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CeSub eSubmitter Quick Guide

The CeSub eSubmitter software enables the electronic submission of regulatory information to CDRH. At this time, the application
may be used to submit Radiological Health Reports and Correspondence, OIVD 510(k)s, and the MedWatch 3500A form for medical
device adverse event reports. This quick guide will instruct you on the basics for using the application. For more specific information,
please refer to the full length eSubmitter User Manual.

Inside this guide: Access the Software
Access the Software 1 To start up the CeSub eSubmitter application, follow the instructions below.
Getting Started 1 1. Goto Fhe Start melnu arjd se!ect Programs > CeSub eSubmitter > eSubmitter.

2. You will see a Registration Dialog box (as shown to RS — ]
Set User Preferences 2 the right). — .

o[ me | : N
Create a New Submission 3 3. Click — to continue the registration process.
- Or, click | Register Later | to register at another time.
Open an Existing 4 [ wem | ) ] i
Submission If you click = , you will see a Registration
Dialog box. If you choose to register, move forward

Enter Submission Informa- 4 through the wizard, and enter all requested informa-
tion B tion.

4. Step 4 of the registration wizard prompts you to check
Save Submission Entries or 4 results of the registration. If there was a problem — =

Changes generating your email, select the radio button No
there was a Problem and follow the instructions provided. If your email was sent, select

Complex Question Types 5 Yes the Email was sent successfully.
Check Completeness of 12 5. Click when you are finished. The dialog box closes.
Submission
Package Submission Files 13 Gettmg Started
User Support 15 The Intro Screen will be displayed (as shown below). The contents and tools available in the
Intro Screen are described in the table on page 2.
:2 = Important Tip Menu Bar
K CeSub eSubmitter
A1y = Important Warning Tool R o oo e
€ |- = L " A N . .
Bar—ij;l—-J B0 69 28 » G 3 Navigation
Bar
| [} ousemsinwminsna |7 s - e e T T Message
M | ﬁJ Open Existing Submission... Welcome to the CDRH Electronic Submissions Software (CeSub) \ Tabs
. . enu
eSmelﬂer Icon Dlrec'ory: H ﬁ eSubmitter Quick Guide... Overview: This software appiicanon This software application enables Blectronic sUDMISSION of regulatary
Options R i s e e e e T e M e
. tools and helpful dialog boxes to reduce redundant responses, and o allow CORH to capture data in a more
l:i = Requ"'ed Response Pane LaEﬂnulicﬂinn fes\ile\.:!l;ir‘imm:llurmat These benefits enable CORH to imprave our review process and redute lengthy

Ta farmiliarize yoursell with the eSubmitter application, see the *Getting Started” section of

Getting Started:
— t the "eSubrmitier Guick Guide”, which Provides layout Iformation as well 2s s for navigat tro screen H
J - Helpfu' Tlp n addition, the "eSubmitter Quick Guide" also provides information on crealing a new subm hrough to Prlmary

he submission packaging process The "eSubmitter Cuick Guids® can be launched from the cormesponding

) menu option on the left-nand side of this intro screen Screen
© = Information Message ConiactUs P ety s o et g s st splein e S5 A
team at cdrhesub@cdrh fda.gov. Please be sure to include your name, company name and contact rea
nformaton in the email, Otherwise, for Regulatory Quesbons, contact the appropnate office. See
@ = Error Message Contacts/addresses tor further details
Application Updates: Updales to this software are automatic. These updates will occur. as avallable, if you
@ are Ingged onto the Internet at the time that the application is launched
— = Note Message T pE T O T B e S TR N D W S e o M T
@ = Stop Message
/1y = Warning Message
@ = Confirmation Message U.S. Food and Drug Administration
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The contents of the Intro Screen are described in the table below.

Function Icon Description

Create New Submission @ Allows you to create a new submission entry. The New Submission Data Dialog box will ap-
pear. See section Creating a New Submission for more detailed information.

Open an Existing {,lr,] Allows you to open an existing submission. The Open Submission Data Dialog box will ap-

Submission i pear. See section Opening a New Submission for more detailed information.

eSubmitter Quick Guide @ Launches the eSubmitter Quick Guide. If the Quick Guide does not contain the information
you are searching for, see the full length eSubmitter User Manual.

Exit Application E‘*\i Closes the eSubmitter application.

Help Topics .j' Displays the Help Menu, which provides instructional information and support for utilizing the

-—) eSubmitter application.
Forward Navigation Arrow [’, This arrow allows you to move forward through the Message Tabs.

Backward Navigation Arrow .‘] This arrow allows you to move backwards through the Message Tabs.

Collapse/Expand P P Allows you to collapse and expand the Menu Options portion of the Intro Screen.
Arrows = =
Notification Stars The yellow stars are intended to notify users when new messages are available. The star ap-

Lol

pears next to the message tab header with new unread messages.

