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1. INTRODUCTION

The National Children’s Study (NCS) eSubmitter tool is a free program that allows
proposing institutions to electronically complete and submit Adjunct Studies proposals.
This tool is intended to improve the application and review process, allowing for quicker
completion and evaluation of proposals. The NCS eSubmitter software requires
completing a series of questions in electronic forms and allows attaching documents
when additional information is needed.

As the National Children’s Study proceeds, scientific knowledge will evolve and the
Study will serve as an appropriate platform upon which to build additional scientific
studies. Investigators from various sectors (such as academia, government, and industry)
are encouraged to propose (and obtain approval to conduct) adjunct studies. Such studies
will enhance the breadth, depth, and value of the Study and will assure continued interest
of a diverse group of investigators, which is critical to the overall success of the Study.
To protect the quality and integrity of the Study, adjunct studies will be reviewed and
approved by a defined, rigorous process. Adjunct studies will generally require outside
(non-Study) funding.

1.1 ABOUT THIS USER MANUAL

The instructions in this manual provide detailed information for installing the NCS
eSubmitter software onto 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 six sections (in addition to this one):

Section 2 explains the requirements for running NCS eSubmitter software, installation
instructions, proxy server instructions, and uninstall instructions.

Section 3 provides instructions for quickly starting up the software.
Section 4 provides descriptive information about the software and various dialog boxes..

Section 5 provides instructions for completing an actual proposal and getting the
application ready to submit to NICHD.

Section 6 provides information for getting technical support for the eSubmitter software.
Section 7 contains a Table of Figures.

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. In this
document, titles and contents of dialog boxes appear in this format: Text.

This convention is used so that you may easily differentiate what you see on your
computer screen from the text in this user manual.
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2. SOFTWARE INSTALLATION

21 SYSTEM REQUIREMENTS

e Windows Operating System

e Adobe Acrobat Reader v5.0 or greater (for attaching files)

e Software capable of viewing HTML, such as a Web browser, Microsoft Word, or
Adobe Acrobat (full installation version, not the Reader)

e 40 MB of disk space

2.2  UNINSTALL INSTRUCTIONS

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

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

To uninstall a previous version of eSubmitter:
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.
Navigate to and double-click to open the Program Files file folder.
4. Navigate to and click to open the NCS eSubmitter file folder.
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 instructions provided.

Note: If you do not see the Uninstall.exe file:
e Locate and double-click to open the JExpress file folder.
e 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 NCS eSubmitter software. See the following procedure.

w

2.3 INSTALLATION INSTRUCTIONS

To install the latest version of the NCS eSubmitter software, you must register at the

following website:
http://www.nationalchildrensstudy.gov/adjunct_studies/application information.cfm

1. Follow the instructions on the application website to receive an e-mail containing
login information to download the application software (eSubmitter) with the
application form.
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http://www.nationalchildrensstudy.gov/adjunct_studies/application_information.cfm

2. When you are ready to download the & i Malo

application, follow the instructions

provided on the wizard (see Figure o
1). The software will be installed fﬂ

locally on your hard drive in CHILDREN'S

Abhout to install
NCS eSubmitter 1.00.00 Build 1

C:\Program STuDY
Files\NCS_eSubmitter. NIH, NCS

Notes: 1. You can change the location
where the software is
installed by changing the file e o,
path on the Installation : hext 2>
Directory dialog box when

it appears.

2. The software may be installed
on a network. However, the software was not intended to be used by multiple
users at the same time. As long as it is used only by one individual at a time,
there is no issue with installing the software on a network.

Figure 1: Install Wizard

24 PROXY SERVER INSTRUCTIONS

If you are using a proxy server to connect to the Internet, 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\NCS_eSubmitter\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=
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3. GETTING STARTED

After you have successfully installed the NCS eSubmitter software, you are ready to start
up the application and create a new report. This section provides instructions for starting
up the software and setting up the application.

3.1 STARTING THE SOFTWARE

To start up the NCS eSubmitter application:
1. Click Start, and select Programs > NCS eSubmitter > NCS App.

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.

2. When you are finished reading the Welcome dialog box, click Close.

Welcome D
Welcome to the NCS Adjunct Studies Application eSubmitter

‘Welcome to the National Children's Study (NCS) Adjunct Studies Flectronic Submission
Application software.

