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Section 1: Introduction
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This section contains the following topics:
Topic See Page
System Background 2
About this Guide 3
Software Installation 4
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Subsection 1.1: System Background

Introduction

The Center for Devices and Radiological Health (CDRH) electronic
Submission (CeSub) eSubmitter tool is a free program that allows program
participants to electronically complete and submit information for a 510(K)
device or radiation emitting product to the Office of In Vitro Diagnostic Device
Evaluation (OIVD) or Radiological Health. This tool is intended to automate
the current paper submission process, allowing for quicker completion once
users are accustomed to the software, as well as speed up the filing process with
CDRH. The eSubmitter software requires completing a series of questions in
electronic forms and allows attaching documents when additional information
IS needed.

Filing product reports for radiation emitting products is required by law. The
CeSub eSubmitter software replicates several of these reporting guides, which
have been available in hard copy for decades. If using the eSubmitter software
is not desirable, you may continue to complete hard copies of the report, which
are available as Adobe Portable Document Format (PDF) and/or Microsoft
Word documents at www.fda.gov/cdrh/comp/eprc.html.

CeSub eSubmitter
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Subsection 1.2: About this Guide

Introduction The instructions in this guide provide detailed information for installing the
CeSub eSubmitter software into a computer with a Microsoft Windows
operating system. In addition, this user guide assumes familiarity with
terms associated with using a computer (e.g. clicking and double-clicking).

This guide is organized into seven sections (including this one):

Section 1 provides an introduction and explains the requirements for
running CeSub eSubmitter software, uninstall instructions, installation
instructions, installation instructions for Microsoft Vista users, and proxy
server instructions.

Section 2 provides instructions for starting the software, setting user
preferences, and creating or reopening a submission.

Section 3 provides descriptive information about the eSubmitter
software’s interface and toolbar.

Section 4 provides instructions for preparing a submission for completion,
which includes entering information, saving submission entries or changes,
and packaging submission files.

Section 5 provides information about the Output menu on the menu bar,
which includes reports and forms.

Section 6 provides information regarding user support.

Section 7 provides a list of frequently asked questions and the
corresponding answers.

Please note that the screens used in this document are examples of what you
might see while using the software. However, they may not appear exactly as
shown.

Note: The terms submission, report, and submission report are used
interchangeably in this guide to refer to a submission report.

CeSub eSubmitter
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Subsection 1.3: Software Installation

System
Requirements

Uninstall
Instructions

Windows Operating System

Adobe Acrobat Reader v5.0 or greater.

30 MB of disk space

Access to a Compact Disk-Recordable drive (CD-R Drive)
Software capable of viewing HTML, such as a Web browser,
Microsoft Word, or Adobe Acrobat (full install version, not the
Reader)

Before installing CeSub eSubmitter, uninstall any other version of the
software.

Note: If you do not have a previous version of eSubmitter or if you have
eLaser Pilot Software, proceed to installing the current version of
eSubmitter software.

To uninstall a previous version of eSubmitter, follow the instructions below.

Action Graphic

1. Use Windows Explorer to navigate to the label for the
computer’s installed hard drive, e.g., Local Disk (C:).
For example, on a computer with Windows 2000:

e Open Windows Explorer.

e Double-click My Computer to display its
contents.

e Look for the label of the computer’s
installed hard drive. For example, (C:).

2. Double-click on the label for the hard drive to display
its contents.

3. Navigate to and double-click to open the Program C)Program Files
Files file folder.

Continued on Next Page
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Subsection 1.3: Software Installation

4.  Navigate to and click to open the eSub file folder. )e5ub
You will see the folder’s contents in the pane on the
right-hand side of the screen.

5. Double-click on the Uninstall.exe file, and follow the [ Uninstall.exe
instructions provided.

Note: If you do not see the Uninstall.exe file:

a. Locate and double-click to open the
JExpress file folder.

b. Double-click on the uninstall.bat file,
and follow the instructions provided.

6.  When the previous version has been uninstalled, you
are ready to install the current version of the CeSub
eSubmitter software. See the following procedure.

Uninstall Some users may be unable to uninstall CeSub eSubmitter by following the
Instructions instructions above due to the restrictions and rights established on their
system during the time of the initial install.

To ensure the uninstall was successful, follow the instructions below.

Continued on Next Page
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Subsection 1.3: Software Installation

Action Graphic

1. Use Windows Explorer to navigate to the Control
Panel. For example, on a computer with Windows
2000:

e Open Windows Explorer.

e Double-click My Computer to display its
contents.

e Look for the label of the Control Panel.

2. Double-click on the label for the Control Panel to
display its contents.

3. Navigate to and double-click to open the Add or 4Add or Remove Programs
Remove Programs location.

4.  Locate and click on the CeSub eSubmitter program  |i5 cesub esubmitter
icon.

5. Click Change/Remove.

6.  Click Yes when the question window appears — “Are
you sure you want to uninstall CeSub eSubmitter”

7.  Ensure the program is entirely removed by navigating
to the program file and deleting it. Use Windows
Explorer to navigate to the label for the computer’s
installed hard drive, e.g., Local Disk (C:). For
example, on a computer with Windows 2000:

e Open Windows Explorer.

e Double-click My Computer to display its
contents.

e Look for the label of the computer’s
installed hard drive. For example, (C:).

6 CeSub eSubmitter
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Installation
Instructions

Installation
Instructions
from Web Page

Subsection 1.3: Software Installation

Action Graphic
8.  Navigate to and double-click to open the Program [5)Program Files
Files file folder.
9. Locate the eSub program file. IeSub

10. Right click, and select Delete.

CeSub eSubmitter software can be loaded from the internet or from a CD-
ROM. The following two subsections will discuss instructions for each.

CeSub eSubmitter software is available for downloading from the web at
https://www.fda.gov/cdrh/cesub/. To install the latest version of the CDRH

CeSub eSubmitter software from this web page, follow the instructions
below.

Action Graphic

1. Click the link for
Download CeSub eSubmitter Software

Continued on Next Page
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Subsection 1.3: Software Installation

Installation
Instructions for
Microsoft Vista
Users

Installation
Instructions
from a CD-
ROM

2. Follow the instructions provided. Following the
instructions, the software will be installed locally on
your hard drive in C:\Program Files\eSub.

Notes: 1. You can change the location where the
software is installed by changing the file
path on the Installation Directory dialog
box when it appears.

2. The software may be installed on a
network. CeSub eSubmitter has a file
locking option that you set to prevent users
from accidentally overwriting the work of
another. For details, see Networking on
page 23.

Compatibility issues have been identified regarding the use of eSubmitter
with the Windows Vista operating system. These issues, related to the
installation of the software under the “Program Files” directory, can prevent
accessibility to data and output files generated by the software. These issues
can be averted by relocating the eSubmitter Data and Output folders to a less
restrictive directory (e.g., C:\Users\Public\eSub_Home). These settings can be
changed by navigating to the File > Preferences option within the application.

If you have already upgraded to the Windows Vista operating system or plan
to in the future, see http://www.fda.gov/cdrh/cesub/vista.html on the FDA
CDRH website for the latest information on successfully installing eSubmitter
within Windows Vista.

To install the latest version of the CDRH CeSub eSubmitter software from a
CD-ROM:

Continued on Next Page
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Subsection 1.3: Software Installation

Action Graphic

3.

Windows Explorer should be open on your
computer’s desktop.

Insert the eSubmitter CD-ROM in the CD drive of
your computer.

Navigate to the directory of the CD drive, if you do
not see it on your screen. For example, on a computer
with Windows 2000:

e Open Windows Explorer.

e Double-click My Computer to display
its contents.

e Look for the label for the CD drive. For
example, (E:).

Double-click on the label for the CD drive to display
its contents.

Double-click on the jinstall.exe file.

Follow the instructions provided. Following the
instructions, the software will be installed locally on
your hard drive in C:\Program Files\eSub.

Note: You can change the location where the
software is installed by changing the file path
on the Installation Directory dialog box when
it appears.

When the installation is complete, remove the CD-
ROM from the CD drive.

Note: The software may be installed on a network.
CeSub eSubmitter has a file locking option
that you set to prevent users from accidentally
overwriting the work of another. For details,
see Networking on page 23.