Category catergory Filter: |Showan  ~| Allows you to filter the message information to display only generic information or those mes-
Filter ' sages pertaining to a particular program. eSubmitter will remember the selected filter option

upon closing and reopening the application.

Mark as Read [ | Mark as Read? This checkbox enables you to indicate which message tabs have been read. Mark this check-
box to remove the yellow star shown next to the tab header. Unmark this checkbox to make
the yellow star on the applicable tab header reappear.

Set User Preferences

eSubmitter is initially installed with default preferences that can be altered at any time.

1. To view or update your setup preferences, select Preferences from the File Menu.
2. The User Preferences Dialog box appears as shown to the right. Each cate-

gory in the User Preferences Dialog box is explained briefly below. i sex Preferences Diaiog &
i Auto-Save ‘ Layout | Networking | FileLocation | File Viewer |
Auto Save: When this option is enabled, eSubmitter automatically saves your Preferences related t the automation of saving data within a timed interval
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.

Enable auto-save |v|

* | Time interval between saves {minutes) e 1D,7j

Layout: 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, eSubmit-
ter opens reports in the simple layout.

Next | [ ok || canca |

Networking: Allows you to set file locking when using the software on a net- |
work. 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 acci-
dentally 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 lock-
ing.

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).

File Viewer: 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.)

i; For more detailed instructions on setting your user preferences, see section 2.2 of the eSubmitter User Manual.
®* & ¢ & O ¢ O O O O O O O O O o * > o o



http://www.fda.gov/cdrh/ftparea/cdrh/cesub/updates/manual/eSubmissionUserManual.pdf
http://www.fda.gov/cdrh/ftparea/cdrh/cesub/updates/manual/eSubmissionUserManual.pdf

Create a New Submission
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Follow the next steps to create a new submission from scratch:

U.S. Food and Drug Administration

g’ Create Hew Submission...

£

. . . | ISS10Nn W
1. The CeSub eSubmitter application should be open on your computer o e s bios — <
desktop. If it is open, and you see the Intro Screen, go to step 2. (If it Ciaste liawiSubaission
is not open, open the application first by following the instructions in Step1 | Selecta Submission Type ¢
Starting the Software.)
) . . . List of Awadlable Submission Typas
2. Click the Create New Submission button from the Menu Options. Name Version VersionDste | |
. . i |L~a Ir Vitro Diagnostic Device - 5100k) ORD2I00E 1200081~ |
Or you may select File > New or, click the New Report icon ( ‘) on MedWateh Form 35004 (OMB No. 0810-0231) 10 OE/D212008 1200:53 F
. . . . . Radiation Emisting Product (OME No. 0810-0025) 1.0 OBD2/2008 11:59:264
the Tool Bar. The New Submission Dialog box is displayed (as shown 3
to the right). A ' '
Descnphon of Selactad Submission Type
:_; Click on the yellow light bulb (' ) to view helpful hints. fn Vitre Disgnostic Davice -sto)
This software application is intended to automate the EI..ITIIEnl paper submission process to the OND
o T Appications or the $10() submasaions or 11 VI DIagnostc Devices, e CeSub program prepared
3. Step 1. Select a Submission Type The New Submission Dla|09 the next version of the software, known as CeSub eSubmitter. CeSub eSubmitter is an improved and
wizard is comprised of two parts. The first section (top portion of the priseicd Lo e e Sl ool el M
window) requires that you select which Submission Type to create. O O P D D e i e DN D
When you click on the Submission Type, the bottom portion of the — PR =
window displays information related to the corresponding submission s e o
type. (See screen shot to the right.)
4. Once you have selected the Submission Type, click | e | _
. . . . | BT Mew Submission Dialog LB
5. Step 2. Provide Submission Details appears (as shown to the right). PP '
6. Complete the fields in this dialog box as follows:
stapz | Prdie Submission Detas 4
® Descriptive name — Enter any descriptive name, as long as it is
unique to the submission list and not blank. Use a name that 5““""‘““"‘"““’“‘““""“"‘"’:""“““""
. . . Y . . . * | Descriptive Name
distinctly identifies the report to you. (Required Entry, as indicated . hr . .
* | File Mame {oml)
by the blue dot.) e e -
® File name — Enter a valid name for the submission data. Use E——
alphanumeric characters. (Required Entry, as indicated by the
blue dot.) File names should not contain more than 250 char-
acters. Do not use symbols when naming the files.
® Provide additional comments... — Enter any additional informa-
tion about this report (Optional Entry).
6. When you are finished entering all of the information, cIick| ok |
7. The first screen of your new blank submission is displayed.
8. The parts of the application window are highlighted in the figure below S fmdvas Sl
(shown in expert view). '
Menu Bar —, [eees— “E Header
WENE ST ™ s [E AT TS TR N L IR ] Area
v o Coea gt ot Pkt
Tool Bar e
‘Welcome to the CDRH Electronic Submissions Seftware
(CeSub)
Outline ;
Ar g
ca Primary
= kbl g, P b e ki Screen
mformaton m the
g e i s e WA P Area
»
Splltter/ .
Bar mRee ./

9. You are now ready to complete this submission. Go to Entering Submission Information.

:2 To learn how to copy an existing submission to create a new submission, refer to section 2.4 of the eSubmitter User Manual.
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Open an Existing Submission ‘ ﬁ] Open Existing Submission..

