product list per 905(1)(3) as well as submit an ingredient listing for this product under 904(c)(1).

If you are unsure how to submit your & jon to CTP (e.g., i please contact the help desk at i hhs.gov or by telephone at 1-877-CTP-1373.
For information regarding the section 904 requirements, please refer to the Guidance: Listing of Ingredients in Tobacco Products.

@ 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)

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

) Type c: Initial submission per 904(c)(1) for modification to existing product(s)

) Type d: Initial per 904(c)2) for 10 existing

. Type e: Initial submission per 904(c)(3) for modification to existing product(s)*

O Typet:
> \ Enter the previous product ingredient submission tracking number. l

I E Submission Type (Please ensure that all products under this submission meet the definition of the checked submission type. Click lightbulb for definitions) oV

F—
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15) Advance to the next screen using the right blue arrow and then check the box indicating that you are a “Manufacturer” (or
agent for a manufacturer; unless the form is being completed by an importer or agent of an importer, in which case you should
select “Importer”)

16) Advance to the next screen using the right blue arrow. There is no information you need to enter on this screen

17) Advance to the next screen using the right blue arrow

18) You will be prompted to enter company and contact information at this point

19) If you did not create a contact before, you can still create one now, by going to the “Tools” menu and following the
instructions above
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20) You can click on the import button (indicated by the orange arrow in the picture below) and then follow the prompts to select
which contact to import

file Edit View Table Qutput Tools Help

FEAENERRIEERERDIR

Submission Mame: Keller and Heckman Example E-Clgarette
CTP: Tobacco Product Ingredient Listing

Last Modified: 1212002016 02:44:27 PM
Date Packaged:

Report Type:

To use the eSubmitter's Address book, use the appropriate copy icons to the right.

Address - Line &

State, Province, or Territory M;

‘Company Information [B] Contact List Dialog >4
Company Name: N |Kelter Corp
Select from Contact List Q|H==
Company Headgquarters D&B/ I[
Company Headquarters FDA| | | Selecta contact [
Organizati | Occupation Tille | Org{
onURL (63 Wil | fovar 4.5, Attomey Heckman LLC [ I
|| Wl JD.Ben Attomey KHLaw
Company Malling Address: | || fiGion Atomey Keller Corp |
Country: ! |[Unusd States
Address - Lina 1: |

City: '} |[washington
State: | | istrict of Columbia

||mm G St NW., Suite 500 West

Zip or Postal Code: i |[z0001-__ |
E‘? | vew commeats on e selecied conac . E
Prefic I |
First Nama/Given Nama: | & ||Beluamln |
Middle Mame: | I[ |
Last Name: -5 ] [ = [ I Daiate E { i|wm |
Generational Suffec I -/
L | Generational Suffix, if Cther. i
Professional Sufix (e.g., MD, Ph.D.) |0 ]
Position Titie: ||»°.lorney |
Email Address: [wolt@ihiaw com llE

Outline View

e
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o
Ede Edit View Table Qutput Jools Help

FENEREERIEERERDIRD

Submission Name: Keller and Heckman Example E-Cigarette Last Modified:  12/30/2016 10:26:17 AM

Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:
Screen View |l‘.'|“¢'ngo«ma.m: Subnmitter Identification s
SO, T OuTeT. o~
Proie‘ssnonal Suffix (6.9, MD, Ph.D.): J.D | M
Position Titie: | Altorney .
Email Address | woll@khiaw.com
| Telephone Number(s) -

DS |- @ 3 20f 4 items in the list
o= _ § _ Telephone =
(202) 434-4103; US; Office e
(202) 434-4103; US; Office |

E
Fax Number.
@ | S = '3 3 0 of 1 items In the list
— - - - _FaxNumber(s) |
{=}
- |
Mailing Address for the official to the
Isthe * Company the same as above? @ @ ves
No
[ Company Name:
Country.
Address - Line 1
Address - Line 2
| City.
[ State:
[ State, Province, or Territory Name
2ip or Postal Code:

-]

Note that we checked that the Mailing Address for the Authorized Representative is the same as above. Otherwise you can
enter additional information.