CeSub eSubmitter
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Subsection 1.3: Software Installation

Proxy Server
Instructions

10

If you are using a proxy server to connect to the Internet, then you will need
to change the application’s properties file (eSubmitter.properties) to
reference the server. See your System Administrator for help in changing the
properties file.

The properties file is located in the application's JExpress subdirectory
(Program Files\eSub\JExpress). Add the following switches before the -cp
switch: -DproxySet=true -DproxyHost=[proxy_host] -
DproxyPort=[proxy_port] (replace [proxy_host] and [proxy_port] with the
appropriate information for your configuration).

If the proxy server requires a user id and password, add the following two
properties to the update.control file that's also located in the JExpress
subdirectory:

proxyUserName=
proxyPassword=

CeSub eSubmitter
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Section 2: Getting Started

Contents
This section contains the following topics:
Topic See Page
Starting the Software 12
Setting User Preferences 20
Creating a New Submission 28
Copy an Existing Submission to Create a New Submission 31
Re-open an Existing Submission 35
11
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Subsection 2.1: Starting the Software

Introduction After you have successfully installed the CeSub eSubmitter software, you are
ready to start up the application and create a new report.

Starting the To start up the CeSub eSubmitter application, follow the instructions below.
Software

Action Graphic

1.  Start, and select Programs > CeSub eSubmitter >
eSubmitter.

2. You will see a Welcome dialog box, which provides
an introduction to the application.

You can set the Welcome dialog box to no longer
display at application startup. For this setting, click to
clear the Show this screen at Startup check box
within the dialog box, as shown below.

Welcome Dialog [ ]|
Box Welcome to CeSub eSubmitter
Welcome to the Center for Devices and Radiological Health {(CDRH) electronic Submissions
{CeSub) software.
Thanl you for participating in the pilot program for the CeSub eSubmitter soflware. We welcome any
cotnmments that you may have. Please feel free to contact us at CDREHeSub@cdrh. fda govr
3. When you are finished reading the Welcome dialog Close
box, click Close. You will see an Alert dialog box (as
shown below).
Continued on Next Page
12 CeSub eSubmitter
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Subsection 2.1: Starting the Software

Alert Dialog

Box Special Alert Regarding CeSub eSubmitter

Attention -- Windows Vista Users

Compatibility issues have been identified regarding the use of eSubmitter with the Yindows
ista operating system. These Issues, related to the installation of the software under the
"Program Files" directory, can prevent accessability to Data and Output files generated by
the software. These issues can be averted by relocating the eSubmitter Data and Output
folders to a less restrictive directary (e.g., cADocuments and SettingseSub_Home). These
settings can be changed by navigating to the File-=Preferences option within the application

If you have already upgraded to the Windows Vista operating system or plan to in the future,
see Installing eSubmitter on Yindows Yista on the FDA CORH website for the latest
infarmation on successtully installing eSubmitter within Windows vista

[¥] Show this screen at Startup | Close |

4.  The Alert dialog box contains a special alert. Read

the information carefully.

If you have already upgraded to the Windows Vista
Operating system or plan to in the future, follow the

posted link
(http://www.fda.gov/cdrh/cesub/vista.html) for
instructions regarding successfully installing
eSubmitter within Windows Vista.

CeSub eSubmitter

When you are finished reading the Alert dialog box,
click Close. You will see a Registration Dialog box
(as shown below).

Continued on Next Page
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Subsection 2.1: Starting the Software

Registration
Dialog Box

Registration
Dialog Box:
Contact

Information

14

Registration Dialog @

eSubmitter Registration

Register Later Next

Why Register?

Please register this software with the Center for Devices and Radiological Health (CDRH) of the
Food and Drug Administration (FDA)

By registering you will be providing valuable statistical data that will be used in an effort to better
understand the needs of industry, as well as to help justify and guide future development efforts

The registration process entails the entering of general contact information and the generation
of an email directed to FDA. Select the [Mext] button below to proceed

6.  Click Next to continue the registration process. Or, | Next |
click Register Later to register at another time. If T
you click Next, you will see a Registration Dialog /
box asking you to enter your contact information.

| Register Later |

Registration Dialog @
eSubmitter Registration

| Enter Contact Information }
Contact
Title (Mr., Ms., Dr.) | |
FirstiGiven Name C | |
Middle Name | |
Last Name e | |
Occupation Title [ |
Email Address: C | |

Register Later Previous ‘ ‘ Hext

Continued on Next Page
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Registration
Dialog Box:
Address

Information

Registration
Dialog Box:
Generate Email

Subsection 2.1: Starting the Software

7. On the Registration Dialog box, enter the information | Next

requested. Required entries are indicated by blue

dots. Click Next. You see a Registration Dialog box
asking you to enter address information.

eSubmitter Registration

| Enter Address Information

Address

Estalishment Name: C | |
Country. @ | @ United States of America ! Other (select helow)
Address - Line 1 C | |

Address - Ling 2: |

city e | |
State, Province, or Territary. [ ]

| =
Post Office ar Zip Code C | : |

Phone Numbers:

Telephone number: (] “(_) B

Register Later | Previous || Next

8.  Onthe Address Information dialog box, enter the
information requested. Click Next. You see a
Registration Dialog box to generate an email.

Registration Dialog

eSubmitter Registration

5]

Generate Email

You provided the following information:
John Sith

Johnsmith@hotmail.com

ABCD

1234 Main Street

Anywhere, MD, 20850, US

(999) 999-9999

Please verify the information and select the link below to generate an email to send to CORH
Generate Fmail

Mote: We will attempt to generate the email using your local email application. After the email is
generated and your email software is loaded, send it as you would any other email

Register Later Previous H Next |

Hext

CeSub eSubmitter
Release 4.3 User Guide
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Subsection 2.1: Starting the Software

10.

In the Generate Email step, you see a summary of the
information you entered. If the information is correct,
click Next. If the information is not correct, click
Previous until you return to the screen that you need
to correct.

Click Generate Email in the dialog box. You will
see an email.

11. Click Send in the email. You see a Registration

Dialog box to check results.

Registration

Dialog Box:

ChECk RESU|tS Step 4 Check Results

Was the registration email sent successfully?

®) Yes the Email was sent successfully

() No there was a Problem

If not, what was the issue?

Registration completed. Select the [Done] option below ta end the registration process

eSubmitter Registration

Previous Done

12.

13.

14.

Select the button corresponding to either Yes the
Email was sent correctly or No there was a
problem.

Click Done if the email was successful and to
complete the registration process.

If the eSubmitter software has been updated and you
are connected to the Internet, you will see an
Application Update Message to notify you that the
software has changed (as shown below).

| Next |
/

| Previous |

| Done

16

Continued on Next Page
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Subsection 2.1: Starting the Software

Appl ication Application Update Message E|
Update Message

The application has just been updated. Would you like to view the application
history log now ta review the new featuresichanges since the last update?

LastVersion: 1.10 Build 16
Mew Version: 1.28.01 Build 2

#®\  The application history log can always be viewed later from the Help menu.
—

| Yes | | Ho |

15. On the Application Update Message:

e ClickNoifyoudonotwishtoseealistofthe | w0 |
changes to the software. You can review the
changes at a later time if you wish.

e Click Yes if you do want to review a list of | Yes |
changes to the software. You see the View E—
Application History/Updates Dialog box (as
shown below).

View 53 View Application History/Updates Dialog. ")
Appl ICathn Provided below is a running history of all updates to the application software in reverse chronological

HiStOI’y/UpdateS order by version numbet.
Dialog Box Version 1.28.01 Updates

Bl

Enhancemenis

1. Adjusted the Installstion process to handle Windows Vista compatibility issues.

2. Added a warning at the application startup about potential Windows Vista
coropatibility issues.

3. Updated product code, guidance, and standards lookup tables

Fixes

1. Fixed a bug related to the Output directory not abways being created before adjusting
user preferences or performing an import

4

Version 1.27.01 Updates

Close

16. Click Close when you are finished reviewing the list Close
of changes. The dialog box closes.

17. Next, you will see the Open Report Data Dialog box.

Continued on Next Page
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Subsection 2.1: Starting the Software

Open Report Open Report Data Dialog E|
Data Dialog Box

Select report data

Submission Report Mame | File Mame | Last
Test Report Howe Funxmil 1201 3r2007 1

Wiew comments an the selected report data

| New Report Data... | | Open | | Cancel | | Help

18. This dialog box allows you to select an existing
submission or begin a new one. As you create new
reports, they are shown in this dialog box as a list of
all the available submissions with a comments area
for viewing additional information on the selected
submission. However, if this is the first time that you
started up the application after installing the software,
the list will be blank.