Follow the next steps to open an existing submission:

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

2. Click the Open Existing Submission button from the Menu Options. (a5 s e
Or you may select File > Open or, click the Open Submission icon
(£J ) on the Tool Bar.

3. The Open Submission Dialog box will be displayed (as shown to the ——————— —— ——
rlght) 510k Samie 1 00k) B arnple ol 050 BI008 012436 Pu 08"

Open Exsting Submission

4. 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.

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

® Create New Submission: Clicking this button displays the New
Submission Dialog box, which allows the creation of a new sub-
mission report file. See Creating a New Submission.
Tt hesve Sidiirasinin,, st [ ]
® Open: Clicking this button closes the Open Submission Dialog
box, and opens the selected submission. In addition, double-clicking on a submission or pressing the Enter key while a sub-
mission is highlighted will also open the submission.

® Cancel: Clicking this button closes the Open Submission Dialog box with no changes to the screen.

Enter Submission Information

Enter Responses into the Submission

1. The CeSub eSubmitter application must be open on your computer desktop, and a submission must be open.
2. Navigate through the submission as follows:

® If you are in the simple layout, use the buttons on the button bar to advance to next/return to previous screen.

® |f you are in the expert layout, use the outline section, and activate each section to load the questions.

3. Provide a response to the question(s) on the screen. The response required depends on the type of question. See Complex
Question Types for instructions on entering information into the various types.

Q} If you do not finish entering information into a submission in one session, you may return to it at another time. See Saving Sub-
mission Entries or Changes.

Save Submission Entries or Changes

While moving through the submission, any changes made to question responses are automatically updated within memory (e.g., the
user made a change to a question response, went to another section of the submission, and returned to see that the changes to the
response were still in effect). If you have auto-save turned off in Preferences, these changes are only saved permanently when you
select the Save option from the tool bar or File menu.

i’; The software will remind you to save if data has been changed and you are about to perform an operation that would result in
losing your changes, such as opening another submission or exiting the application.

1. Click File > Save OR
2. Click ”E on the tool bar. The submission data has been saved.

3. To close and exit the application see Closing and Reopening a Submission.

000000000000000000000
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Closing and Reopening an Existing Submission

To Close a Submission:

® Click File > Close. The submission closes and the Intro Screen is displayed.

To Reopen an Existing Submission:

® Click File > Open on the menu bar or Open Existing Submisison from the Menu Options Pane. You see the Open Sub-

mission Dialog box.

® Click to select (highlight) the submission that you wish to open, and cIick|

To Exit the Application:

® To close eSubmitter, click the Exit Application button on the Menu Options Pane.

Complex Question Types

select | The selected report is displayed.

E%i Exit Application

The CeSub eSubmitter application uses various question types to capture all the information that is required for a specific submission.
Several of the eSubmitter question types are complex in nature. The purpose of this section is to provide a brief overview of all of the

various complex question types that are used in the eSubmitter.

o

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

“ You may not see all of these types of questions in one particular report.

Contact (Multi-Part): 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 informa-
tion from the Contact Address Book.

When you enter the information directly (without using the Contact Ad-
dress Book), the contact information is only saved for the submission.
However, you should use the “Copy To” Address Book feature if you
have already entered data into the field directory and would like to store
the information for future use. Copying the information from the Contact
Address Book saves time for data entry because the information is

Selectthe Responsible Individual from the Contact Address book ] “ = | = |

Contact ldentification | Establishment Identification | Physical Location | Mailing Location |
Contact

Title (M, Ms., Dr) | |
FirstiGiven Mame: @ | |
Micidla Name [ |
Last Mame: @ | |
Occupation Title [ |
Email Address [ ] | |

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.

Copy Information from Contact Address Book into Contact Question

1. Click the Copy from Contact Book icon (|l‘) in the question. The Contact List Dialog box is

displayed (as shown below).
Click to highlight and select the desired contact.

w n

G

Copy Information from Contact Question into Contact Address Book

If you have already entered data into the field directory and would like to store the information for

Click ‘ﬂL The contact information is automatically populated in the different entry areas.
_,} If the information is not exactly the same, you can edit the information after you have copied it. |l

ot liame Esupaen Te

future use, follow the instructions below to copy it into the Contact Address Book.
1. Click the Copy to Contact Book icon (| L |) in the question. The Confirmation dialog box will be displayed (as shown below).

