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Crystal Allard, Director, Division of Regulatory Science Informatics(DRSI), Office
of Science (OS), CTP
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Grouping Products In Submissions

Organizing Submissions, Module By Module

Electronic Submission Technical Specifications

eSubmission Preparation Tools

eSubmission Submittal
When to Call the Help Desk
« Additional Resources
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GROUPING

Background

* Health Level 7 (HL7)

» Regulated Product Submission (RPS)

« eCTD and eTTD

Multiple Products, One Submission to CTP

* If same:

Domestic Manufacturer or Importer
Submission type (PMTA, SE, etc.)

Product category

Product subcategory
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https://www.fda.gov/node/370828#I
https://www.fda.gov/node/370828#I
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https://www.fda.gov/media/124658/download
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GROUPING

Product Name

Portion Mass Length
Numeric Value Description

E-Liquid
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Tobacco Cut
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Package Package
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Characterizing
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TOBACCO TECHNICAL DOCUMENT
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ORGANIZATION OF A SUBMISSION

Electronic Tobacco Technical
Document (eTTD)

Index of all studies

Integrated Summary

Product Target market | Nonclinical
description & for tobacco overview
manufacturing product
summary
Clinical- individual Clinical- population Environmental
health overview health overview impact

Module 2
Summaries

Index of all references

3
Product

description and

manufacturing

5
Clinical-
individual health

FDAICTP, Sep. 2019
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CURRENT ESUBMISSION CHALLENGES

Non-uniform submissions

Manual and duplicate data entry

Manual loading and viewing of submissions
Difficulty finding information

Difficulty referencing shared product documents and content
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BENEFITS OF STRUCTURED SUBMISSIONS

Benefits

Predictable, repeatable document naming and organization

Automated flow of data and documents

Automated capture and reuse of submission information

AT
Support for grouped submissions Yy T“ \
Cross-referencing of previously submitted content / (lll‘\ t& " \\“
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SUBMISSION TABLE OF CONTENTS

Modules, First Level

*See Electronic Submission File Formats and Specifications

12

eTTD Modules

Administrative

3. Product Description and Manufacturing

4. Nonclinical

5. Clinical- Product Impact on Individual Health
6. Clinical- Product Impact on Population Health

7. Environmental Impact
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 1, ADMINISTRATIVE

1.1 submission form
1.2 cover letter

1.3 administrative information

1.4 industry to FDA correspondence regarding application status

1.5 industry to FDA correspondence-other
MODULE 1, Second
J

1.7 dispute resolution
1.8 industry periodic report
L I 1.9 product labels and labeling
e Ve 1.10 product promotional material
1.11 grandfather evidence
1.12 FDA to industry correspondence
1.13 masterfile authorization

1.14 health documents [904(a)(4)]
1.15 requested documents [904(b)]

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 2, SUMMARY

2.1 index of all studies

2.2 integrated summary

M O D U L E 2 : Se Cond 2.3 product description and manufacturing

summary
2.4 target market for tobacco product
L e Vel 2.5 nonclinical overview
2.6 clinical- individual health overview
2.7 clinical- population health overview
2.8 environmental impact summary

2.9 index of all referenced literature

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 3, PRODUCT DESCRIPTION AND
MANUFACTURING

3.1 product design and specification

MODULE 3 ; Second 3.2 ingredients, additives, and

constituents

Le Vel 3.3 product performance

3.4 tobacco product comparisons
3.5 tobacco product manufacture
3.6 other tobacco product features
3.7 referenced literature

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 4, NONCLINICAL

4.1 tabular listing of all nonclinical
studies

MODULE 4 , Second 4.2 nonclinical studies

4.3 nonclinical behavioral studies
4.4 nonclinical abuse liability studies

Le Vel 4.5 nonclinical study model or analysis
4.6 nonclinical literature review

4.7 other documents relating to research
[911(d)(5)] or 910(b)(1)]