The Children's Health Act of 2000 authorized the National Institute of Child Health and Hurman
Development (NICHD ) and a consortium of federal agencies to conduct the MNational Children's
Study. The National Institute of Environmental Health Sciences (MIEHSY, the Centers for Disease
Control and Prevention {CDC), and the U5, Environmental Protection Agency (EPA) join the MICHD
in planning and conducting this study. The NICHD and NIFHS are hoth part of the MNational Institutes
of Health {MIH), the biomedical research arm of the federal government. Both the CDC and the NIH
fall under the 1.5 Departrnent of Health and Human Services (DHHSY, the principal federal agency
for protecting the health of all Americans and providing essential hntnan services, especially for those
who are least able to help themeelves. The EPA is the armn of the federal gowertament that protects the
environment. These six agencies, DHHS, NIH, NICHD, NIEHS, CDC, and EPA, are dedicated to
wotrking together to improve the health of our nation’s children through the successful completion of
the Mational Children's Study.

[v| Show this screen at Startup Close

Figure 2: Example of the NCS eSubmitter Welcome Dialog Box

If the eSubmitter software has been updated and you are connected to the Internet,
you will see an Application Update Message notifying you that the software has
changed. See Figure 3 for an example.
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Application Update Message @

g The application has just been updated. \Would vou like to view the application
history log now to reviews the new featuresichanges since the last update’?

LastVersion: 1.00.00 Build 2
Mew Wersion: 1.00.00 Build &

# The application history log can akways be viewed later from the Help menu.

Figure 3: Example of an Application Update Message

3. Onthe Application Update Message:

e Click No if you do not wish to see a list of the changes to the software. You can
review the changes at a later time if you wish. For more information see View
Application History Log in the section, Menu Bar - Help, beginning on page 26.

e Click Yes if you do want to review a list of changes to the software. You see the
View Application History/Updates Dialog box. See Figure 4 for an
example.

View Application History/Updates Dialog DD

Pravided helow is a running history of all updates to the application software in reverse chronalogical
arder by wersion number.

Version 1.00.00 (Initial Release)

Figure 4: Example of View Application History/Updates Dialog Box

= Click Close when you are finished reviewing the list of changes. The
dialog box closes.
4. Next, you see the Open Report Data Dialog box (Figure 5). This dialog box
allows you to select an existing application or begin a new one. As you create new
applications, they are shown in this dialog box as a list of all the available
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submissions with as shown in Figure 5. However, if this is the first time that you
started up the software after installation, the list will be blank.

Open Report Data Dialog DD

Select report data

Submission Report Mame | File Mame | Last
Application Sample Sample_Appxml  01/30/2007 O

Yiews comments on the selected report data

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

Figure 5: Open Report Data Dialog Box

5. Look at the bottom of the Open Report Data Dialog box. You will see four option

buttons that are described below:

New Report Data.

Clicking this button displays the New Report Dialog box, which allows the
creation of a new application file. The dialog box displays areas for the report type, as
well as areas for entering a descriptive name for the application, a file name, and
comments. Any descriptive name may be assigned to a new application 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 application. Use alphanumeric characters for file names.

Open

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 page 35.)

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

Help
Clicking this button displays the help text for the Open Report Data Dialog box.
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6.

If this is the first time that you started up the application after installing the software,
click New Report Data to create a new submission. You see the New Report
Data Dialog box as shown in Figure 6.

Mew Report Data Dialog [:]D

Repatt type L | | Select...

Descriptive name @ || |

File name (xml) @ | |

Provide additional comments about this report data, as appropriate.

| OK || Cancel || Help |

Figure 6: New Report Data Dialog

On this dialog box:

Click Select from the Report type to select from one of two options:

1. NCS Adjunct Studies Preliminary Application OR

2. NCS Adjunct Studies Full Application
In Descriptive name, type a name for the application. Any descriptive name
may be assigned to a new application 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.
In File name, type the corresponding name for file. Use alphanumeric
characters for file names.
In the comment section, type any additional information about the report that you
wish.
Click OK when you are finished entering the information. The dialog box closes,
and you see the Open Report Data Dialog Box (Figure 5) with your new
report already highlighted. To select, click Open and you see the first screen of
the report.
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4, INTERFACE

41  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 software, eSubmitter
opens in the simple layout with a screen view. This view shows only the current data
entry screen and “hides” an outline tree (which is similar to a folder or directory tree
structure in Windows). To navigate through the screens in a report, click the arrow
buttons on the button bar, which is located at the bottom of the screen in Figure 7.