2. Click| NS ‘to copy the information to the Contact Address Book.

Click |L| if you do wish to copy the information.

3. If you choose to copy the information, a message will appear, stating,
“Contact information successfully copied to the Contact Address
Book.” You may now reuse the stored information by copying it from

@ Copy the Contact Information from the selected response to the Contact Address

Book?

the Contact Address Book.

® & & & & S O & O O o o
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Copy Information from Establishment Address Book into Contact Multi-Part Question

| Copy Establishment... ‘ Contact Identificati Estabii ification | Physical Location | Mailing Location |

1. Click the icon in the question.
Click to highlight and select the desired contact.

Copy frorn the establishment address book | Copy Establishment... ‘|

3. Click | S¥& _ The establishment information is automatically populated in | cxasisnmentrame o \
the different entry areas. Dwvision Name \ \

4. If the information is not exactly the same, you can edit the information after
you have Cop|ed |t FDA Establishment Reference Numbers

5. To see the other information, click the desired tab. If you copied the contact Z:I:F:;Nh::m;:;:)(FED ,j
information from the Establishment Address Book, the information for these P —— O
tabs will be completed as well. P C

Help Finding Registration and Owner/Operator Murnbers

File Attachment: This question type allows you to attach a PDF file as a re-
sponse. 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 eSubmitter 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. Once
identified, the software will no longer prompt for this information.

Below is an example of an attachment question with a response entered. You may attach files that are PDF, Excel, XML, ZIP,
SGML, XPT, MOL, or DTD files.

¥ Shardian) §EMaCK] il ov, Phisi 100 Pea Ban e s Daba Hapon e 840006 FO8 P orm 36840 and

1 pierw in e gk

b 1} Hamw Dk
T SR e T M ApYEN b gif AN 11 11 Al Ll

fg} File names should not contain more than 250 characters. Do not use symbols when naming the files for attach-
ments. For example, do not use slashes (/) (\), tildes (~), asterisks (*), periods (.), 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 File to Attachment Question [ e ke Lt g % |
1. Click the green plus sign icon (&h ) to select the desired PDF file. A~ ™™ — e
Master File List dialog box is displayed (as shown to the right). R E PR i A i
2. Click to select the desired file (if it is listed) OR e
(L)
Select the | - iconto place another file in the list. The New File e
Dialog box is displayed (as shown below). " : L
K How Fila Dislog ] R T TR T O W RS
Select & File U
Nams @ ||
o cancer o (Continued on Next Pag
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Attach File to Attachment Question

1. Click the green plus sign icon ( @ ) to select the desired PDF file. A Master File List dialog box is displayed (as shown below).
2. Click to select the desired file (if it is listed).

OR
— K Master File List Dialog [
Select the | A% icon to place another file in the list. The New File Dialog i
box is displayed (as shown to the right). e T A
. . . X ] . . - B
3. Click the file folder icon (|2|). You will see a Select File Dialog box (as shown =
below).
View..
Look In: ‘ﬁesuh v‘ @ @ @ @E Ganeral dascrpbon of the seleced i
] data
3 JExpress
=] manual
[C3 METAINF ‘Seloct Close Help
=3 output
File Name: | |
Files of Type: ‘Adnhei\cmhmﬂlesi.pdﬂ v|
Select Cancel

Click in the Look In drop-down menu to locate the drive, such as Local Disk (C:), or folder where the PDF is stored.
When you locate the desired PDF, click to select it (highlight). The name of the file appears in File Name.

Click m The Select File dialog box closes, and you return to New File Dialog box.
Enter a title in Descriptive title (required entry) and a description in General description, if desired.

Click ‘L‘. You return to the Master File List Dialog box. The PDF that you just added is automatically selected (as shown
to the right).

9. Click m You see the path (location) of the file on the network drive or hard drive of your computer appear in the file at-
tachment question.

© No gk

Multiple File Attachments: This question type allows you | iradaitional nformation is required, attach file.
to attach multiple files as a response. To the right is an ex- (@] =] ] Y
ample of an attachment question with a file attachment in- T I (e I o
cluded. tect test. pdf 01/07/2008 03:11:54 P’Z
Attach Multiple Files to Attachment Question 0 B =
g2 |

1. Click the Add File icon (| @ |). You see a Select File Dialog box.
2. Click to select the desired file (if it is listed).
OR
Select the |L| icon to place another file in the list. A New File Dialog box is displayed.

Click |S#et_| you see information about the file appear.
To see additional information, use the scroll bar.