21) Importing the contact will autofill the information on the page (already completed in the images above)
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22) If you choose not to import, you can hand enter all required information

23) After you click the right blue arrow to go to the next page, you will be asked to fill in the information for the U.S. Agent.
Completing this information is the same as completing the information for the submitter identification and is required by the
system regardless of where your company is located

24) After you click the right blue arrow to go to the next page, you will be brought to a page where no information needs to be
added. Click the right blue arrow again to move to the next page
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25) You will now be prompted to list your products by clicking on the green plus (indicated by the orange arrow in the image
below) or clicking on the file import icon (indicated by the blue arrow in the image below)
(5] esubmitter
Ede Edit View Table Quiput Jools Heip
FERE AR EREFIDIE

Submission Name: Keller and Heckman Example E-Cigaretie
Report Type:

CTP: Tobaceo Product Ingredient Listing

Last Modified:
Date Packaged:
Screen View | Listing of Ingredients: Product Listing
Product Listing

d
Detail Info
0 Products

STH Application & Unique Produc ID Typa of Unique P 110 Type of Unique Product 1D, If

0 0f 9999 Rems in the list (1 required)

C~ 329 - )

Note that we are uploading an example vaping device, but the mechanics of entry will remain the same regardless of product type.
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26) The link to download the spreadsheet can be found by clicking on the “Info” button (indicated with the green arrow in the
image above) and then clicking on the hyperlinked text (indicated with the orange arrow in the image below).

I e
BYd 00600 @S+ 08 e

Submission Name: Keller and Heckman Example E-Cigarette Last Modified:

Report Type: CTP: Tobacco Product ingredient Listing Date Packaged:
Led
! - - | s Jl st J Detai J o * ®
How to Enter 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 into a pi p that CTP has
specifically designed to be imported here
Data Entry Method

1. To begin, ciick on the “Add" button to enter information about a product

2, Then, advance 1o the next screen where all ingredients should be entered for the selected product. You should enter all ingredients for a given product

3. Once you have entered all of the ingredient information for a product, you should return to this screen to list another product. If you do not need to list another product, you can
continue to the next section after Ingredients.

import Method

(import Spreadsheet Template for Product identification) to launch the pre-formatted Excel spreadsheet
2. Save el spreadsheet file 1o an alternate jocation on your computer prior to filing in the requested information. You will need to navigate to the location of the file during
the import process.
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 corner of this screen next to the yellow light bulb and foliow the import
wizard
5. After all data is imported, you can click on the “List" button to view and verify the imported product(s) information

To see these instructions again, you may click on the “Info" button
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27) After selecting the import icon, a pop-up window will come up in which you can select the file to import (see image below; the
blue arrow indicates the icon to select the file; the checkbox should be checked next to “First Row is a Header” (indicated by

the orange arrow) and you should determine whether to add the imported data to the existing or to overwrite what you have
already inserted (see the green arrow)

B <Sibmtter e s |
File Edit View Table QIM Tools Help

Bod 30600 8/ +3n e

Submission Name: Practice for E-Vapor Symposium Last Modified:

T CTP: Tob: Product dient Listis Date Pac! i
Report Type: ol a Ingredient Listing kaged:
st g
Product Listing e[

2 ) L 32
[ Y @ ©
Data Import Wizard

Table of Tobacco Products

> | Mem |_ProductName | FO/ Step1 ‘Jmmmmwc:mnwmon ‘ L

What importing Data Entails... |

The purpose of the data import capability is to alleviate the task of manually performing data entry of large amounts
of data that already exists elsewhere by allowing it to be imported automatically mto the report. "Chick” the hint option
(e Bightboulb icon) for additional information on ¢ach step of the process,

During the Import process, you will ideatify the import source, set the import configuration, venfy a sampiing of the
data, and perform the actual importing of the data.