19. Look at the bottom of the Open Report Data Dialog
box. You will see four option buttons that are
described below:

New Report | Clicking this button displays the New Report Data Dialog

Data box, which allows the creation of a new submission report
file. The dialog box displays areas for the report type, as
well as areas for entering a descriptive name for the
submission, a file name, and comments. Any descriptive
name may be assigned to a new submission report file, as
long as it is unique to the submission list and not blank. It is
a good idea to use a name that distinctly identifies the
report. Use alphanumeric characters for file names.

Continued on Next Page
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Subsection 2.1: Starting the Software

Open

Cancel

Help

Clicking this button closes the Open Report Data Dialog
box, and opens the selected submission. In addition,
double-clicking on a submission or pressing the Enter key
while a submission is highlighted will also open the
submission. For complete information on creating or
editing a submission, see Preparing a Submission,
beginning on 44.

Clicking this button closes the Open Report Data Dialog
box with no changes to the screen.

Clicking this button displays the help text for the Open
Report Data Dialog box.

CeSub eSubmitter
Release 4.3 User Guide
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Subsection 2.2: Setting User Preferences

Introduction

20

eSubmitter allows you to set preferences for the following four categories:

Auto Save
Layout

File Location
File Viewer

Setting preferences prior to creating a submission will make the process much
easier. To begin setting preferences, click on the File Menu > Preferences. The
User Preferences Dialog box will appear (as shown below).

User Preferences Dialog E|
| Layout | Metworking | File Location | File Viewer |
Preferences related to the automation of saving data within a timed interval
Enahle auto-save [w]
. s ’ =
Time interval between saves (minutes) @ 10=
| Next | | ok || cancet |

The subsections below will explain how to set preferences for each category.

Continued on Next Page
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Auto Save

Subsection 2.2: Setting User Preferences

e Auto Save — When this option is enabled, eSubmitter automatically
saves your report while you work. You can also set the interval for how
often you want to save your report. At default, auto-save is
automatically turned on, and set to save files at 10 minute intervals.

Note: The Blue Dot @ indicates a required question.

User Preferences Dialog E(
| Lavout | Networking | File Location | FileViewer |
Preferences related to the automation of saving data within a timed interval
Enahle auto-save [w]
* | Timei f |
Time interval between saves {minutes) @ 10=
| Next | ok || Cancel

To change the auto-save option:

Action

Graphic

1. Check or uncheck the box to select the enable auto-
save checkbox (to turn auto save on) or click to clear
the checkbox (to turn auto-save off).

2. If you cleared the checkbox, go to step 3. If you
selected the checkbox,

In the time interval box:

Enter the interval (in minutes) for how often you want
to save the file.

OR

Use the up and down arrows to select the interval.

¥

Continued on Next Page
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Subsection 2.2: Setting User Preferences

Layout

22

3. If you want to change or set the layout, click Next or | Next |
the Layout tab. See the description for Layout T
below.

- If you are finished and satisfied with your changes,
click OK to close the User Preferences Dialog box.

OR

- Click Cancel to close the User Preferences Dialog |  Cancel
box without making any changes.

Allows you to set whether you want eSubmitter to open reports in the simple or
expert layout when you start up the application. At default, eSubmitter opens
reports in the simple layout. For more information, see descriptions in the
Application Window section on page 37.

User Preferences Dialog @
Auto-Save  Lavout | nNetworking | File Location | File Viewer |

Preferences related to the layout/appearance of the application

Initial layout at startup Simple A

Simple
Expert

| Previous H Next | ‘ oK H Cancel |

To change the layout when eSubmitter starts up, follow the instructions below.

Action Graphic

1. Inthe initial layout box, select Simple or Expert
from the drop-down menu.

Continued on Next Page
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2. If you want to change the settings for networking, | Next |
click Next or the Networking tab. See the description
for Networking below.

- If you are finished and satisfied with your changes, |

click OK to close the User Preferences Dialog box. oK |
OR
- Click Cancel to close the User Preferences Dialog | Cancel |
box without making any changes.
Networking Allows you to set file locking when using the software on a network. The

application is primarily designed for use by one user at a time. However, in an
effort to help support those that wish to run the application from a network and
want to prevent users from accidentally over-writing the work of another, a
simple file locking strategy has been incorporated. By enabling file locking, a
user will be warned if the file that they are attempting to open is currently in use
by another. At default, eSubmitter opens without file locking.

User Preferences Dialog E|

AutoSave | Layout !

‘| File Location | File Viewer |

Preferences related to the networking of the application

# The application is primarily designed for use by one user at a time. However, in an
— effortto help supportthose that wish to run the application fraom a netwark and want
to prevent users from accidently averwriting the work of another, we have
incorporated a simple file locking strategy. By enabling file locking a user will be
warhed ifthe file thatthey are atternpting to apen is currantly in use by another.

Enahle File Locking [

| Previous || Next | | 0K || Cancel

To enable file locking, follow the instructions below.

Continued on Next Page
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Action Graphic

1. Click to select the Enable File Locking checkbox (to v
turn file locking on) or click to clear the checkbox (to
turn file locking off).

2. Ifyou are finished and satisfied with your changes, | OK |
click OK to close the User Preferences Dialog box. I

OR

Click Cancel to close the User Preferences Dialog |ﬂ|

box without making any changes.

File Location Allows you to change the location where your report data files are stored when
saved and the location where files are generated when output (e.g., reports and
packaged submissions). For more information on packaging files for submission,
go to Package Files for Submission on page 85.

User Preferences Dialog

Preferences related to the location of application files

#\  The Data Location identifies where report data files are stored when saved.
e

Data Location datal | ‘TJ | of |

@\ The Output Location identifies where files are genarated when output (e.0., reparts,
— packaged submission).

Output Location | |outputl | ‘@l ‘J|

| Previous | | Next | | 0K | | Cancel |

To change the file location for the data folder and/or the output folder:

Action Graphic
1. Click the Select Location icon to the right of the text &
box. o
Continued on Next Page
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2.

Select File Select File Location X

Look In: |ﬁe§uh "| @ @ @ @@

Location Box

The Select File Location dialog box will appear.
Click the Look In box, and navigate to the file folder
where you would like your files stored.

data

3 JExpress
3 manual
T META-INF

File Name:  |C:AProgram FilesteSub] |

Files of Type: | AllFiles |

| Select || Cancel |

Once you have navigated to the location, highlight the Select
specific folder and click Select in the bottom right-
hand corner of the dialog box. Your files will now be
stored in the new specified location.

Recommended Location:

If installed on a Network drive (on Vista or
Windows XP or earlier): The location of your data and
output files will be contained within the eSub directory
where the application was installed.

If installed on a Workstation (on Windows Vista):
data and output files should be hosted in the following
location: C:\Users\Public\eSub_Home\.

If installed on a Workstation (on Windows XP or
earlier): data and output files should be hosted in the
following location: C:\Documents and
Settings\eSub_Home\.

CeSub eSubmitter
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File Viewer

Select Viewer

Application File
Box

26

Allows you to identify the application that you will use as your PDF viewer.
(Generally, Adobe Acrobat is used as the application for viewing PDFs.)

E User Preferences Dialog §|
Auto-Save | Layout | Networking | File Location File Viewer |
Preferences related to what applications are used to view attached files
Adobe {pdf) Viewer CiProgram Files\Adohedcrohatihcrobat.exe | |€J | uj |
| Previous ‘ | 0K | ‘ Cancel |

Follow these instructions to set up your PDF viewer:

Action

Graphic

1.  Click the Select Location icon to the right of the text
box. The Select Viewer Application File box is
displayed (as shown below).

K Select Viewer Application File P§|

SCCEL =

LookIn: |[CJeSub

] data

3 JExpress

3 manual

[T META-INF

D eSubmitter.exe
D Uninstall.exe

File Name: ||

x|

Files of Type: | Program Executable Files

Select || Cancel |

&)

Continued on Next Page
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2. Click in the Look In box, and navigate to the file
folder for Adobe Acrobat or the Acrobat Reader. The
location is usually either:

e Program Files > Adobe > Acrobat >
Acrobat.exe

e Program Files > Adobe > Reader >
AcroRd32.exe

3. Click to highlight (select) Acrobat.exe or | Select
AcroRd.exe and click Select. The File Viewer tab in
the User Preferences Dialog box will now appear in
the text box as shown below.