— — =
[0 HES Adjunct Studies Application eSubmitter sl Llﬂ
Flo Ean View Oupa Toois Help

BHH DO 6O @&+ E § e

Submission Mame: Sample_spplication Last Modified:

Report Type: NES Adjunct Studses Full Apglication Date Packaged:

| Screen View IFIII Application: Introduction |
)

FULL APPLICATION:

PROPOSALS FOR ADJUNCT STUDIES AND FOR ADDITIONS TO THE CORE PROTOCOL OF THE NATIONAL
CHILDREN'S STUDY

Proposing adjunct stadies ar addithons o the core protocal of (he National Children’s Study (NCS) is a two ter process, This formal application i o follow processing NCS processing and endorsement 1
af the briel Preliminary Application.

Secthons IV through X11 essentially mirror the Research Plan for U5, CovernmentHHE Gram Applications. For Sections IV through X1 inclusive, Hmdt the number of pages to 8 masimum of 30
ineluding the blue sections contalning the questions, This spproxdmates the 22 page allowanee for the Research Plan in RO1 grant applieations. Funding must be secured through sutside mechanksms,

Rebrvant portions of corrent 1.8, Governmen WHHS Grant Application farms PHS398 and SF424 may he substitnted fout and paste) for sections of this application as appropriate. Those farm and section
namibers are noted on this docament whern applicable and ane continally updated as the g camverts o elertronic submission of grant applications.

Do not inelude propriewary information. EREVITY is requested and appreeiated. Electronic submission of this form is REQUIRED. Font size 12pt. An original signed copy must be sent to:

Marion Bakam, M.D.
Rasearch Partnarehins Program Directar

Mational Chilimn's Study

Mational Institute of Child Health and Human Devalopment
6100 Exscutive Boulevard Suits SC01

Bethesda, MD) 20892-7510

Button Bar

et

Figure 7: Simple Layout

The expert view allows the user to navigate through the application form using an outline
tree located on the left side of the screen. An example of the expert view is shown in
Figure 8.
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[B1 NCS Adjunct Studies eSubmitter

J=3

File Edit View Output Tools Help

LYd 80 6¢

)

EIEREETE)

Outline Tree

—

(7] Application Categary
(7] . Proposal
(2] Il Principal Investigatorikey Personnel
[#] Principal Investigator Biographical Sketch
B ] Key Persannel and Collaborators

(21 11.C Mature of Collaborative Arrangements
2] Il Brief Abstract
(%] . Ohjectives and Aims
%] ¥. Scientific Background and Significance/Rationale

(7] VIl Research Design and Methods
2] VIL.D Study Sites
2] VILE Measures and Measurement Tools
] VILF Measurement Toalinstrument
B2 VLG Data Collection, Analysis, and Interpretation
(2] Data Access and Ownership

7] VILE Data and Safety Monitaring Plan
(%] I Burden on NCS Infrastructure
(7] ¥ Peer Review
%] ¥ IRE Review
(%] ¥l Ethical and Legal Considerations
%] ¥l Costand Funding

1 ILB Corresponding Applicant's Contact Informatio

Proposing adjunct studies or additions to the core protocol of the National Children's Study
| | (NCS) is a two tier process. This Full Application can be submitted for review after approval of
#|: | the brief Preliminary Application.

. ;| | Applications. Relevant portions of current grant applications may be copied (cut and pasie) into
(2] VIl Human Subjects Considerations (continues on next (23 |

(2] VLA Human Subjects Considerations fcontinued fro
4 |:| | For Sections IV through XIV inclusive, limit the number of pages to a maximum of 30 including

: | the text containing the guestions. Do not include proprietary information. BREVITY is requested
. and appreciated. Font size 12pt.

# | | The Adfunct Studies Overview webpage can be accessed here for a detailed description of the
#| | Adjunct Studies Program.
2] WI. Fit, Value, and Impact for the National Children’s Study |

2 TECHNICAL HELP in preparing this Application may be obtai
= | nih.gov and 301-402-1978.

Submission Name: Sample_Full Last Modified:  06/20/2007 03:40:24 AM

Report Type: Full App Date Packaged:

Outline | | Screen: Introduction
@Rl Eppiication =
H i ¥

- [nicdltian : FULL APPLICATION

PROPOSALS FOR ADJUNCT STUDIES AND
ADDITIONS TG THE CORE PROTOCOL:
NATIONAL CHILDREN'S STUDY

Sections IV through X1V essentially mirror the Research Plan for U.8. Government/HHS Grant

this application as appropriate. Those section titles are noted on this document where applicahle.

d at: NCSAD.Jieck

NON-TECHNICAL QUESTIONS about the Adjunct Studies Program should be directed to the

[

Adinnet Sndiac Taam at: NCSAL

i1 nih aow

Figure 8: Expert Layout

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. For more information about simple and expert
layouts, see Menu Bar - View, on page 18. To learn how to change eSubmitter so the
application opens in the expert layout, rather than in the simple layout, see Layout in the
User Preferences Dialog Box beginning on page 12.