Click the Add File icon (| @ |) and repeat steps 2 and 3 to add another file attachment.
Repeat Step 5 for each file that you wish to add.

OR

o0 bk~ w

Click the Delete File icon (|
OR

) to remove a file from the attachment question.

Click the View File icon (| 4 |) to see a specific file attachment in the list of files.
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Guidance Documents: This question type allows you to select guidance documents 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.

Select a Guidance Document

1. Click the Add Guidance icon (| @ |). The Guidance Document Filter Dialog box is displayed (as shown below).
On this dialog box, you have several options for searching for a particular guidance document:

X
Provide Guidance Document filter criteria (keywords)
* | Title || orfice CDRH w | | Division v|
Guidance Documents matching the specified fiter criteria View Guidance... ‘
Title |_Office | Division | |
Irr ion ofthe ion by Persons Program Under The Medical Device User  GDRH ttp ey (ol govicd = |
Fee and Modernization Act of 2002, Accreditation Criteria; Guidance for Indusiry, FDA Staff, and i
Bundling Multiple Devices or Multiple Indications in 2 Single Submission - Guidance for Industry CDRH hittpoihaeey. fi 3, g ovicd) :
and FDA Staff :.
User Fees and Refunds for Premarket Approval Applications - Guidance for Industry and FDA Staff | CDRH hitp:thwrn fda. govicd
Expedited Review of Premarket Submissions for Devices - Guidance for Industry and FDA Staff CORH hitp ey fda govicd
|

KT

4] | D

@ Guidanee Documents in the filtered list.

Guidance Documents currently selected Wiew Guidance...
Title |_Office | Division |
Draft Guidance Document for 510¢k) Submission of Immunoglobuling A G,M,D and E oD DIHD hittp oy fida govicd| = |
Immunoglobulin System In Vitro Devices
Irr ion ofthe ion by Persone Program Under The Medical Device User | CORH hittp:iheey fda govicd)
Fee and Modernization Act of 2002, Accreditation Criteria: Guidance for Industry, FDA Staff, and =
Fr ]

2 Guidance Documents in the selected list

| clearfiter || select || peete | | ok || cancal

® 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.
® Onthe Division list box, select the desired Division.

e Click | “earfrer | {6 delete your selections and begin a new search.

2. 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.
3. Use the scroll bar to see information about the found guidance documents.

View Guidance... ‘

4. If you are connected to the Internet and have Adobe Acrobat installed, click to select a desired document, and click
to see the selection.
5. To move a guidance document to Guidance Documents currently selected area of the screen:

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

® Click |ﬂ‘. The selected document appears in Guidance Documents currently selected area of the screen.
® Repeat the above two items for each desired guidance document.

® Click |ﬂ| to remove a guidance document from your selection.

6. Click_ % when you have made your selections.

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

Please enter all referenced Guidance Documents.

| "J‘}' " o= " 4 ‘ 1 itern in the list

Cocument Title | Offic
Implementation of the 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
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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.

Access the List of Available Options

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

Selection List Dialog 3
Select an tem fram within the list
Identifier | Mame |
0000000 UNDEFINED |~
B
102010 TELEVISION RECEIVERS
102030 DIAGNOSTIC X-RAY SYSTEMS AND THEIR MAJOR
COMPONENTS

102031 RADIOGRAPHIC EQUIPMENT
102032 FLUOROSCOPIC EQUIPMENT

1774 items in the list

Select || Cancel

2. Click to select (highlight) the desired option.

3. Click the |ﬂ| button. The Selection List Dialog box closes, and you return to the open submission with the list item question
showing your selection (as shown below).

C.F.R. Bection

Identifier [1n2010 L2 | = |

Namg TELEVISION RECEMERS

4. If you wish to change your response, click the delete icon (I
5. Repeat steps 1 through 3 to make another selection.

). Your response selection is deleted from the question.

Product Code (Single): This question type allows you to search for and then identify the product code that is assigned to your
product or device. If applicable, you are able to search for the device class, device panel and particular CFR section. The re-
sponse to this question is for a single product code. Below is an example of a product code question.

Add a Single Product Code

To enter a three-letter code in the product code question, follow the instructions below:

® If you know the three-letter code assigned to your product/device, enter it in the text box. The remaining fields are automati-
cally filled in for you.

Choose the product code for this submission

® |f you wish to remove your entry, click the delete icon (| — |). Praduct Code [ \|| § | =

® If you do not know the three-letter code, see the instructions Produrt Gode Name
below to search for the code. Device Class

Clagsification Panel

If you are selecting a product code for a radiation emitting product and

do not see an appropriate code, enter RZZ. Il BT

Add ahy other product codes that are applicable to this submission

(Continued on Next Pal
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Search for a Product Code by Keyword

1. Click the Select Item icon d @ |). A Product Code Filter Dialog box is displayed
(as shown to the right).

2. Enter a keyword to search the database. You will be provided a list of product
codes from which to choose in the Matching Product Codes portion of the dia-
log box.