User User Preferences Dialog E|
Preferences —— =
. Auto-Save | Layout | Networking | FileLocation File Viewer |
Dialog Box
Preferences related to what applications are used to view attached files
Adobe {pdf) Viewer CiProgram Fileg\Adohe\dcrobatcrobat exe | |§|§|
| Previous ‘ OK | ‘ Cancel
4, Click OK. | oK
CeSub eSubmitter 27
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Introduction

Create a new
Blank
Submission
Report from
Scratch

28

This section provides an overview of creating a new submission report.

Note: Before proceeding, make sure you have already reviewed the
Introduction, Getting Started, and Interface sections of this user
manual. These sections provide valuable information that is necessary in
order to follow and understand the instructions in this section.

There are two methods for creating a new submission report: starting from
scratch with a completely blank report or copying an existing report and
making the required changes. The purpose for copying an existing report would
be to save time because many of the responses are the same. This might be the
case if you have an existing report from the same model family or you are
submitting a report supplement. The steps involved for both of these methods
are provided below.

To create a new submission report from scratch:

Action Graphic

1.  The CeSub eSubmitter application should be open on
your computer desktop. If it is open, and you see the
General Screen, go to step 2. (If it is not open, open
the application first by following the instructions in
Starting the Software on page 12.)

2. Click File > New. (Or, click the New Report icon on ‘ ‘_% ‘
the Tool Bar.) The New Report Data Dialog box is
displayed.

Continued on Next Page
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Data Dialog
Box

Subsection 2.3: Creating a New Submission

New Report Data Dialog ﬁl

Report type 3 |

eSub Report |

Descriptive name ‘@ |

File name (xmly @ |

Provide additional comrments about this report data, as appropriate.

OK | | Cancel | | Help

3. Complete the fields on this dialog box as follows:

Report type — The entry is CeSub Report. Do
not change this entry. (Required Entry, as
indicated by the blue dot.)

Descriptive name — Enter any descriptive
name, as long as it is unique to the submission
list and not blank. Use a name that distinctly
identifies the report to you. (Required Entry,
as indicated by the blue dot.)

File name — Enter a valid name for the

submission data. Use alphanumeric characters.

(Required Entry, as indicated by the blue dot.)
File names should not contain more than
250 characters. Do not use symbols when
naming the files. For example, do not use
slashes (/) (\), tildes (~), asterisks (*), periods
(.), brackets [ ], single quotation marks (*),
double quotation marks (“) or parentheses ().

Provide additional comments... — Enter any
additional information about this report
(Optional Entry).

CeSub eSubmitter
Release 4.3 User Guide
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Subsection 2.3: Creating a New Submission

4. When you are finished entering all information in the | oK ‘
fields, click OK. The first screen of your new blank R
submission report is displayed.

K CeSub eSubmitter g@@

File Edit View Output Tools Help

[ 3 Z B | (& Gl = )| ?
EEE N EENSE PR E IR
Submission Name: test Last Modified:
Report Type: CeSub Report Date Packaged:
Outline I -| Screen:Welcome
@ MainMenu | : @ Updatss to this software are automatic. Thess updates will oecur, a5 available, ifyou ars logged
2] Welcome H onto the Internet atthe time thatthe application is launched.

] Welcome (Cont)

|| Welcome to the CDRH Electronic Submissions Software
(CeSub)

: This software application is intended to automate the current paper subtmission process. This

‘|| software containg a number of data capturing tools and helpful dialog boxes to reduce redundant
o | responses for you, and to allow us to capture data in a more useful, structured forrmat. These

o | benefits will enable CDRH to improve our review process and reduce lengthy review times,

For your convenience, an email account has been established to support any questions that you may
:| | have regarding the use of this software. Please email any questions or comments o the CeSub team
o | at: cdrhesubd@cdrh.fda.gov. Please be sure to inchide your name, company name and contact

‘| information in the email.

‘| | Thank you again for using owr electronic product reporting software. We look forward to hearing
from wou soon.

‘| | Wvhat type of product is this submission referring to?

' InVitro Diagnostic Device

‘| |Radiation Emitting Product (OMB No. 0910-0025; Expiration Date: May 31, 2010)
| | Medwatch Form 35004

her ...

5.  Click the drop-down menu, and select one of the
following: In Vitro Diagnostic Device, Radiation
Emitting Product, MedWatch Form 3500A, or
Other.

6. Click the Welcome (Cont.) node. ) Welcome (Cont)

NOTE: If you are in the simple layout, click the next
arrow button.

7. You are now ready to change the responses in this
submission, go to Entering Submission Information
on page 51.

30 CeSub eSubmitter
Release 4.3 User Guide



Subsection 2.4: Copy an Existing Submission to Create a
New Submission

Copy an
Existing
Submission to
Create a New
Submission

Open Report
Data Dialog
Box

To copy an existing submission in order to create a new submission, follow the

instructions below.

Action Graphic
1.  Click File > Open. (Or, click the Open Report icon | €l |
on the Tool Bar.) The Open Report Data Dialog box —
is displayed (as shown below).
Open Report Data Dialog El
Selectreport data
Submission Report Mame | File Name | Last
test testing.xml
Yiew comments on the selected report data
Mew Report Data... 0Open || Cancel | ‘ Help
2. Click to select the existing submission report to be Open

used as a template, and click Open. The submission
report is displayed on your computer.

3. Click File > Save As. The Save Submission As Dialog
box is displayed (as shown below).

Continued on Next Page
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Subsection 2.4: Copy an Existing Submission to Create a
New Submission

Save ‘, 5 Sihaiiskinn s Diale : @
SL_'ImeSSI()n As Report type @ |Cesub Report |
Dialog Box
Descriptive name @ || |
File name (xm) @ || |
Frovide additional comments about this report data, as appropriate.
OK || Cancel | | Help

4. Complete the fields on this dialog box as follows:

e Report type — The entry is CeSub Report.
Do not change this entry. (Required
Entry, as indicated by the blue dot.)

e Descriptive name — Enter any descriptive
name, as long as it is unique to the
submission list and not blank. Use a name
that distinctly identifies the report to you.
(Required Entry, as indicated by the blue
dot.)

e File name - Enter a valid name for the
submission data. Use alphanumeric
characters. (Required Entry, as indicated
by the blue dot.)

e Provide additional comments... — Enter
any additional information about this
report (Optional Entry).

Continued on Next Page
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New Submission

5. When you are finished entering all information in the
fields, click OK.

The first screen of your new submission report is
displayed.

Su bmission B CoSub eSubmitter
N [de Gl View Culped Tooks ek
Report Main R ERE ORI ERE R
Screen e ot =
Welcome to the CDRH Electronic Submissions Software
{CeSub)
resporzies for you, and o allow s o caplure data m & mee
Wemefils will emable CORH 10 Enprove cees ared reduce bglbey review B
For your convenéence, an emad acooun established to Fupport any questions that you may
have regarding the ware of this softwan ‘mal any qUertins of comenemils to the CeSub team
at- edrhesubiedrh.flagoy. Pisse be sure 1o mchide your pame, compoy siene md contact
mfarmation in the nad
i :J\I‘\M bype of product ke this SuUbmigsson rafaring 1o? L]
fin Vit o Déagnostic Device:
ModWatch Form 35008 ot ot
Ll
6. Since you copied an existing submission, it already
has many or all questions answered. You now have
the opportunity to go through and change responses
for this new submission. (Creating a new submission
in this manner is convenient if you are creating a
supplemental report or creating a report for a product
in an existing product family.) On this screen:
e Click the drop-down menu, and select one of
the following: In Vitro Diagnostic Device,
Radiation Emitting Product, MedWatch
Form 3500A, or Other.
Continued on Next Page
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New Submission

7.  Click the Welcome (Cont.) node. ) Welcome (Cont)

NOTE: If you are in the simple layout, click the next
arrow.

8.  You are now ready to change the responses in this
submission, go to Entering Submission Information
on page 51.
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Re-open an To re-open an existing submission, follow the instructions below.
Existing
Submission
Action Graphic

1. Click File > Open on the menu bar.

OR

cick L8 on the tool bar.