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

as shown in Figure 9.
e Menu Bar
e Tool Bar
e Primary Work Area

CeSub eSubmitter User Manual
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NCS Adjunct Studies eSubmitter

BEX]

Menu Bar

4.2

File Edit View Output Tools Help

I

SN =I5

sl vaaele "

Submission Name: Sarnple_Full Last Modified:  06/20/2007 09:40:24 A
Report Type: Full &pp Date Packaged:

Outline |: Screen: Introduction

0 Fuil

L) Inmcliction FULL APPLICATION

(2] Application Gategory
%] | Proposal
2] Il. Principal Investigatorey Persannel
(2] Principal Investigator Biographical Sketch
Bl (] Key Personnel and Collaharators -
(+] ILB Correspanding Applicant's Gontact Infarmatiof 2| £
(7] I1.C Mature of Collaborative Arrangerents 1l
(%] . Brief Abstract
(7] V. Objectives and Aims
2]V Scientific Background and Significance/Ratianala E
(] V. Fit, value, and Impact far the Mational Children's Study 4|
(21 VIl. Research Design and Methods - |E
21 VIL.D Stucly Sites
(2] VILE Meagures and Measurement Taols
I WILF Measurement Toolinstrument
O (2] VIL.G Data Collection, Analysis, and Interpretation
(%] Data Accesg and Ownership x
(2] VIll. Human Subjects Considerations (continues on next | 2|
2] VIILA Hurnan Subjects Considerations fcontinued frof 2 |
(2] VIILB Data and Safety Monitoring Plan
(2] 1< Burden on NCE Infrastructure
7] % Peer Review
(2] . IRB Review
(2] %Il Ethical and Legal Considerations
(%] Il Cost and Funding

ra

[ b

PROPOSALS FOR ADJUNCT STUDIES AND
ADDITIONS TO THE CORE PROTOCOL.:
NATIONAL CHILDREN'S STUDY

The Adjunct Siudies (werview webpage can be accessed here for a detailed description of the
Adjunct Studies Program.

Proposing adjunct studies or additions to the core protocol of the National Children's Study
{NCS) is a two tier process. This Full Application can be submitted for review after approval of
the brief Preliminary Application.

Sections IV through X1V essentially mirror the Research Plan for U.8. Government/HHS Grant
Applications. Relevant portions of current grant applications may be copied (cut and paste) into
this application as appropriate. Those section titles are noted on this document where applicahle.

For Sections IV through XIV inclusive, limit the number of pages to a maximum of 30 including
the text containing the questions. Do not include proprietary information. BREVITY is requested
and appreciated. Font size 12pt.

TECHNICAL HELP in preparing this Application may be ohtained at: NCSADJtechteam @mail.
nih.gov and 301-402-1978.

NON-TECHNICAL QUESTIONS about the Adjunct Studies Program should be directed to the

Adivvart Sindise Tazwm ot NOCsdim, i1 mik e

Figure 9:

MENU BAR

Parts of the Application Window

Tool Bar

Primary
Work Area

The menu bar (Figure 9) is a horizontal bar residing at the top of the application window
that contains various drop-down menus (listed below):

View

Tools

File
Edit

Output

Help

CeSub eSubmitter User Manual
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(see page 22)
(see page 26)

10

April 2007




42.1 Menu Bar - File

The File menu primarily provides an interface for operations File |
that apply to an application. Each command on the File menu L4 New...
is described below: =

| Open... Ctil-0
New — Displays the New Report Data dialog, which allows B
a new (empty) application report to be created. k= save
Save As...

Open - Displays the Open Report Data dialog box, which  4j pelgte...
allows an existing application to be selected and opened. —

Properties...

Close - Closes the application report that is currently open. Preferences...

=i Exit

Save - Saves any changes within the open application report
to permanent storage (e.g., to the hard drive).

Note: When a submission is open, all of the information associated with the submission
is loaded into temporary memory. All data entry changes are recorded to this
temporary memory.

Save As - Displays the Save Submission As Dialog box, which allows a new
application report file to be created from the contents of the report file currently open (in
other words, all the data from the open report is copied to create the new report). The
dialog box displays areas for entering a descriptive name and comments. Remember that
any name can be assigned to a new application report file, as long as it is unique to the
submission list and not blank.