4.8 referenced literature

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 5, CLINICAL- PRODUCT IMPACT ON
INDIVIDUAL HEALTH

5.1 tabular listing of individual health studies

5.2 abuse liability study (human) — PK and PD or
subjective effects

M O D U L E 5 y Se Cond 5.3 actual use study - use behaviors or health

outcomes

L I 5.4 other clinical study reports and related
e Ve information

5.5 adverse experience reports
5.6 individual health literature review

5.7 other documents relating to research
[911(d)(5)] or 910(b)(1)]

5.8 referenced literature

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

MODULE 6, CLINICAL — PRODUCT IMPACT ON
POPULATION HEALTH

6.1 tabular listing of all population health studies

6.2 tobacco product perception and intention study

M O D U L E 6 ; Se Con d 6.3 behavioral epidemiology (observational) study

6.4 biomarker epidemiology (observational) study
6.5 health risk epidemiology (observational) study

L e Vel 6.6 population modeling and analysis

6.7 postmarket surveillance and postmarket study
plan or protocol

6.8 population health literature review

6.9 other documents relating to research [911(d)(5)]
or 910(b)(1)]

6.10 referenced literature

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download

SUBMISSION TABLE OF CONTENTS

7.1 need for the proposed actions
7.2 potential environmental impacts of the proposed
actions

and alternatives - manufacturing the new products

7.3 potential environmental impacts of the proposed

actions
M O D U L E 7 Se Con d and alternatives — use of the new products
)

7.4 potential environmental Impacts of the proposed
actions
and alternatives — disposal of the new products

L e Vel 7.5 mitigation of environmental effects
7.6 alternatives to the proposed actions
7.7 list of preparers
7.8 listing of agencies and persons consulted
7.9 other documents relating to research [911(d)(5)] or
910(b)(1)]
7.10 referenced literature
7.11 EA appendices
7.12 EA confidential appendices

*See Electronic Submission File Formats and Specifications
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https://www.fda.gov/media/122970/download
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“...FDAIS PROPOSING THAT THE PMTA AND ALL SUPPORTING

DOCUMENTS MUST BE SUBMITTED TO FDA IN AN ELECTRONIC FORMAT
THAT THE AGENCY CAN PROCESS, REVIEW, AND ARCHIVE...”

Usability in FDA’s Review Environment
» PDF files directly from source file

Table of Contents

Working hypertext links and bookmarks
Legible, English language content
Electronically readable, valid FDA form
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“...FDAIS PROPOSING THAT THE PMTA AND ALL SUPPORTING

DOCUMENTS MUST BE SUBMITTED TO FDA IN AN ELECTRONIC FORMAT
THAT THE AGENCY CAN PROCESS, REVIEW, AND ARCHIVE...”

* Don’t submit damaged media

|
I nteg rlty  Test submission by installing onto another location and

opening

a n d * Virus scan all files
» Avoid security settings in files, e.g., encryption,
password protection, printing restrictions

[ |
Sec u rlt  Avoid altering eSubmission package files outside of
eSubmitter after they've been packaged and signed
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“...FDA IS PROPOSING THAT THE PMTA AND ALL SUPPORTING

DOCUMENTS MUST BE SUBMITTED TO FDA IN AN ELECTRONIC FORMAT
THAT THE AGENCY CAN PROCESS, REVIEW, AND ARCHIVE...”