The Open Report Data Dialog box is displayed (as
shown below).

Open RepO rt Open Report Data Dialog E|
Data Dialog

Selectreport data
BOX Submission Report Name | File Name | Last

test testing xml

View comments on the selected report data

New Report Data... Open | | Cancel | ‘ Help

2.  Click to select (highlight) the submission that you | Open
wish to open, and click Open. The selected report is
displayed.
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Contents
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Introduction

Simple View

Subsection 3.1: Application Window

This section describes eSubmitter’s Application Window and its different parts.

The eSubmitter Application Window has two layouts that change the
orientation of the text on the screen: simple and expert. When you first start
up the application, eSubmitter opens in the simple layout with the screen view.

The simple view shows only the current data entry screen and “hides” the outline
tree. The simple view separates the Submission Display Screen into three

additional areas (as shown below):

e Header Area (located at the top)
e Outline Area or Screen Area (located in the middle)

e Button Bar (located at the bottom), which allows forward and backward
movement through the screens, as well as the ability to switch back and

forth between the outline or screen view.

CeSub eSubmitter (=13
File Edit View Output Tools Help
[ &= 7 | = 4 T
Rk o0 6o @asdn® @
Submission Name: test Last Madified: 4_
Report Type: CGeSub Report Date Packaged:
Screen View | Main Menu: Welcome ‘
Header Area
‘ @ Updates to this sofware are autornatic. These updates will occur, as available, if vou are logged onto the Intemet at the time that the application is launched. ‘
Welcome to the CDRH Electronic Submissions Software (CeSub)
SC r ee n This software application is intended to automate the current paper submizsion process. This software contains a number of data capturing tools and helpful
< dialog boxes to reduce redundant responses for you, and to allow us to capture data in a more useful, structured format. These benefits will enable CORH to
A r ea improve our review process and reduce lengthy review times
For your convenienice, an email account has been established to support any questions that you may have regarding the use of this software. Please email any
guestions or comments to the CeSub team at: cdrhesuh@cdrh.fda.gov. Please be sure to include your name, company name and contact informeation in the email,
Thank you again for using our elestronic product reporting software. We loak farward ta hearing from you soon
\A What type of product is this submission referring to? @
[ -
Button Bar !
v
Outline View ﬁ
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Expert View
tree located on the left side of the screen. The expert
Submission Display Screen into four additional areas

Header Area (located at the top)
Outline Area (located at the left)
Screen Area (located to the right)

The expert view allows the user to navigate through the form using an outline

view separates the
(as shown below).

Splitter Bar (located between the outline and screen areas)

B CeSub eSubmitter E@@ H ead er

File Edit Wiew Output Tools Help

BECN =S E R

*

BERIDIR

Area

Submission Name: test

|

Last Modified:
Date Packaged:

Report Type: CeSub Report
Outline I Screen: Welcome
@ MainMenu |

2] Welcome
1 Welcome (Cont)

2 Updates {o this software are automatic. These updates will occur, as available, ifyou are logged
onto the Internet at the time that the application is launched.

Outline
Area <

Splitter _—"]

Bar

'

|| Welcome to the CDRH Electronic Submissions Seftware
' (CeSub)

This software application is intended to automate the current paper submission process. This

|| software contains a number of data capturing tools and helpful dialog boxes to reduce redundant
:| | responzes for you, and to allow us to capture data in a more useful, structured format. These

o | henefits will erable CORH to improwe our review process and reduce lengthy review times

‘|| For your convenience, an erail account has heen established to support any guestions that you may
‘|| have regarding the use of this software. Please email any gquestions or comments to the CeBub team
: at: edrhesub@cdrh.fda.gov. Please be sure to include your name, company name and contact

||| information in the ermail

Screen
Area

Thank you again for using our electronic product reporting software. We look forward to hearing
o | from you soon.

* | What tyne of product is this submission referring to? L]

. InVitro Diagnostic Ijeﬁce
- [Radiation Emitting Product {OMB No. 0910-0025; Expiration Date: May 31, 2010)
MedWatch Form 35004

her ...
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Layouts Both layouts provide the same information. It is your choice as to which layout
works best for you. You can switch between the two layouts very easily, as
well as customize eSubmitter to open in the expert layout. To learn how to
change eSubmitter so that the application opens in the expert layout, rather than

in the simple layout, see User Preference Tab — Layout.

The Application Window, whether in simple or expert layout, is divided into

three parts, as shown below.

1. Menu Bar
2. Tool Bar
3. Primary Report Screen

[ CeSub eSubmitter EEX

Menu . File Edit View Output Tools Help
Bar : [ @ .- & a2 (o] <
FEEN=NEERIEEREREEIES Tool Bar
Submission Name: test Last Modified:
Report Type: CeSub Report Date Packaged:
Screen View | Main Menu: Welcome ‘
‘ @ Updates to this software are automatic. These updates will oceur, as available, ifyou are logged onto the Internet atthe time that the application is launched ‘ '\
Welcome to the CDRH FElectronic Submissions Software (CeSub)
This sofiware application is intended to automate the current paper submission process. This software containg a number of data capturing tools and helpful
dialog bozes to reduce redundant responses for you, and to allow us to capture data in a more ugeful, structured format. These benefits will enable CDRH to
improve our review process and reduce lengthy review times.
For your convenience, an email account has been established to support any questions that you may have regarding the uge of thiz sofiware. Please email any .
questions or comments to the CeSub team at: edrhesub@edrh.fda.gov. Please be sure to include your name, company name and contact information in the email Prl mary
Thank you again for vsing our electronic product reporting sofiware. We look forward to hearing from you soon. Report
Screen
Wihat type of product is this submission referring to? [ ]
=l
B |
Parts of the The different parts of the Primary Work Area are defined as follows:
Primary Work
Area

Continued on
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Header Area Displays the following general information about the open submission:
e Submission Name — is the name that you created for the report.

e Report Type — will always be CeSub Report.

e Last Modified — represents the date and time the submission
information was last saved to the disk file. The date and time are
automatically updated after each save.

e Packaged Date - represents the date and time the submission files were
generated for transfer to CDRH. The date and time are automatically set
after the files are packaged for submission to CDRH.

Outline Displays tabs that organize the report into sections (as shown below).
Area/View

K3 CoSubs eSubmitter
File i View Outpet Tools Help

2OH 0D 00 @& +BD 9 e

Submission Name: test Last Modified:
Peport Type CeBub Report Dt Packagud:

Outling ‘Screan: 2.0 C
O M Mana 9 Reirn [ 0D S sion #\  Cortains Infamation on e Appkcabie Contasts
21 1.0 Typw of Subrmission

1 2.0 Coniact infarmason Section | Primary Submittar, Applicant, ar Sponsor
{1 20/ 4 sien

w14 Mool Namis Contact Information

agingSteriization Siies Contact
L

Each tab within the outline has an image to the left of its descriptive text. This
image depicts which tab contains the section that is currently displayed within
the screen area (i.e., the tab with the highlighted green image).

Each section within the outline contains a folder image to the left of the section
text. This folder image depicts the status of required information that is missing
from within the question responses of the section. For example:

40 CeSub eSubmitter
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e Green check mark indicates no required information is missing.
e Blue question mark indicates at least one item of required information

IS missing.
e No mark indicates that the section does not contain any required
questions.
Screen Displays the questions and responses associated with the selected section in the
Area/View outline area. There is complete flexibility in maneuvering through the screen

area. However, questions should be answered in order. Responses to some
questions will determine whether further questions are required or even
applicable, which means they may become disabled.

Some questions within the screen area may be required in order for the report to
be considered complete. These questions are designated with a blue dot to the
right of the question text. A complete list of required information that is
currently missing from the report can be accessed by selecting the Identify
Missing Data option on the Output menu.

Splitter Bar Is the vertical bar between the outline and screens areas in the Expert layout, as
shown below. By dragging the bar with the mouse to the left or right you can
control the proportion of the window that is allocated to each of the areas.
Adjusting this bar may be necessary on smaller monitors in order to improve
readability of the text.

o [ View Qupa Joos el

afiid B0 600 I +20 99

Satrission Hame 001 Lasd Moo
Peepnt Typer: CaSub Repod Do Packaged:
Chatlng Scrvon: 2.0 Contact Informalion

Section B | Primary Subumaiter, Applcant, of Sponsor

Splitter Bar
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The tool bar is a row of buttons that are designed to provide quick access to specific
or commonly used commands and options. The tool bar is located below the menu
bar.