= Device Class

*  GFR Secton
Inuritfier

3. To further refine your search, if desired:

Froduct Code_|

® Click the Device Class drop-down list and make a selection.
® Click the Classification Panel drop-down list and make a selection.

® Click the Select Item icon (I @ |) next to the Identifier (under C.F.R. Se-
lection) and make a selection.

*  Clagsestion Pan

Edl Product Code Filter Dialog

Maiching Product Cades.

U.S. Food and Drug Administration

Provide Product Code filer criteria

®  Product Code Narms (keweed suanch)

Product Code Namse

e Click e |t remove entries and start the search over again.
Select |

4. Click to highlight the best match to your product/device, and click|

0 Product Codes i the list

Chear Fillor Seect

Device Clags Cli

[X]

You return to the submission screen and the product code question. The remain-
ing fields in the product code question are filled in for you.

Product Codes (Multiple): This question type allows you to identify other product codes applicable to the submission. Below is

an example of a multiple product code question.

Add Multiple Product Codes

Ed Procisct Code Filter Distog

Cata filtnr

1. Click the Add Product Code icon (| @ |). You see the Product Codes Filter
Dialog box (as shown to the right).

2. Enter Product Code and Product Code Name in the appropriate sections.
3. Click %

* | Frodur Code

| Dvize Clags
* | CFR Setton
\deriter

Hama

Search for Multiple Product Codes by Keyword ‘ ”

Froduct Code Mame

~ | Clszenestion Panal

| Priduct Codus matihing She specified e criteria

Froduct Code Mame.

1. Enter a keyword in Product Code Name to search the database. You will
be provided a list of product codes from which to choose in the in Product .
Codes matching the specified filter criteria portion of the dialog box. |

| Product Codes curtenty selocted
Pindusd Gade

0 Froduc! Codes in s e list

Produst Code Humy.

1

2. To further refine your search, if desired:

Chuan Fier

® Click the Device Class drop-down list and make a selection.

0 Froduct Godes in he selncd kst

Devca Class |

»

Eowview Class

oK Cancel

Clagsficatiy

Classdicalin

® Click the Classification Panel drop-down list and make a selection.

® Click the Select Item icon (| @ |) next to the Identifier (under C.F.R. Selection) and make a selection.

® Click ‘ﬂ| to remove entries and start the search over again.

Select

3. Click to highlight the best match to your product/device, and cIick|
rently selected.

4. Repeat steps 1 and 2 to continue to add product codes.
OR

Click |
5. Click %

Delete | 5 remove a product code from the selection.

| to return to the multiple product codes question, which shows your selections.

|. The product/device appears in Product Codes cur-

00000000000000000000@
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Standards: This question type allows you to select a standard for your submission from the CDRH list of recognized standards.
Below is an example of a standards question.

Add a Standard

1. Click the Add Standards icon. You see the Standards Filter Dialog box

(as shown to the right). B3 Standards Filor Ditog ]
2. Enter atitle in Title Reference (if known) to search the database. Pt Stancr e T e Gumor )
* | Toamswesncs || Catagosy ~ || Organmssen -
3. To further refine your search, if desired: o ,
matching the specified files criteria
Title and Rederence Numbsr Cc\'.xg:uy llrudm.'al
® Click the Category drop-down list and make a selection.
® (Click the Organization drop-down list and make a selection.
e Click |_Searfiter |1 remove entries and start the search over a : z e E—(Th
again. 0 andardsn o e
. . . . . Standards curmently selected
4. Click to highlight the best match to your product/device, and click T s erunc Hurn Catngary. organizal
|ﬂ|. The standard appears in Standards matching the speci-
fied filter criteria. s i s
—_— 0 Standards in the selected st
5.  When you are finished adding standards, click |L|. YOu return to || cus e o Cancol

the standards question.

Sections as Tables: Entire sections may appear as a table. This format is indicated by a row of buttons for New, Delete, Delete
All, an up arrow, and a down arrow. Directly below this row of buttons is the actual table (as shown below). You also see a List
and Details tabs.

Add Entry to Tabular Section

1. Click the New button to add an item to the table. You see a screen containing questions for you to answer (an example in the
List view is shown below).

|| New || Delete || Delete All | | @ | B
List | Details |
List of Sites
Status Change | Manufacturer | Contract Manufacturer | Contract Sterilizer
fes Mo Yes Yes
Mo Mo Yes fes

2. To see the details of an entry in the list, click Details (example shown below).

aw Db [T ] i 3
Liw Dwisis
I, f meterisn |rade, Py, o Mo e

Trahi, prtpriadn, orrucet v senis. 8 [[Earas o
.