Identity the Import Source v

* | Selectthe Source Type ° | v
|

| | Display the Source Definit "

[ isplay the Source Definition “ Display Definition Instructions... ]

| * | setectthe Source File ° | “ YRR

| Setthe Import Configuration Options v
* | First Row is a Header °

\ . Set Data Integration Approach ° || Add to Existing Data WA |
| cancer | (L Mot J'
)

0 0f 9999 items in the list (1 required)

Note that you might wish to add the imported data rather than overwrite if you reach the limit on rows per spreadsheet.
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28) After you hit “Next” on the pop-up, you will be given an opportunity to review the data. Hit “Next” a second time and you
will get the screen in the image below. You should click “Start Data Import” (indicated by the orange arrow) and then click

“Done” indicated by the green arrow
%ﬁ;lmﬂw Table Output Tools Help —
PR PRI EEEEDIR
. RaportType: | CTP Tobacoo Procuci ipedienListng oot Packaged
Product Listing ,Mlmm 23 Q |[ g J
& J = | Data Import Wizard : _J __® J
> | item | ProcuctName | FDA-Ad) ll step3 | ImportData (5 records(s) found within the file to be imported) [ . Typeof Unique ProductID, It Other

@\ Amer completing all steps to Ihis poind, click the “Stan Data IMport bufton below o Begin importing the specified

Display Issues Detected During Import.. J
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29) After importing the product list (ours only had one product), your screen will look like this:

Eile Edit View Table Quiput Tools Help

BlYd/aD e a3 e +/sa e e

—
Submission Mame: Keller and Heckman Example E-Clgarefie Last Modified: 1202902016 11:27:15 AM
Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:
—
Screen View EI-HM of Ingredients: Product Listing ,'fil
Product Listing v & |
-~
| @ ) - | T | Detail J into A &

Table of Tobacco Products

> | Mem | Product Name FDA-Assigned Tracking Number STN Application# | Unigue FrodudiD___| Type of Unique Product ID | Type of Unigue Product ID, if Cther
> 1 Keller E-Cig100 KE100 NermiCatalog Mumber

1 of 9994 items in Me list (1 required)

G CoOro D

=

1
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30) When you click the right blue arrow to move to the next screen, you will get a popup box asking you to make a selection

before moving on (see image below). This warning comes up any time you can enter product, component, or ingredient

information as a reminder that you may wish to enter more information. You can just click “OK” and move on. If you want to
come back later, you may

fe Edit View Table OQutput Jools Help

B OO0 60O &S+ R D 9 9

Submission Name: Keller and Heckman Example E-Cigarette
Report Type:

Last Modified:  12/29/2016 11:27.15 AM
CTP: Tobacco Product Ingredient Listing Date Packaged:
Screen View | Listing of Ingredients: Product Listing JJI
Product Listing v ':/
@ = @ Detall Info » %
Table of Tobacco Products
> | Mem | ProdudName | FDAAssignedTrackingNumber |  STNApplicaon# | UniqueProcudtiD | TypeotUniqueProcudiD | Type of Unique ProdudtiD, i Other |
> 1 Keller E-Cig100 KE100 RemCatalog Number
List Data Message Dislog =5
Select an option

1 would like to add another Product

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

Ignore future add/navigation messages when exiting list screens?

OK

Cancel

- »
9 Hems In the lst (1 required)
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31) Next you will need to enter component information by clicking on the green plus (indicated by the orange arrow in the image
below). Note that there is no option for importing a list of components

fde Edit View Table Quiput Jools Help

B S N E RN EIFNENEY

Submission Mame: Keller and Heckman Example E-Cigarette LastModified: 122902016 11:27:15 AM
Report Type: CTP: Tobacco Product Ingradient Listing Date Packaged:
Screen View | Listing of Ingredients: Component Identification ,?Jl
" J
Product | Keller E-Cig100 =
L] | = @ List Detail J ™ %
This sc| 1 supports the data input of tabular Component information
For hel

1 how to use this screen, view the screen instructions available by selecting the "Hint' option (denoted by a lightbulb) at the top right of the screen

~ Outline View
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32) The next image shows the page for listing a component. You need to indicate component type (indicated with the orange
arrow; here “Coil/Coil Head”), name the component (indicated with the green arrow; here “3.0 Ohm Coil Head”) and you need
to provide manufacturer information and item number by checking the green plus near the bottom of the page (indicated by the
blue arrow) and filling in the information in the box that comes up

file Edit View Table Qutput Tools Help

BYH S0 600|B S+ DS Q)

Submission Name: Keller and Heckman Example E-Cigarette

Last Modified:  12/29/2016 11:27:15 AM

Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:
Screen View | Listing of Ingredients: Component Identification JJI
v
Product | Keller E-Cig100
@ | - | a | List Info | » ©
[ nem:1

#\  aitobacco products contaln atleast one component Enter the componentis) for each product Use the product drop-Gown above to enter the components for each product

Component Type: @ | ColtCont Heads >

> | i Other, specify.