Delete — Displays the Delete Submission Dialog box, which allows the opened
submission report file to be deleted. The dialog box displays basic information about the
submission for verification purposes.

Note: Once an application is deleted, it is completely removed from the system. It is the
responsibility of the submitter to maintain a record of all applications.

Properties — Displays the Submission Report Properties dialog box, which
provides information about the application report that is currently open.

Preferences — Displays the User Preferences Dialog box, which allows you to turn
auto-save on or off, specify whether eSubmitter will open in the simple or expert layout,
and set up the application for use on a network. See Figure 10.

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.
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User Preferences Dialog BD s

i Layout = Networking | File Location | File Viewer |

Preferences related to the automation of Saving data within a timed interval

Enable auto-save [w]

* | Time interval between saves (minutes) L ] | 1E|E

Next | | ok || cancel || Hem |

Figure 10: User Preferences Dialog Box

To change the auto-save option:
1. Click 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 often you want to save file.
OR
- Use the up and down arrows to select the interval.
3. If you want to change set the layout, click Next or the Layout tab. See the
description for Layout below.
OR
- 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 box without
making any changes.

e Layout —allows you to set whether you want eSubmitter to open reports in the
simple or expert layout when you start up the application. See Figure 11. At
default, eSubmitter opens reports in the simple layout. For more information on
the screen layouts, see the descriptions beginning on page 18.
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User Preferences Dialog f:- x
Auto-Save | Layout || Networking | File Location | File Viewer
Preferences related to the layoutiappearance of the application
Initial layout at startup | Simple -
Previous | | Mext | | ok || cancel | Hew |

Figure 11: User Preferences Dialog Box, Layout Option

To change the layout when eSubmitter starts up:
1. Inthe initial layout box, click to select Simple or Expert.
2. If you want to change the settings for auto-save, click Previous or the Auto-
Save tab. See the description for Auto-Save on page 11.
OR
- 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 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
support running the application from a network and in order to prevent users from
accidentally over-writing the work of another, a simple file locking strategy has been
incorporated. Warning message will be displayed to the user trying to open the file
currently in use by another user when the file locking option is enabled (Figure 12). At
default, eSubmitter opens without file locking.
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User Preferences Dialog

Auto-Save | Layout

| File Location | File Viewer |

Preferences related to the networking of the application

] The application is primarily designed far use by one user at atime.
= Haowewer, in an effort to help suppaort those that wish to run the application
frorm a netwark and want to prevent users from accidently ovenwriting the
wworhk of another, we have incarparated a simple file locking strategy, By
enabling file lacking a userwill be warned if the file that they are
attempting to apen is currently in use by another.

Enable File Locking |

‘ Previous H Next | ‘ 0K H Cancel || Help |

Figure 12: User Preferences Dialog Box, Networking Option

To enable file locking:

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

2. 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 box without

making any changes.

e File Location - allows you to change location where your Data (Report) files
and your Output (Packaged Application) files are stored. Click on the folder icon
and navigate to the location where you wish to store your files.

User Preferences Dialog 3

Auto-Save | Layout | Networking File Viewer |

Preferences related to the location of application files

» The Data Location identifies where report data files are stored when
— gawved.

. Diata Location |datal | @|E

# The Output Location identifies where files are generated when output
= (e, reports, packaged submission).

Output Location !output‘t | @@

| Previous || Mext | | 0K || Cancel || Help |

Figure 13: User Preferences Dialog Box, File Location Option
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e File Viewer — allows you to select the PDF viewer to be used while working in
eSubmitter. Click on the folder icon and navigate to the location where your PDF
viewer is stored. For more information, go to Setting Up Your PDF Viewer in
the next section.

User Preferences Dialog !:. X
Auto-Save | Layout | Networking | File Location  File Viewer
Preferences related to what applications are used to view attached files
Adabe {pel) Viewer | m" o |
==l
| Previous | OK | | Cancel | | Help |

Figure 14: User Preferences Dialog Box, File Viewer

Exit — Exits the application software.

4.2.1.1 Setting Up Your PDF Viewer

To attach PDFs to your report, you must identify the application that you will use as your
PDF viewer. (Generally, Adobe Acrobat is used as the software for viewing PDFs.) The
first time that you try to attach a PDF in response to a question you will see a message
asking you to specify the viewer. For ease in finding these instructions, they are placed
in the beginning of the user guide. You will not need them until you try attaching a PDF
to a question.