Note: The screens and information that are accessed through the icons can
also be accessed using the following menus: File, Edit, View, and Help.
However, you must access information for Tools and Output (with the
exception of Package Files for Submission) through the actual menus. For
information relating to tools and output functions, refer to pages 44 and 96
respectively.

The buttons on the tool bar are grouped by functionality and are described below:

Tool Function

New — Displays the New Template Dialog box, which allows
a new (empty) template to be created.

Open — Displays the Open Template Dialog box, which
allows an existing template to be selected and opened.

Save — Saves any changes within the open template to
permanent storage (e.g., to the disk).

0| ¢ &

Simple Layout — Selects the simple layout, which displays
the current data entry screen and contains basic options for
moving forward and backward through the report one screen
at a time.

Expert Layout — Selects the expert layout, which contains
the overall outline and current data entry screen side-by-side.

Home — Takes you to the home screen.

SINE

Continued on Next Page
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Previous — Allows you to navigate to the previous screen.

Next — Allows you to navigate to the next screen.

Process Screen Changes — Processes your changes to screens
without saving the template or selecting another node. This
option allows you to see how rules impact the form based on
the changes made without having to leave the screen.

Screen Undo

Cut

Copy

Paste

Package Files for Submission — Allows you to package your
submission to send to CDRH after you have completely
answered all questions, and no data is missing. For complete
information, see Packaging Submission Files on page 85.

Help Topics

CeSub eSubmitter
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Subsection 3.3: Menu Bar - Tools
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Each command on the Tools Menu is described | Iools

below: Establishment Address Book...
Contact Address Book...
Submission File List...
Assign Report 1D...
Tool Function
Establishment List Dialog 3]

Establishment
Address Book

Displays the
Establishment
List Dialog box,
which provides
the ability to
maintain the
addresses of the
pertinent
manufacturing
and corporate
facilities e [
associated with
your reports.

Select an establishment

Establishment | Country |
ABC Company us

1234 East Strest

Vieww comments on the selected establishment

‘ ‘ Delete Close | ‘ Help

You only need to enter each company name and address once into
the Establishment Address Book, then select the appropriate entry
in response to each question. If the mailing address is the same as
the physical address, the physical address can be copied into the
mailing address fields. If they are similar but not exactly the same,
it can be copied, and then edited. The Establishment Address Book
will always be accessible for future reports, and you can update it as
needed. This should reduce confusing, misspelled, and redundant
entries.

The Establishment List Dialog box contains a list of all the available
establishments and a comments area for viewing the comments on
the selected establishment. In addition, if you scroll across the
establishment list, you’ll see fields containing basic identifier
information about each establishment.

The options (New, Edit, Delete, Close, and, Help) in this dialog
box are described below:

Continued on Next Page
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New

Displays the New Establishment Dialog box, which allows a
new establishment to be created. Below is an example. Enter
information in the fields to identify a particular establishment.

New Establishment Dialog %)
Establishment Identification | Physical Lacation | Mailing Location |

Estahlishment Name @ |[5mith Company |

Division Name [ |

FDA Establishment Reference Numbers

FDA Establishment Identifier (FED) ]
Central File Number (CFN) ]
Registration Number. ]
OwnerfOperator Number: ]
Help Finding K and Owner/Operator Mumbers

Internet Home Page Address ‘\

Establishment Comments

ok || cancel || Hew

= Click the Physical Location tab to enter address
information for where the establishment is
physically located. See below.

Establishient Wenification  Physical Lacation | Mailing Location |

Addrass

Counny & United States of America ‘Other (select balow)

At - Lini 1 (45 Wain Street

Address - Line I

Ciy, Aripwhens
Elate, Provinoe, or Terrtory.
Maryland -

Post Ofice or Zip Code: 20401-,
Phone Numbers
Telephone number: (999) Y99-4940 B
Far rnarmi bir -

O Cancel | Hedp

= Click the Mailing Location tab to enter address
information for the mailing address of the
establishment. See below.

CeSub eSubmitter
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Edit

Delete
Close

Help

New Establishment Dialog

Establishment |dentification | Physical Location  Mailing Location \

X

| Gopy the physical location ta the mailing location

‘ Copy Address |

Address

Country

@ United States of America (* Other (select below)

Address - Line 1:

[45 Main Street |

Gty

anpnere ]

State, Province, or Territory:

‘Manﬂand o ‘

Paost Office or Zip Code.

[20401-__ |

Phone Numbers

Telephone number:

|a88) B00-0080 Ext: J

Fax number.

[T |

oK | | Cancel ‘ ‘ Help

=

Click | Copy Address |ifthe mailing location is

the same as the physical location of the
establishment. The information is automatically
copied into the address fields (as shown above).
However, if the mailing location differs drastically
from the physical location, you must manually enter
the information.

When you are finished with the addresses, click
o« lto save your edits. Click | Canesl | tg

ignore all edits or | Hew [0 see help text. You
return to the Establishment List Dialog box.

Displays the Edit Establishment Dialog box, which allows the
selected establishment information to be changed. (You enter
information in this dialog box in the same manner as the New
Establishment Dialog box.)

Deletes the selected establishment from the list.

Closes the dialog box.

Displays the help window with text.
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Tool

Contact
Address Book

New

Edit

Delete
Close

Help

CeSub eSubmitter
Release 4.3 User Guide

Function

Displays the & x|
Contact List Dialog
box, which allows
the names and
addresses of the
pertinent people
associated with the
report to be
maintained. You
only need to enter
each person's name
and contact
information once into the Contacts Address Book, and then you can
select the appropriate individual in response to each question.
Existing Establishment addresses can be selected (from the
Establishment Address Book) for each contact. The Contact
Address Book will be retained and accessible for future reports, and
you can update it as needed. This should reduce confusing,
misspelled, and redundant entries.

Selecta contact

Contact Name |
PresidentCEQ
Wice President

Occupation Title |

Lucas, Laura

Srnith, John

View comments on the selected contact

| wew. || Est. || Deete | | cose |[ bHew |

The Contact List Dialog box contains a list of all the available
contacts and a comments area for viewing the comments on the
selected contact. In addition, if you scroll across the contact list, you
will see fields containing basic identifier information about each
contact.

The options provided in this dialog box are described below:
Displays the New Contact Dialog box, which allows a new
contact to be created.

Displays the Edit Contact Dialog box, which allows the
selected contact information to be changed.

Deletes the selected contact from the list.
Closes the dialog box.

Displays the help window with text.
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Tool

Submission
File List

Function

Displays the
Master File
List Dialog | pmourms
box, which
allows
attached file [ view.
information | (e .
to be 1l 0 e st

entered General description of the selected file

once for a
submission
but reused | cwse || v

across

questions in the report. For complete information on preparing a
submission, see page 50. File attachments must be in PDF.

Master File List
Title | Marme | Question Goun

submission.pdf 1 I |

Add...

Edit...

Delete

£

Attaching PDF files requires software capable of viewing and/or
printing PDF files (e.g., Adobe Acrobat). If you did not set your file
viewer under User Preferences, the first time a PDF file is attached,
the software will prompt you to locate the application within the
system that will be used to view/print such files. Once identified, the
software will no longer prompt for this information. For information
on setting up your PDF Viewer, see page 26.

Note: The file list is specific to the report that is currently open.

The Master File List Dialog box manages the file attachment
information related to the open report. The dialog box contains a list
of all the attached files that are currently available, an area for general
information on the selected file, and options for managing the list.
The file list displays the following for each:

o Descriptive title
e Physical file name
o Number of questions that currently reference the file as an

attachment
o File date
o Filesize

o Path to the file location

The options provided in the dialog box are described below:
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Add Displays the New File Dialog box, which allows a new file to
be added to the list of attachments.

Edit Displays the Edit File Dialog box, which allows the selected
file title and general description to be changed.

Delete | Deletes the selected file from the list.
View | Displays the selected file within the specified PDF viewer.
Close | Closes the dialog box.

Help Displays the help window with text.

Tool Function

Assign Allows you to enter an FDA-related identifier to a submission. After

Report ID you have sent the submission to the FDA for processing and have
received an acknowledgement, you can record the unique identifier
assigned by CDRH (such as an accession number). For complete
information on preparing a submission, see page 50.