E—— ® [lEerad f

3. If you accidentally enter a blank into the table, (by clicking New, not responding to any questions, and then clicking Details), you
will see a blank line in the List view. Select the line to be deleted and click the Delete button to remove the item from the table.

4. Click the Delete All button to delete all entries in the tabular screen

To navigate through the list of entries in the table, use the up and down arrows.

G

&
g

® & & & & S S S O O S O O O O O O O > o




FoA U.S. Food and Drug Administration

Check Completeness of Submission

To check for completeness of a submission, you must identify if any data is missing from your report (and then enter the required
data), and package the files for submission.

You will only be able to package files for submission as long as no required data is missing from the submission. To determine if any
data is missing, you will generate a Missing Data Report. To proceed, the desired submission should be open and displayed on your
computer screen.

& All submission report outputs are generated as HTML and require an application capable of viewing HTML output, such as a
WEB browser, the full version of Adobe Acrobat (not Acrobat Reader), or Microsoft Word.

1. From the menu bar, click Output > Missing Data Report. The Report

. Jg =AU : Report Output Dialog K
Output Dialog box is displayed (as shown to the right).
. . Select the application to be used to view the output Select the shading
2. On this dialog box:
) . ) . ) #\  The application selected must be capabls of viewing HTML output (6.0, 3 ® Grayscale

® Select the desired application to view the output in HTML: e iovse) [Ulels oD TobE oot Mo UNOT © colar
®  Click the option button: Default Browser or Other HTML Viewer 2;1,:.?.“:"@” Selectthefont e

(The default setting is your Web Browser.) | gf’"““:’:

arge Foi

® If you selected Other HTML Viewer, the Select button becomes o ][ caea ]

enabled. Click the |_3¥°=t_| hutton. You see the Select HTML

Viewer Application File dialog box.
3. Clickin the Look In box to navigate to the executable (.EXE) of the application to view the HTML. For example, if you want to
view the missing data output report in Word 2002, you would navigate using the following path: C: > Programs > Microsoft Of-
fice > Microsoft Office > Office 11> WINWORD.EXE
Click |ﬂ| You return to the Report Output Dialog box with your selection showing.
Select the desired shading of the report: lick the option button for Grayscale or Color.
Select the desired font size: lick the option button for Small Font or Large Font (which is approximately 10 pt).

o ok

When you are finished making selections, click |L| The eSubmit-
ter software generates the report in HTML, which opens for viewing in the [L . B
application that you selected. The missing data output report will either 4 .

state that there is no data missing or identify the missing data that must
be entered (as shown to the right) before the files are packaged for sub- |
mission. | IR
8. After you have verified that no data is missing from the submission, you | ==
are ready to package your files for submission.

o
] o
3

[

| [20Csnisst imiermapan

&
[10 Renson Fer Sutrmrssion

OotELE! ¥
Grems i dstwons S A OO A fld b - A-=m=aal
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Package Submission Files

After completing the submission and verifying that there is no information missing, you are ready to package the files for submission.
To proceed, the eSubmitter application should be open, and the finished submission displayed on your computer screen.
Pachaging Files Diakog 3]
1. Click Output > Package Files for Submission from the menu bar. Packaging Files for Submission -
2. If data is missing, a warning message will be displayed. Step 1| Overew ot Package i nfoenstion
3. If the submission has all required data, the Packaging Files Dialog box is
displayed (as shown to the right). Within the Packaging Files Dialog box you
will be prompted to move through a series of steps detailed below.

Wt Subenission Pacikaging Entaits..

ou are Teady 1o package the flies for
e report 10 be fed "ChCK” the

msiom appreach {may nol be
g i a singhe
o allered in any Way prior Lo ansming

Step 1: Overview and Package File Information

This section contains a brief overview of the packaging process. Follow the in-
structions below.

1. Specify the submission package file name.

he eSubrnitter Uper Manual (which can be found
tier Help (located on the Menu bar watlm the

Spocity the Submission Package Hie v
® The Package File Name (.zip) text box identifies the default zip file B bk | " T :
. . . . . * | Packsge Output Location @ CaProgram FreswSuthOutpun X o
name for the submission. (eSubmitter automatically uses the submis- 2 e
sion name for the zip file.) Make a note of the name for the zip file. gancal et

2. Specify the submission output location.
® The Package Output Location identifies the file folder where the zip file is located. Make a note of the output location.
® To change the location click the file folder icon, locate the desired location and click | select |

3. Click | mex | to proceed to Step 2: File Attachment Verification.

Packaging Files Dialog E|
Step 2: File Attachment Verification Packaging Files for Submission

This section lists all file attachments used in the submission. [ Se0zJiFas theciereal Vit

Fibe Attachenent List v
Eilg Hamg Eilg Tag GugEten Count | File

1. Check the list to ensure that all of the appropriate file attachments are listed ik i s j BiRAz0R 0
(only files referenced in responses will be included). See to the right for an
example.