Component Name (.9, Namefype of adhesive, such as Cigarette Rod Adhesive, Tipping Adnesive, Filter Seam Adhesive, Anchor Line Achesive; of Nameype of 3.0 Ohm Coll Head
| tobacco filler additive, such as Casing Tobacco Filler Additive, Top Flavoring Tobacco Filler Additives )

Enter the manufacturer's name and unique Identifying item name andlor number used by the manufacturer (using format Name:; [dentifying item Name and/or Number). If you oblain this ingredient frt Snuitiple sources, enter
all identitying information for each source below.
0 of 500 items in the list

@ | N = @ 3
D 9 | Add Mér. Name and Item Identifier Dialog -} =
Mfr. Name and em [dentifier Keller Corp KE308g] | -

oK Cancel |
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33) After listing all components (we also listed a component for the mouthpiece) you will advance until you reach the ingredient
listing tab. Select the component for which you wish to import ingredients (or enter ingredients) by clicking on the grey box
next to the word component (indicated with an orange arrow in the picture below) and selecting the component

eSubmitter
file Edit View Table Qutput Tools Help

Bod a0 e/olo) a2 +/a/a e e

Submission Mame: Keller and Heckman Example E-Clgarefie Last Modified: 123002016 10:36:17 AM
Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:

Screen View : Ingredient Listing
Ingredient Listing By Product o | %
Product Imm‘ E-Cig100 -
Component | CoiliColl Heads; 3.0 Ohm Coll Head =
| o
Table of

> | Mem ridignt Name I @it Numoer Ingiadignt Unique Scientific Name or Code | Type ol Name | Typé of Name, i Other |__RegistyCode | Typ
> 1 Coil Wire KE30SSWire Complex Ingredients
2 Silicon Seal KESiliconSeal Complex Ingradients
3 Cap KE100Cap Compiex Ingredients
KE100Case Complex Ingradients

4 Case

4 of 9999 items in the list (1 required)
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34) You can now enter (by clicking the green plus) or import (by clicking the file import icon) in the same way you did for
entering or importing product information.

35) Note that in the image above, the list view is selected (this is obscured by the pull down box for “Component”). In this view
you can click on each ingredient to view it and enter/edit information

36) If you have a complex purchased ingredient that is custom made to your specifications, FDA requires that you identify which

ingredients are made to your specifications.

a. 'You can submit your ingredient listing to FDA at this time without providing other specifications (aside from
ingredients)

b. You should also gather any technical drawings and other documents used for specifications like release specifications,
acceptance criteria, a sample certificate of analysis, but this is not required to be submitted

c. You will not be able to package your submission without listing the ingredients, however we believe that you can list
an ingredient as its own specified ingredient (in our hypothetical case, the mouthpiece is a complex purchased
ingredient made to specification out of wood and resin epoxy but we list KE100 Mouthpiece as the specified sub-
ingredient for the complex purchased ingredient KE100 Mouthpiece; see screenshot below)

d. After you have uploaded the ingredient list for the component that contains the ingredient, you will need to confirm that
the box for “Yes” in response to the question “Is this ingredient custom made to your specifications?” is checked (see
orange arrow in the image below) and you will need to list the ingredients used in your custom made ingredient
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m»-ww-

@j_ QDJ 6!0 J@lﬂ:l!l@lg 2

Last Modified:  01/10/2017 03:27:23 PM
Date Packaged: 12/20/2016 11:48.50 AM

S [
Product | Keller ECg100 =
Component | Mouthpiece; KE100 Mouthplece v
— = e JC e J e e Joe e
Coome )

I Select item(s) from within the list ) J
[KE100 Mouthpiece e

Type (0.9 Burley, Bright, Oriental):
Variety.