For information on responding to the questions in the application, see Entering
Application Information, beginning on page 37.

To set up the PDF Viewer:

The eSubmitter software should be open, and an application should be displayed. The
software will try to generate a PDF of the blank report. You will see a confirmation
dialog box asking you to specify the PDF Viewer (as shown in Figure 15).
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Confirmation

-

Specify a POF wiewer now?

E Reports reguire a PDF compatible viewwer in order to be displayed and as of yet
no viewer (or an invalid viewer) has been specified.

& ror example, a typical location far the Adobe PDF viewer on a Windows machine
= is: Program Filesiadobeldcrobat 4 R eader!

The typical executable file name is: AcroRd32'

ves| No

e

Figure 15: Confirmation Dialog Box

1. On this dialog box, click Yes and you will see a dialog box similar to the one shown

below:

Select PDF Viewing Software

e

Look In: | CINCS_app

MG

7 data D help.jar D template.jar

3 JExpress [ images jar [ Uninstall.exe

3 manual D jh.jar

I META-INF [y kunststoff jar

3 output [ lucene.jar

D autoupdatechange D HCSApp.exe

[ config.jar [ sub.jar

File Name: | |

Files of Type: | All Files

4

| Select || Cancel |

Figure 16: Select PDF Viewing Software

2. On this dialog box:
e Click in the Look In box, and navigate to the file folder for Adobe. The location

is usually:
Program Files > Adobe > Adobe 5.0 (or 6.0, depending on the version that you

have installed) > Adobe

e Click to highlight (select) Acrobat exe, and click Select. (See Figure 17.)
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x|
Look In: |Ijncmhat v ‘ @ @ @ @@
9 Activex = Sequences D Agm.dil
=3 Browser 3 sPPIugins [ Bib.an
3 Javascripts [ Ace.dll [ coolType.dil
=3 optional [} Acrobatexe [ oPP.al
T PalmPilat [ acrabat.tib [ plugin.dn
CIphotoshop [} AcroENUxml [ wdk150.d1
I Piug_ins [y acroFx32.0LL [ WHa Library.di
File Hame: |Acrnhat exe |
Files of Tyne: | AllFiles |
Select Cancel

Figure 17: Select Acrobat.exe

3. The software will create a PDF of the blank report. After the PDF opens on your
screen, close it without saving.
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422 Menu Bar - Edit

The Edit menu includes general purpose editing Edit |

commands, which are described below: 2 Process Screen Changes

Process Screen Changes — Processes your & Screen Undo
changes to the screens without saving the report or o Cut Ctrl-x
selecting another node. This option allows you to see ) copy T

your changes quickly. ) paste Ciil-w

Screen Undo - Refreshes the data in the data entries displayed within the screen area
with their initial values before you made any changes.

Cut — Removes the selected text from within the data entry area that currently has the
focus, and transfers it to the system clipboard.

Copy — Copies the selected text from within the data entry area that currently has the
focus, and transfers it to the system clipboard.

Paste — Pastes the text from the system clipboard into the data entry area that currently
has the focus.

423 Menu Bar - View

The View menu includes general purpose View

commands for adjusting and moving around =

within the layout of the application window. Layout ’

Each command is described below: Tool Bar ¢
Go To Screen ]
Togygle Between Qutline and Screen  Cirl-T

Layout — Provides options for switching the orientation of the main workspace between

two distinct layouts: Simple or Expert. View |
Layout H ® [ Simple
Tool Bar H O [E Expert
e Simple layout — Displays the Go To Screen ’
Current data entry screen and Toggle Between Outline and Screen  Ctr-T

contains basic options for moving forward and backward through a report, one
screen at a time. A view of the overall report outline is provided on a secondary
screen.

This layout is most useful when stepping through the report sequentially and

when viewing the application through a lower resolution display (i.e., more area
can be dedicated to the data entry screen).
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Button Bar

Use the buttons on the Button Bar on the bottom of the screen to move through
the report or to display the outline. See Figure 18 for a Simple layout with a
Screen view. See Figure 19 for a Simple layout with an Outline view. Each time
that you start up the program, eSubmitter will open in a Simple layout with a
Screen view. You can change this setting so that eSubmitter opens in the Expert
layout, if you wish. For instructions, see Layout in the User Preferences Dialog
Box, beginning on page 12.

To switch between the screen view and the outline view, click the Outline and
Screen buttons, respectively.