Acceptable File Formats

v PDF, DOCX, TXT, XPT, CSV, XLS, XLSX, XML, JPG, GIF...
v" Filename extension identifies the file type

Filenaming

v Avoid special characters or foreign characters, e.qg., #, %, ., &,
><

v" Avoid deep subfolders
v" Keep path and filename < 180 length
v" Use SaS transport file (.xpt) for analysis datasets
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FDA eSUBMITTER

BE n official website of the United States government Here's how you know v

U.S. FOOD & DRUG [asean | [ =wens |

ADMINISTRATION

+—Home / Forlndustry / FDA eSubmitter / eSubmitter Download and Installation

eSubmitter Download and Installation
§ share in Linkedin | &% Email &=k Print

https://www.fda.qov/industry/
fda-esubmitter FOA eSubmitier Download Software Content current as

of:

CBER eSubmitter To download the FDA eSubmitter software, click on the following link. Save the 08/30/2018
Program

installation zip file to your computer and extract the jinstall.exe file. Double-click

Th en click On the DO Wn Ioa d the jinstall.exe file to run the installation. Follow the instructions provided in the
CDRH eSubmitter

installation wizard.
Program

& I n S ta I I a ti On I i n k " Download eSubmitter Software (64-bit compatible only)

Using eSubmitter to
Prepare Tobacco ¢ Download User Manual (Updated July 21, 2018)

Product - g .
Submissions ¢ Download Quick Guide (Updated July 21, 2018)

¢ Download eSubmitter FAQ (Updated June 4, 2015)
eSubmitter e Download Most Common Issues (August 2018)
Download and
Installation

Persons with disabilities having problems accessing the PDF files may call 1-877-
CTP-13713 for assistance.

\'WWWM'\M’AM
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https://www.fda.gov/industry/fda-esubmitter

USING eSUBMITTER

file Edit View Table Output Tools Help

E@H LA S W
CeSubmitter

ectronic Submission Software

1 - O pe n eS u b m Itte r ‘ @ R | Welcome | Alerts and News | 7 HelpfulTips | . Addressesand Contacts | . Links | . Frequently Asked Questions | . History |
- - - New Submission Dialog X

2. Create New Submission || & muemmme

3. Selecta CTP Template | @ o mmere

ging process. The "eSubmitt

An FDA Electron

Create New Submission @

List of Available Submission Types
‘ Eﬁ Exit Application S [ = [ Version Datt mitier team al. esubmitter@it
CDRH: Non-In Vitro Diagnostic Device - 510(k) 32 08/28/2018 08:31:24 ~
CDRH: Radiation Emitting Product (OMB NO. 0810-0025) 26 03/30/2018 10:53:3 4 if you are logged onto the In
CDRH: Radiation Emitting Product (OMB MO. 0910-0025) 24 09/19/2016 12:34:28
CDRH: Radiation Emitting Product (OMB NO. 0910-0025) 25 02/27i2017 03:45:39
CDRH: Radiation Emitting Product (OMB MO. 0910-0025) 25.2 10/23/2017 10:49:3 A—
CDRH: Report of Assembly of a Diagnostic X-Ray System 14 03/30/2018 11:02:
- CTP: Tobacco 904(a)(2) Template 1.7 06/20/2019 03:35:17

The Templa te WIII th en Wa Ik CTP: Tobacco Health/Requested Document Submission 1.0 05/09/2019 09:00

CTP: Tobacco Product Ingredient Listing 28 02/06/2019 01:11:50,

yo u thro ug h enterin g more et e

Description of Selected Submission Type

CTP Transmittal Form

Complete the following question and answer form to submit your submission to FDA's Center far
Tobacco Products. This form should be used when a tailored eSubmitter form is not available.
Currently, CTP has specific eSubmitter forms for the following Sections of the Family Smoking
Prevention and Tobacco Control Act (Pub. Law 111-31):

1. Section 904a1/904c: Product Ingredient Listing [
2. Section 904a3: Harmful and Potentially Harmful Constituents
3. Section 904ad4: Tobacco Health Document

27 CENTER FOR TOBACCO PRODUCTS



USING eSUBMITTER

eSubmitter

- | X
File Edit View Table Output Tools Help
i 7 7 i 55 | Al o ]
B =SB EREEE
. X Package Files
Submission Name: exTest5 for deeming Jeff Last Modified:  08/21/2019 10:48:24 AM
Report Type: CTP: Transmittal Form

Date Packaged:

Qutline

At the end, you will = |~ SSSamamat= s ra
package the
submission

Screen; Package Files for Submission

@ You have reached the end of this submission. You may now package the submission and transmit it to CTP via the CTP Portal or ESG or on CD-ROM in order to
fulfill your requirements. Submission via the CTP Portal or the Electronic Submission Gateway provides secure fransmission 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 a later time. To do so, simply click Save and then Close from the File Menu or top Tool Bar.
To re-open this submission after closing, select Open Existing Submission from the Intro Screen or Open from the File Menu

If you would like to package this submission atthis ime in preparation for transmitting 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 will not begin and a
Missing Data Report will be displayed. Please ensure that all required questions are completed and all applicable documents have been attached within the
submission. Specific directions for packaging your submission can be found in the eSubmitter User Manual andlor Quick Guide

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

Create a zip file that

you can then upload
to Portal

P SIS . o “LJWMMH
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eSUBMITTER RESOURCES

eSubmitter User Guide.
* Contact CTP
« For eSubmitter technical support, email esubmitter@fda.hhs.gov or call
1-877-CTP-1373

» See CTP’s eSubmitter Submission Checklist and Technical Working
Instructions for help preparing your electronic submission. Persons with
disabilities having problems accessing the PDF may call 1-877-CTP-1373 for
assistance.

« Watch video tutorials using eSubmitter

29 CENTER FOR TOBACCO PRODUCTS


https://www.fda.gov/media/92291/download
mailto:esubmitter@fda.hhs.gov
https://www.fda.gov/media/78232/download
https://www.fda.gov/industry/fda-esubmitter/esubmitter-tutorial-videos
https://www.fda.gov/media/78232/download
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CTP PORTAL LOGIN
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https://ctpportal.fda.gov/ctpportal/login.jsp
https://www.fda.gov/tobacco-products/manufacturing/request-industry-account-manager-iam-ctp-portal

CTP PORTAL

Welcome screen

32

A smith, Jeffrey | ABC me
[N Messages [E)  Submissions

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 proces
and facilitate interaction with industry stakeholders. The CTP Portal allows industry stakeholders to use the er upload feature to transmit eSubmitter-gent
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
The CTP Portal should improve transparency end facilitate communication to speed issue resolution that may otherwise hinder processing and/or access to indu:
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).
1's Get 5

Recent Regulatory Files Recent Notifications

Date Issued File

E 08/24/2019 05:22 AM RD
A submission is now available for viewing in the CTP Portal

08/16/2019 Acknowledgement Letter GF1904143

08/16/2019 04:35 PM GF
08/15/2019 Acknowledgement Letter HD0000966 A submission is now available for viewing in the CTP Portal
08/15/2019 Acknowledgement Letter GF1904142 E 08/16/2019 12-08 PM

The CTP Portal User Admin has changed
08/02/2019 Acknowledgement Letter RP1915366

08/15/2019 06:35 PM HD
08/02/2019 Acknowledgement Letter RP1915365 A submission is now available for viewing in the CTP Portal

Displaying 5 most recent View All Displaying 4 most rec

Recent Uploads

File Name User's Name Status Date Flle Count  Status

GFD828.zip Niederriter, Kayla 08/29/2019 3 Submission in Progress
TiIDg28. zip Niederriter, Kayla 08/29/2019 3 Submission in Progress
LoaderTestHD-Smith..zip Smith, Jeffrey 08/26/2019 10 @ Submission Received
LoaderTestRD-Smith.).zip Smith, Jeffrey 08/26/2019 10 @ Submission Received

Displaying 4 most rec

CENTER FOR TOBACCO PRODUCTS




CTP PORTAL FOA

Upload tool

33

© o

+ CTP Portal Upload Tool

é Upload eSubmitter Fil¢

vs you to upload and transmit submission packages generated using FDA's eSubmitter
1al details regarding the Upload Tool as well as instructions for downloading the FDA
refer to the Upload Tool section of the CTP Portal Help module.