2. Check the question counts to confirm that the files are attached.

'l If a file appears to be missing from the list, go to the Submission File Li
within eSubmitter (File Menu > Tools > Submission File List). In the Master

File List, ensure that each file is attached to a question. A zero in the Ques-
tion Count column indicates that the file is not attached to a specific question . | 0
and therefore will not be included in the packaged submission. = Fr |

3. Check the file dates, size, and locations to ensure the correct versions of the files are provided.
4. Click Next to proceed to Step 3 and continue packaging the submission.
OR
Click Previous to go back to Step 1.
OR
Click Cancel and exit the Package File Dialog box.

(Continued on Next Page)
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Step 3: Submittal Letter, Package Creation

Packaging Files Dialog E

This section will differ based on the report you are filing. If a specific step Eackaging Files for Submission
listed below does not appear in the dialog box on your screen, this is be- Step3 | Submital Lotts, Packoge Creation
cause it does not apply. Please skip the instructions and move to the next
step displayed on the Packaging Files Dialog box. An example of what may WNST:',LT' e -
appear in Step 3 is shown to the right.

Produce Subnession Package v
Output Submittal Letter 5. %ot i R D, ki ot 1 i ool Bl e 0 e

Package Subiisseon Hies. s
1. Click the | ViewPrint Submittal Letter.. |button, as shown below.
2. Ensure that your submittal letter is accurate.
3. Print and sign the submittal letter.
4. Prepare to mail the submittal letter (for CD transmission approach)
OR
Scan the submittal letter (for Gateway transmission approach) and note Concel Provies Howt

the location where you store the file (you will need to navigate to this
location in the next step).

4. Click the folder icon (\E) to attach the signed submittal letter that has been scanned.

Select

Once you have located the signed cover letter, click to| | attach the file to the packaging dialog box. The signed cover

letter path should appear.

Produce Submission Package

1. Click on | Paskase sumissionFies | 1 jnitiate the packaging of the ZIP file.

«_; Once the submission has packaged successfully, the status bar will indicate that the packaging is complete.

2. Click | Mext | to proceed to Step 4 to view the transmission instructions related to your submission.

(Continued on Next Page)
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Step 4: Transmit Submission Package

This section provides confirmation that the submission files have been success- [T &
fully packaged and is ready to be sent to CDRH. Follow the instructions below. Packaging Files for Submission

1. Read the instructions provided (as shown to the right). These instructions
may vary depending on the program you are submitting to.
2. Click Done to close the Packaging Files Dialog box.
OR
Click Previous to return to Step 3.

Ranaew il

Submissien Package Created Successtully

Fallow the transmission instroctions outlined below:

| Lacate the subraission ZIP file on wour compriter’s hard drive. The fle is stared in the Cutgut folder
dengrated we

=, the Dugnit Iocalsom specified under File-»Prefermees)
T Da not modify the 7ip ke after it ks gensraied by sSubmitier.

ez and OO 1o the address provided in your submaszion

Provious Dane.

Printing, Locating, and Copying Files

The following instructions do not apply if you are transmitting your submission via the Electronic Submissions Gateway. Please see
http://www.fda.gov/esg/ for Gateway transmission instructions. If you are transmitting your electronic submission on CD, follow the
instructions below:

After packaging the files for submission, locate the packaged ZIP file on your computer and copy it onto a CD. In addition, you will
need to mail the signed submittal letter (printed in Step 3 of the eSubmitter Packaging Submission Files Process).

,‘; For an OIVD submission, the truth and accuracy statement is part of the letter.

Locate the Submission Files on the Computer’s Hard Drive

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:

® Open Windows Explorer.
® Double-click My Computer to display its contents.

® 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. Below is a list of the most likely locations for the submission files, based on the installation location and operating system.

e |f 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\.

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

:,2 If you still cannot locate the submission files, check within your User Preferences, by navigating to File > Preferences > File Lo-
~— cation. The Output Location field will specify exactly where the submission files are located
4. Navigate to the appropriate location.

5. Double-click on the output file folder to open. The zip file that you created in Packaging Submission Files appears. Do not modify
the zip file after it is generated by eSubmitter.

6. Follow the transmission instructions for the program you are submitting to. See Contacts and Addresses tab on the Intro Screen.

User Support

For technical assistance for the CeSub eSubmitter software, an email can be sent to cdrhesub@cdrh.fda.gov. In the email, please be
sure provide the company name and contact information where a response can be sent.
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