Cure Method:

> | if"Other..” method, specify further:
Heat Source (e.g., propane, wood):

Describe any DNA recombinant technology used to engingf)

Complex Ingredients (e.g., flavor extracts, tobacco leaf b

Enter the manufacturer's name and unique identifying itemy
enter all identifying information for each source below:

M you obtain this ingredient from multiple sources, @

jaf500sams io e ket (1 equeed)

-
Is this custom made to your i @ | e ves
) No

If Yes, enter each specified ingredient by clicking on the plus (+) sign. °

Y EFIETEY 001500 tems inthe list (1 required)
PART 2: INGREDIENT DETAILS
to 'Single Chemical Substance’ and 'Complex Ingredient’ only. Skip Part 2 for 'Leaf Tobacco'. You may also skip Part 2 if you are eliminating the ingredsent or reporting an increase or decrease i the
quantity of the ingredient.

- 2 S—

_—

37) To list the ingredients in a custom ingredient, click the green plus after “If Yes, enter each specified ingredient by clicking on
the plus (+) sign” (indicated by a green arrow in the picture above) and then select the specified sub- ingredients that are
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included in the custom ingredient by clicking on each ingredient that is included while holding down the ctrl key and then
clicking select
a. We believe that you can enter the ingredient itself as its own specified sub-ingredient (i.e. in our example we did not
include the ingredients walnut wood and resin epoxy and we selected the complex purchased ingredient (KE100
Mouthpiece) as the specified sub-ingredient for itself).
b. FDA may request additional information in the future if you do not list all specified ingredients as part of a custom
complex purchased ingredient
c. To provide FDA with all specified ingredients, enter the specified ingredients at the same time and in the same way you
would enter ingredients for a particular component. You will have to provide all of the same information as you would
for an “off-the-shelf” complex purchased ingredient or single chemical entity. When you select the specified
ingredients by clicking on the green plus indicated by the green arrow in the picture above), all ingredients listed for the
component (including the specified ingredients you listed) will be available to select and you can choose the
appropriate specified ingredients in the same way described above
38) Note that in the image above, the “Detail” view has been selected. In this view each ingredient will be on the same page and
can be accessed by scrolling up and down
39) After moving forward using the right blue arrow twice, you will come to a page for entering other products that are identical
on a unit-by-unit basis but for the packaging and packaging configuration (including labeling). This would apply if you were
selling items as a single or multi-unit option or if you overlabel for multiple companies as a contract manufacturer.
Remember, if the change in packaging results in a change to the product inside, this is a new product that must have its
ingredients listed separately
a. Also note, the change in labeling or packaging likely means each product must be listed separately as part of the
registration and listing process (currently US only) even if the product inside the packaging is identical
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40) To list identical products, click the green plus sign and enter the information requested (see the image below, green plus sign
indicated by an orange arrow)
a. Note that each product must be listed manually, there is no import option

[S] eSubmitter
Ede Edit View Table Qutput Jools Help

FEFEMERRIPERE RO

Submission Name: Keller and Heckman Example E-Cigarette Last Modified:  12/29/2016 01.07:18 PM
Report Type: CTP: Tobacco Product Ingredient Listing Date Packaged:

9
v |
) Info J @ % |
(
#\ 8 you may record the identification information for any tobacco product(s) that you manufacture that are identical to the product listed in the previous screen other than packaging differences that do not affect the
o leristics of the product. You do not then need to submit separate ingredients listings for each of the products. Use the product drop-cown above to enter the information for the identical product(s).
Tobacco Product brand Name or Other C Name (e.g., Acme Lights 100's or Acme Reconstituted Tobacco #202) L] l‘k;ergle;g:é-gg'!pors Pack.
FDA Assigned Tobacco Product Tracking Number (TP###F###) TP,
I this product is under review or has been authorized under a marketing pathway, enter the submission tracking number of the application (e.g., SE1234567)
Product Identification Number (At least one product identification number must be provided if needed to uniquely identify the product ) LKE 1003pk
Select the type of product identification number. | ltem/Catalog Number v
> | i Other, please describe further.