To enter a Report ID:

= Select Assign Report ID from Tools on the Menu bar.
You see the Assign Report ID dialog box, as shown
below.

= Enter the unique identifier assigned by CDRH.

= If you are satisfied with your entry, click OK. Or,
click Cancel to close the dialog box without making
any changes.

Assign Report ID Dialog E|

P sfiera repart submission is received and processed you will receive an
— acknowledgement with a unigue report identifier. This identifier should be used
whenever referring to this submitted report.

External ldentifer: "

OK | | Cancel |
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Section 4: Preparing a Submission

Contents
This section contains the following topics:
Topic See Page
Entering Submission Information 51
Saving Submission Entries or Changes 78
Completing a Submission 79
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Introduction

Question Types

Subsection 4.1: Entering Submission Information

Entering information for a submission requires stepping through the report and
answering questions. If you use the simple layout, you progress through the
report screen by screen, ensuring that you have filled in all appropriate
responses. If you use the expert layout, you progress through the report outline
sections, activate each section to load the section questions and responses, and
ensure that you have filled in all appropriate responses.

Note: For the purpose of this guide, all graphics are in the expert view. Also,
information marked with a blue dot is required.

For additional information on the simple and expert layouts, see Interface on
page 36. You should follow the order of the sections as they are listed in the
outline. The order has been set up to represent the most logical progression
through the report.

The CeSub eSubmitter application uses several different types of questions to
capture all the information that is required for a specific report. The response that
you enter depends on the type of question used in your particular report. For
example, to answer a specific question, you may be required to select a response
from a drop-down box, type in text, attach a separate PDF file, select a check box,
or provide contact information.

This section describes each of the different question types and includes examples
of their respective responses.

Note: You may not see all of these types of questions in one particular
report. The purpose of this section is to provide a brief overview of all of
the different question types that are used in the eSubmitter software.

CeSub eSubmitter 51
Release 4.3 User Guide



Subsection 4.1: Entering Submission Information

Address | This question type requires that you enter the address and phone
numbers of your establishment. You enter the information in text
boxes and make selections using drop-down menus and clicking
option buttons. An example is shown below. Other types of
address questions are Contact and Establishment, which will be
discussed below.

Address

Country: @ | @ united States of America (' Other (select below)

Address - Line 1: @ | |

Addrass - Line 2: | |

City: @ || |
State, Province, or Tertitory: ]

| =
Post Office or Zip Code: @ || - |

Phonhe Humbers

Telephane number. @ | - Ext |

Fax number: (v - |

Check This question type requires that you click on the box to select or
Box clear the check mark to answer a question. See the example
below.

Compliance with the limits of 21 CFR would restrict the intended use ofthe [w]
product hecause compliance wauld limit the output power to the extent that the
desired effects wauld not be sufficienty visible.

Continued on Next Page
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Contact
(Simple)

This question type requires that you type contact information
(first name, last name, etc.) in text boxes. Entries may or may not
be required. The figure below shows an example of a simple
contact question with the first name and last name as required
entries (as indicated by the blue dots).

Contact

Title (Mr., Ms., Dr.):

FirstiGiven Marme: =]

Middle Name:

Qccupation Title:

|
|
|
Last Mame: =] |
|
|

Email Address: =]

Entries in a simple contact question are saved with a specific
submission but will not be captured in the Establishment or
Contact Address Book. For more information about
Establishment Address Books, see page 44.

Contact
(Multi-
Part)

CeSub eSubmitter
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This question types contains various areas that you need to
complete (indicated by the tabs: Establishment Identification,
Physical Location, and Mailing Location). For this question type,
you may enter contact information (first name, last name, etc.)
directly into text boxes, or you may copy this information from
the Contact Address Book. When you enter the information
directly (without using the Contact Address Book), the contact
information is only saved for the submission. Copying the
information from the Contact Address Book saves time for data
entry because the information is automatically copied into the
question. Information in the Establishment and Contact Address
Books requires that you only enter the data once and reuse it
across multiple submissions.

The figure below shows an example of a multi-part contact
question.
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Copy
Information

from Contact
Address Book
into Contact
Question

Contact List
Dialog Box

54

Contact Identification | Establishment Identification | Physical Location | Mailing Location | 4¢— Tabs

Contact

Title (Mr., Ms., Dr.):

FirstiGiven Mame: ]

Middle Name:

Last Mame: ]

Cccupation Title:

Ernail Address L]

To copy information from the Contact Address Book into the Contact Question,
follow the instructions below.

Action Graphic

1. Click the Copy from Contact Book icon in the ‘ e ‘
question. The Contact List Dialog box is displayed, as |
shown below.

K Contact List Dialog El

Selecta contact

Contact Mame CQeoupation Title

Lavelle, Don
Sinkavitch, Hope
elezis, Marti

Mew. || Edt. || Detete || select || close | Hem

2. Click to highlight and select the desired contact.

Continued on Next Page
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3.  Click Select. The contact information is | Select
automatically populated in the different entry areas.

4.  If the information is not exactly the same, you can
edit the information after you have copied it.

5. To see the other information, click the desired tab. If
you copied the contact information from the Contact
Address Book, the information for these tabs will be
completed as well.

6. For more information about Contact Address Books,

see page 47.
Drop- This question type requires that you select a response from a
Down list of entries that appear after you click the box with the down
Menu arrow (/). Below is an example of a question with a drop-
down menu.

Wyhat type of product is this submission referring to? *
Establish- = This question type contains various areas that you need to
ment complete (indicated by the tabs: Physical Location and Mailing

CeSub eSubmitter
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Location). For this question type, you may enter contact
information (establishment name, etc.) directly into text boxes,
or you may copy this information from the Establishment
Address Book. When you enter the information directly
(without using the Establishment Address Book), the
establishment information is only saved for the submission.
Copying the information from the Address Book saves time for
data entry because the information is automatically copied into
the question. Information in the Establishment and Contact
Address Books requires that you only enter the data once and
reuse it across multiple submissions.

Below is an example of an establishment question.
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Contact Identification ~ Establishment Identification | Physical Location | Mailing Location |

Coapy fram the estahlishment address boak | Copy Establishment... |

Establishment Name ® || |

Division Name | |

FDA Establishment Reference Numbers

FOA Establishment ldentifier (FED: g
Central File Murnber (CFM;: é
Renistration Number: é
Ownerfdperator Number: é

Help Finding Registration and Owner/Operator Mumbers

Copy Information from  To copy information from the Establishment Address Book into the

Establishment Address  establishment question, follow the instructions below.
Book into Establishment

Question
Action Graphic
1. Click the Copy Establishment icon in the question. " ConyEstaishment... |
2.  Click to highlight and select the desired contact.
3. Click Select. The contact information is automatically Select
populated in the different entry areas. .
4. If the information is not exactly the same, you can edit
the information after you have copied it.
5. To see the other information, click the desired tab. If
you copied the contact information from the Contact
Address Book, the information for these tabs will be
completed as well.
6. For more information about Establishment Address
Books, see page 44.
56 CeSub eSubmitter
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File
Attachment

CeSub eSubmitter
Release 4.3 User Guide

This question type allows you to attach a PDF file as a
response. The question may contain a text editor that allows
or requires you to type additional information. In addition,
this editor may be an HTML Editor, which allows you to
format what you type (bold, underline), run spell check, or
insert a table. You may use this area to provide descriptive
information or clarification, such as “see page 15 of the
attached user manual.” You may be required to enter the
attachment or the descriptive text.

Attaching PDF files requires software capable of viewing
and/or printing PDF files (e.g., Adobe Acrobat). The first
time a PDF file is attached, the software will prompt you to
locate the application within the system that will be used to
view/print such files. (See below).

]

@ Reports require a PDF compatible viewer in arder to be displayed and as ofyetno
& viewer {or aninvalid viewer) has been specified.

Specify a PDF viewer now?

For example, a typical lacation for the Adobe PDF viewer on a Windows machine
is: Program Files\AdobewAcrobat 4. WReader’

The typical executable file name is: ‘AcroRd32"

Once identified, the software will no longer prompt for this
information. For information on setting up your PDF Viewer,
see page 26.

Below is an example of an attachment question with a
response entered.