[5] NS Adjunct Studies eSubmitter =8
File Edit View Output Tools Help
g 25 (€™ [ €Y ] =] ] i {
2od 8D ale|o) @&+ 5 n e e
Submission Name: Sample_Full Last Modified:  08/20/2007 09:40:24 AM
Report Type: Full Apn Date Packaged:
Screen View | Full Application: Introduction |

FULL APPLICATION

PROPOSALS FOR ADJUNCT STUDIES AND ADDITIONS TO THE CORE PROTOCOL:
NATIONAL CHILDREN'S STUDY

The Adjunct Stdies Overview webpage can be accessed here for a detailed description of the Adjunct Studies Program.

Proposing adjunct studies or additions to the core protocol of the National Children’s Study (NCS) is a two tier process. This Full Application can be
submitted for review after approval of the brief Preliminary Application.

Sections IV through XIV essentially mirror the Research Plan for U.S. Government/HHS Grant Applications. Relevant portions of current grant
applications may be copied (cut and paste) into this application as appropriate. Those section titles are noted on this document where applicable.

For Sections IV through XIV inclusive, limit the number of pages to a i of 30 including the text ining the g il Do not include
proprietary information. BREVITY is requested and appreciated. Font size 12pt.
TECHNICAL HELP in preparing this Application may he obtained at: NCSAD. il.nih.gov and 301-402-1978.

NON-TECHNICAL QUESTIONS about the Adjunct Studies Program should be directed to the Adjunct Studies Team at: NCSAdjunctStudies @mail.nih.gov.

Submit this form electronically to NCSAdjunctStudies @mail.nih.gov.
Also send two original signed hard copies to:
A 4

Va N

oD D |

Figure 18: Simple Layout, Screen View
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i L Vo OulgtTooks Vel
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Submisskon Name: Samele_nplsston
Report Type: NCE Adjunt Studies Full Applk aban

Last Modifled: 041172007 07 2220 PN
Date Packaged:

Outline View IEnI Application: Power Analysis to Justify Sample Size

@ Full Aggcation |
I Inroduction
{21 Application Catagory
(21 1. Proposal
2 1A Principal Investgatou®rejuct Direetonappleant Proie
) Cuganization Type
2 Ringraphies! Skaten
2 Hature of Arrangerments
LI Wy Parsseesl
] g galicant's
2 Nt Anesrel
LI V. Obfectives 4nd Aims
21 8roaa Objectves and Bpechic Aims
31 Hyzthases or Duastons
1) Dlaboratien of Special Inberes|
. Scintric Bakground and BgnifcanterRatondle
#1 Slandicant Public Heakh imporance

) Supponting st
) Advancement Achived
21 Inngvatie Fesearch Dessripton
1 VA Fit Vialug, and mpact for the Masanal Cridran's Saudy
B VA Denefit
2 et Spocites
21 Bt Exglanation
1 VIl ResAarch Design and Mehods
B ) VLA Ressarch Design
) Rusearch Deesign Description
£ Project Accnss Requirments
) Pewse Anadyals tn Justiy Samgia 58
2 Va8 Timing
B LG Study 908
(33 Fropoged Projact Locations
(20 Study Center Communication
21 Geographic Burdens
110 Measuns and Masurement Tools
) VL - M Masuramant Tooainssumant

Button Bar

=
2 Metnodetegy
#1 Data Sharing Plan
1) Dals Azea33 Paenmetars snd Sapulstons Complisnza
1 Fata

A 4
)

I’

-

Figure 19: Simple Layout, Outline View

e Expert layout — Displays the overall report outline and current data entry screen
side-by-side. This layout is most useful when additional display area is available.
It also simplifies non-sequential movement through the report, such as updating
various sections after the initial data entry is complete. Figure 20 shows an

Expert Layout.

S e
[ Yo (oo ot

GO0 @S e @ @

LT m

Outline Area
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FULL APPLICATION:
PROPOSALS FOR ADJUNCT STUDIES AND FOR ADDITIONS TO THE

Figure 20: Expert Layout

CORE PROTOCOL OF THE NATIONAL CHILDREN'S STUDY

Propesing adfures stustien ur mbiisir 1 the e preienl of the Natlenal Chlbirs's Stdy (405} b 2 twm ther process. This
Termal syl sthon & i falkews frievraiing NS prcessing sl erdaremes of the hief Frelminary Application.