e - 8~ 2 ~ ) B |
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41) After you advance forward, you will get to a page that allows you to upload a cover letter (indicated by the green arrow) or

other information (including specifications for custom ingredients, etc.). These are not required, but we would recommend
providing a cover letter (not included in our example)

Fde Edit View Table Output Tools Help

B S E RO EEIENEY
mwﬂmﬂ ::I:('mmsxl:;n:;f‘fum:::n Il;ul:::::lc':':d 1212012016 01:07:18 PM
Screen View * Additional Information

‘ #\  Hyou used a spreadsheet to import product and ingredient data, you may attach it fo the Addiional Submission Documents attachment question, ‘
=

Cover Letter

Iryou have a cover letter, please attach it here.

File Attachment |

Additonal Submissic

s
[Please attach any ade relevant to this. (e.g.. Import Spreadsheet lemplate for Frodudt Identfication, chart, graph, index, table of confents, elc).
@ N 2 @ 3

0items in the list

Tiie el Name Date L Size | Path

Submission Comments

Flease enter any submission comments below.

ﬁ “ - n ﬁ
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42) Advance until you get to the confirmation screen.

43) Select the identity of the submitter (if the Authorized Representative, no other information will need to be entered)

44) Advance until a pop up comes up that says “You have reached the end of the Submission form”. At that point, select the
“Output” menu and choose “Package Submission files” (as indicated by the orange arrow in the image below)

&
5
@
©

Last Modified:  12/2972016 02.37:21 PM

Date Packaged:
»

o You have reached the end of this submission. You may now package the submission and transmit itto CTP wia the CTP Portal or ESG or on CD-ROM in order to fulfll your requirements. Submission via the CTP Portal or \
the Electronic Submission Gateway provides secure ransmission and enables the FDA to provide you with an automated acknowledgement of receipt

Atthis time, you may save and close this submission to return to it at 3 later ime. To do s0, simply click Save and then Close from the File Menu or top Tool Bar. To re-open this submission after closing, select Open
Existing Sudmission from the Intro Screen or Open from the File Menu.

If you would like to package this atthis ime in to FDA, please begin the packaging process by selecting Output > Package Files for Submission or by clicking the Package icon from
the top toolbar. If any required data is missing, the packaging process mll not begin and a Missing Data Report will be displayed. Please ensure that all required questions are completed and all applicadle documents
have been aftached within the submission. Spedific directions for packaging your submission can be found in the eSubmitter User Manual and/or Quick Guide.

I you would like to prepare another submission to fulfill other FDA requirements, please select "New” from the File Menu to begin compiling 3 new sudbmission and be sure to select the appropriate submission type.

- @2 > ]

™
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45) Once the pop-up for packaging submission files comes up enter the file name and select a location and, if relevant, confirm
that the appropriate files have been attached. Finally attach your digital signature (indicated by the orange arrow in the image
below), click the “Package and Sign Submission Files” (indicated by the green arrow in the image below) and then click Next
(indicated by the blue arrow in the image below)

fle EG View Table Quiput Iools Help
28d D0 60 @&+ R0 9 o

Submission Name: Keller and Heckman Example E-Cigarelte Last Modified: 123
Report Type: CTP: Tobacco Product ingredient Listing Date Packaged:

I Screen View |zf:onﬂm.ﬁon tion: Package Files for

You have reached th{ Packaging Files Dialog s M R —— 3 Y 1o il your requirements. Sul
CTP Portal or the EJf - Pl receipt
Packaging Submission Files ?
Atthis time, you may] ack ging Su Ssio e Q {||Bar. To re-open this submission
select Open Existing| .
Step 3 Digital Signature, Transmission Approach, Package Creation
I you would like to p§ Ekage Files for Submission or by
Package icon from i} ensure that all required questic
completedandallag | | select Transmission Approach v BSubmitter User Manual andlor ¢
I you would like to pl) *® | Transmission Approach Send through the mail on CO/DVD or other eflilionic media |flon and be sure to select the app
submission type.
hid 3 ® Send (cTe - smission) -
Digitally Sign Submission | . v
* | Submission Report @ | Review Submission Report... |
® | Atach Digital Signatere @ | [H\BenjaminWolt pix B2 EY P
* | Digital Signature Password @ | [sseresessseses
Produce Submission Package v
#\  Ater completing all steps to this point. click the "Package & Sign Submission Files™ button below 1o begin creating
— the package file.
| Package & Sign Submission files | | 0%
== o | 1o |
S—