Provide supporting details and an if

File ,’#H o ‘llﬁ“ H\Anachmenn ) and Seftings\5158861D pai)
Details Paragraph ~|[al HZ =z ‘ﬂ‘@‘@

This file describes the lah.al|

Note: You may only attach files that are PDFs; no other
formats (such as Microsoft Word or Excel) are
acceptable. File names should not contain more
than 250 characters. Do not use symbols when
naming the files for attachments. For example, do
not use slashes (/) (\), tildes (~), asterisks (*), periods
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(.), brackets [ ], single quotation marks (*), double
quotation marks (*) or parentheses (). Once the file
is attached to a question, it can be selected as an
attachment to other questions, if appropriate.

Attach PDF To attach a PDF file to an attachment question, follow the instructions below.
File to
Attachment
Question
Action Graphic
1. Click the file folder icon to select the desired PDF (€]
file. A Select File dialog box is displayed (as shown —
below).
Select File Select File X
Dlalog BOX Look In: |IjeSuh v| @ @ @ @E
T data
IjJExpress
3 manual
3 META-INF
1 Output
File Name: || |
Files of Type: |nuuhe Acrobat Files (.pdf) v|
Select Cancel
2. Click to select the desired file (if it is listed).
OR
Click the Add icon to place another file in the list. A Add...
New File Dialog box is displayed.
Continued on Next Page
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New File Dialog

Box Select a File || [5] | o
Name @ |
Path [ ]

|
|
Date [
|

Size

Language | - ‘

Descriptive @

General description

0K ‘ | Cancel | ‘ Help

3. Click the file folder icon. You will see a Select File [ &]|

Dialog box.
Select File K Select File X
Dialog Box
Look In: |IjeSuh v| @ @ @ E@
7 data
IjJExpress
3 manual
3 META-INF
3 output
File Name: || |
Files of Type: |AdohencrohatFiles(.pdﬂ 'l
| Select || Cancel |
4. Click in Look In to locate the drive, such as Local
Disk (C:), or folder where the PDF is stored.
5. When you locate the desired PDF, click to select it
(highlight). The name of the file appears in File Name
(as shown below).
Continued on Next Page
CeSub eSubmitter 59

Release 4.3 User Guide



Subsection 4.1: Entering Submission Information

Select File Select File X

Dialog BOX Look In: |[CJeSub v| @ @ @ @

[ data

= JExpress

] manual

C3 META-INF

3 Output

D submission.pf

File Hame: |submissiun.pdf |
Files of Type: |Aduhe Acrobat Files {.pdf) v|
Select Cancel
6. Click Select. The Select File dialog box closes, and Select

you return to New File Dialog box.

7. Enter atitle in Descriptive title (required entry) and a
description in General description, if desired.

8. Click OK. You return to the Master File List Dialog | oK
box. The PDF that you just added is automatically
selected (highlighted).

Master File List
Dla|Og BOX Master File List

Title | Name |_Guestion Coun
Descriptive Title submission pdf a -

Edit...

Delete

| View...

4

I3}

1file inthe list

General description ofthe selected file

Select ‘ | Close | ‘ Help

9. Click Select. You see the path (location) of the file on Select
the network drive or hard drive of your computer
appear in the file attachment question.
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Multiple This question type allows you to attach multiple PDF files as a
File response. Below is an example of an attachment question with a
Attachments | file attachment included.

If additional infarmation is required, attach file.

| & || = | & | 1 itern in the list
Title | Hame | Date

test test pdf 0172008 03:11:54 P|E

Attach Multiple To attach multiple PDF files to an attachment question, follow the instructions
PDF Files to below.

Attachment
Question
Action Graphic
1. Click the Add File icon. You see a Select File Dialog | & |
box.
Select File Select File 3
Dlalog BOX Look In: |de§uh v| @ @ @ @E
T data
3 JExpress
3 manual
=3 META-INF
3 Output
File Hame: || |
Files of Type: |nuohe Acrobat Files {.pdf) v|
Select Cancel
2 Click to select the desired file (if it is listed).
OR Add...
Click Add to place another file in the list.
Continued on Next Page
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3. Click Select. You see information about the file Select
appear.

4. To see additional information, use the scroll bar.

5. Click the Add File icon and repeat steps 2 and 3 to | ) |
add another file attachment.

6. Repeat step 5 for each file that you wish to add.

OR

Click the Delete File icon to remove a file from the S
attachment question.

OR

Click the View File icon to see a PDF file in the list of | =% |
files.

Guidance This question type allows you to select the guidance

Documents | documents that you used to prepare your submission, as well
as provides space for you to add supporting text if necessary.
Below is an example of a guidance document question.

Flease enter all referenced Guidance Documents.

@] =] & 0 iterns inthe list
Document Title | Offic

Select a To select a guidance document, follow the instructions below.
Guidance

Document

Continued on Next Page
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Action Graphic

1.  Click the Add Guidance icon. The Guidance | & |
Document Filter Dialog box is displayed (as shown
below).

Guidance

Document [ provide cui

filter criteria (key il

Filter Dialog " | e

Office CDRH w | | Division -

Box

D ing the i filter criteria View Guidance... ‘
Title | Office | Division | |
Implementation of the Inspection by Accredited Persons Program Under The Medical Device User  CORH hitpiiveaw fila gowice] =
Fee and Modernization Act of 2002, Accreditation Criteria: Guidance for Industry, FDA Staff, and
Bundling Multiple Devices or Multiple Indications in a Single Submission - Guidance for Industry CORH ity iy fda, g owic o
and FDA Staff
Usger Fees and Refunds for Premarket Approval Applications - Guidance for Industry and FOA Staff | CORH hitpcitvewew fda gowed

Expedited Review of Premarket Submissions for Devices - Guidance for Industry and FDA Staff CORH hittp: iy fda, o ol

8 Guidance Documents in the filtered list

Guidance Documents currently selected View Guidance... ‘
Title |__Dffice | Division |

Draft Guidance Document for 510(k) Submission of Immunoglobuling A,G,M,0 and E QD DIHD hitp: e fola guw‘cd“

Immunaglobulin System In Vitro Devices

Implementation ofthe Inspection by Accredited Persons Program Under The Medical Device User | CORH hittp ey fda gowied

Fee and Modernization Act of 2002, Accreditation Criteria: Guidance for Industry, FDA Staff, and

]

2 Guidance Documents in the selected list.

Clear Filter ‘ ‘

‘ ‘ Delete OK | | Cancel

2. Onthis dialog box, you have several options for
searching for a particular guidance document:

In the Title text box, you can type the title of
the desired document (if you know what it is).

If you do not know the title of the document,
select the applicable office from the Office list
box.

On the Division list box, select the desired
Division.

Click Clear Filter to delete your selections

. Clear Filter
and begin a new search. ‘7
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3. Depending on which method you used, one or more
guidance documents will appear in the Guidance
Documents matching the specified filter criteria
area of the screen

4, Use the scroll bar to see information about the found
guidance documents.

5. If you are connected to the Internet and have Adobe View Guidance...
Acrobat installed, click to select a desired document,
and click View Guidance to see the selection.

6. To move a guidance document to Guidance
Documents currently selected area of the screen:

e Click to select (highlight) a particular guidance
document.

e Click Select. The selected document appears | Select
in Guidance Documents currently selected
area of the screen.

e Repeat the above two items for each desired
guidance document.

e Click Delete to remove a guidance document
from your selection. | Delete |

7. Click OK when you have made your selections. | oK |

You return to the guidance document question with
your selection appearing. Below is an example of a
guidance document question containing a response.

Continued on Next Page
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Guidance
Document
Containing a
Response

Access the List
of Available
Options

Subsection 4.1: Entering Submission Information

Flease enter all referenced Guidance Documents.

| @ ” — ” QA | 1 itemn in the list

Document Title | Offic
Implementation ofthe Inspection by Accredited Persons Program Under The Medical Device User  CDR) |
Fee and Modernization Act of 2002 Accreditation Criteria; Guidance for Industry, FDA Staff, and

List Item This question type allows you to select an item from a
list of options. Below is an example of a list item
question.

ldentifier | |EHE|

Mame

To access the list of available options, follow the instructions below.

Action Graphic

1.  Click the Select Item icon. A Selection List Dialog | & |
box is displayed (as shown below). B

Selection List Selection List Dialog @
D|a|0g BOX Select an item from within the list
ldentifier | Matre |
0o0.0000 UNDEFIMNED =
=
102010 TELEVISION 