FTORY View Only My Uploads

User's Name o Upload Status Date 4 Package Description 4 Package ID o Status =

Doe, Jane 07/01/2016 Upload History Check I-E-000-00-0EC-CA € Upload Successfi
T_Man Brown, Towanda 06/29/2016 Upload TC Amendment I-E-000-00-0EC-C6 @ Upload Successfi
anual_P Brown, Towanda 06/29/2016 Uploaded TC I-E-000-00-0EC-C5 & Upload Successfi
10+MB. Henry, Amy 04/21/2016 Resuming this upload thisis a |-E-000-00-0EB-B2 @ Upload Successfi
test of the upload large files
SubPkg Brown, Towanda 03/24/2016 Test description I-E-000-00-0C1-B8 @ Upload Successfi
SubPkg Brown, Towanda 03/24/2016 Test upload package descripti  I-E-000-00-0C1-B7 @ Upload Successfi
on
Submis Henry, Amy 03/15/2016 test file I-E-000-00-0C1-AB € Upload Successfy

Display 25items | w 1 | 1-7of7it

CENTER FOR TOBACCO PRODUCTS



CTP PORTAL INDUSTRY ACCOUNT MANAGER (IAM)

An IAM request requires two completed and signed forms
— |AM Cover Letter signed by an authorized representative, e.g. CEO or other executive

— Rules of Behavior signed by the designated |IAM

With a completed, signed IAM Cover Letter and Rules of Behavior, an IAM request can usually be fulfilled
within 7-14 business days; Don’t wait until a deadline is near

The IAM receives an email to complete the account setup
— The emaill link is valid for 24 hours,
— CTP creates the first IAM then IAM can create additional Portal accounts for their company

CTP Portal account passwords need to be reset every 90 days by each Portal user

For assistance contact CTPeSub@fda.hhs.gov or call 1-877-287-1373

https:/lwww.fda.gov/tobacco-products/manufacturing/request-industry-account-manager-iam-ctp-
portal
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CTP PORTAL INDUSTRY ACCOUNT MANAGER (IAM)

Helpful Tips:
v" 1AM form must be signed by an authorized representative who is a direct employee of the organization
v' Complete all fields legibly
v Include full legal name of organization
v" Do not write “self-employed”
v Include full legal address of organization
v" Do not include personal addresses
v" Include correct email address
v" Ensure all required signatures are included on both forms
v' Authorized Representative should sign the IAM Request Form
v" Designated IAM should sign the Rules of Behavior (ROB)
v' Use Adobe digital signatures with date stamp or wet ink
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CTP eSUBMISSION HELPDESK

Technical questions related to CTP Portal, and electronic submissions to CTP:

Call 1.877.CTP.1373 (1.877.287.1373) Monday-Friday, 9 a.m. —4 p.m. EDT.
Select option 2

Email CTPeSub@fda.hhs.qgov
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RESOURCES

« CTP Glossary (https://www.fda.gov/node/370828)
- Product Category and SubCategory (https://www.fda.gov/media/124658/download)

*  Product Grouping Spreadsheet

 Resources for Electronic Submissions (https://www.fda.gov/tobacco-products/compliance-
enforcement-training/manufacturing)

— Electronic Submission File Formats and Specifications
(https://www.fda.gov/media/122970/download)

— Qverview of the Electronic Submissions Process for Industry
(https://www.fda.gov/media/111668/download)

— Common Errors that Delay Submission Processing (https://www.fda.gov/media/111686/download)

Using eSubmitter to Prepare Tobacco Product Submissions https://www.fda.gov/industry/fda-
esubmitter/using-esubmitter-prepare-tobacco-product-submissions)

CTP Portal https://ctpportal.fda.gov/ctpportal/login.jsp)
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Website:
Audience can respond at: PollEv.com/crystalallar597

Text messaging:
Text CRYSTALALLARS97 to 22333 to join the session
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