46) You now have a file ready for submission
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8. Submitting using the CTP Portal

1) From within the CTP Portal, click the “Launch Upload Tool” button (see orange button in the upper right corner of image
below)

CTP Portal 4 Mcintyre, Emma | Keller and Heckman LLP Azl 7]

[EUTN Messagee [J  Submissions  Admin Launch Upload Tool

Welcome to the CTP Portal

The U.S. Food and Drug Administration’s (FDA), Center for Tobacco Products (CTP) developed the CTP Portal as part of its initiative to improve submission
processing and facilitate interaction with industry stakeholders. The CTP Portal allows industry stakeholders to use the embedded upload feature to transmit
eSubmitter-generated submissions; this new transmission method offers industry stakeholders an alternative to the Agency's existing WebTrader Hosted
Solution

The CTP Portal is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, importers, and distributors who make
submissions to CTP. The CTP Portal should improve transparency and facilitate communication to speed issue resolution that may otherwise hinder
processing and/or access to industry submissions.

The CTP Portal does not replace existing FDA systems and corresponding requirements, including but not limited to Tobacco Registration and Product Listing

submissions made via the FDA Unified Registration Listing Systems (FURLS).
Let's Get Started

Recent Regulatory Letters Recent Notifications

@ 10/13/2016 09:44 AM TC0001623

e A submission is now available for viewing in the CTP Portal

E] 08/26/2016 09:29 AM
The CTP Portal User Admin has changed

Displaying 2 most recent
Recent Uploads

No Uploads exist.
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2) Click the blue “Upload eSubmitter File” button (right side of screen, indicated by a green arrow in the image below)

' & Upload History - CTP Portal - Internet Explorer

| @ httpsy//ctpportal.fda.gov/ctpportal/uploadHistory.do

—_— | - >

Upload Tool (1) (@]

Welcome to the CTP Portal Upload Tool

The Upload Tool allows you to upload and transmit submission packages generated using FDA's eSubmitter
software. For additional details regarding the Upload Tool as well as instructions for downloading the FDA
eSubmitter software, refer to the Upload Tool section of the CTP Portal Help module.

UPLOAD HISTORY []View Only My Uploads

No Upload History exists.

UPLOAD HISTORY UPLOAD FILE

o Exit

CONFIRMATION

’.!-’ Upload eSubmitter File
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3) After you press the blue “Upload eSubmitter File” button, you will be prompted to browse your computer for the eSubmitter
file. Then, you will need to enter a “Package Description” for the submission. The text entered into this field will be displayed
in the CTP Portal. Lastly, check the certification box and press the “Upload” button. Follow any additional prompts and you
should be sent to a submission confirmation screen

@ Upload - CTP Portal - Internet Explorer = P3
iy - ——
! @ https:/ctpportal.fda.gov/ctpportal/uploadFile.do ﬂﬂ
A
Upload Tool @ (%) (3]
Exit
UPLOAD MHISTORY UPLOAD FILE CONFIRMATION

Upload File

Use the "Browse" button to locate the zip file you wish to upload. The CTP Portal only
allows eSubmitter zip files to be uploaded and only one file can be uploaded at a time
Please refer to the Help/FAQ content provided in the CTP Portal for details.

To download eSubmitter: www fda.gov/forindustry/fdaesubmitter

* Flle Name

Browse

* Package Description 0

Limited to 150 characters. 0 of (150)

| hereby certify that the information provided herein is true and that | am
authorized to upload a submission with the FDA

Cancel
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Exhibits List
Exhibit 1 eSubmitter Quick Guide
Exhibit 2 eSubmitter Submissions for CTP

Exhibit 3 eSubmission User Manual
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