Secthans 1V thraugh Y11 eroemilally mirees (e Rrerarch Vs fur 113, Cavrrmment HHES Cramt Applications. Fer Seviies 1V
[ p—— ‘pogrs g the aratinm
Thin sppercimates (b 28 page alkowasws fur thr Bevrare Plan b ROL grant sppliatiess. Fussling st b seveeed theingh
prEnpe—

Hrbevams parviems af rumvss 115, Gaveramem 1005 Craas Appbeation fsrm PHEY wd 51470 may be uwsiiuied rm and
e} fr seridma of thin sppliatien m qppprisie. Those form and pertien, wembers arv ncted en his doruzrst wher
apptrabie and ar ramtimually yrdaind s ihe vl appl:

P C . WREVITY bn oo et s form
REQUIRED. Fant sirm |31, A ariginal signed copy mmt b sent. n:

Mariom Balsamm, M1,
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Tool Bar — Provides options for hiding and Yiew

Layout r

showing the tool bar, as well as, changing the TooiEa U v show root e
sizes of the images within the tool bar buttons Go To Screen MO smallicons
(i.e., Sma” or Iarge image5). Toggle Between Outline and Screen Ctl-T | ®  Large lcons
Go To Screen - Provides options for moving ‘il“mwm R

directly to the first screen within the report, as Tool Bar ,

well as the previous or next screen. Keyboard Go To Screen D] Home (First) cived
short-cuts for these options are also provided. Todglo Between Otine and Soreen £1:1 Brooss  cor
Toggle Between Outline and Screen - View

Switches the focus between the outline and the Layout »
screen. Since there is a keyboard short-cut, this Tool Bar 3
feature is most useful when attempting to Go To Screen v
quickly switch between the interface outline Toggle Between Outline and Screen Cirk-T

area and the screen area when using only the
keyboard. This command is used with the Simple layout.

4.2.4 Menu Bar - Output

Output |
The Output menu includes cqmmaqu relate_d to Missing Data Report...
the output of reports for submission information. —
Submission Report...
Note: All report outputs are generated as HTML \gi Package Files for Submission...

and require an application capable of

viewing HTML output, such as a WEB browser, Adobe Acrobat or Acrobat
Reader, or Microsoft Word. When you select an item from the Output menu you
will see a Report Output Dialog box, which allows you to select your HTML
viewer.

Each command on the Output menu is described below:

Missing Data Report — Provides a list of required | output |

questions that you have not yet answered. The list is

. . Missing Data Report...
provided in HTML format. You can save the report —
file at any time. However, you will not be able to Submission Report...
create a submission file to submit to NICHD until ¥ Package Files for Submission...

there is no missing data. For more information on
viewing a missing data report for your submission, see the Missing Data Report section,
beginning on page 47.
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Submission Report — Views/prints out the submission report with your entries in
HTML.

Package Files for Submission — Displays the Package Files for Submission
Dialog box, which creates all the files that are

required for submitting an application report to Qutput |

NICHD. However, the submission data files will only Missing Data Report...

be generated when no required data is missing from
the report. See the Packaging Submission Files
section beginning on page 50 for detailed instructions
on preparing your files for submission.

Submission Report...

Q Package Files for Submission...

425 Menu Bar - Tools

Tools
Each command on the Tools menu is described o '
. Organization Address Book...
below: =
Contact Address Book...
Organization Address Book — Displays the Submission File List...

Organization List Dialog box, which provides the
ability to maintain the addresses of the pertinent facilities associated with your
applications.

You only need to enter each company name and address once into the Organization
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 Organization Address Book will always be accessible for
future reports, and you can update it as needed. This should reduce confusing, misspelled,
and redundant entries. Figure 21 shows an example of an Organization List Dialog
box containing an entry for an organization.

Organization List Dialog DD
Select an grganization
Qrganization Wame | Country |
Sample Institution LIS
T ‘ o
View comments on the selected organization
New.| | | Edit. || Delete | | Close | Help

Figure 21: Organization List Dialog Box
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The Organization List Dialog box contains a list of all the available organizations and
a comments area for viewing the comments on the selected organization. In addition, if
you scroll across the organization list, you’ll see fields containing basic identifier
information about each.

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

e New - Displays the New Organization Dialog which allows a new
organization to be created. Enter information in the fields to identify a particular
organization.

e Edit — Displays the Edit Organization Dialog box which allows the selected
organization information to be changed. (You enter information in this dialog
box in the same manner as the New Organization Dialog box.)

e Delete — Deletes the selected organization from the list.
e Close - Closes the dialog box.
e Help - Displays the Help window with help text.

Contact Address Book — Displays the Contact List Dialog box, which allows the
names and addresses of the pertinent people associated with the application to be
maintained. You need only 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. EXxisting organization addresses can be selected (from the
Organization 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, misspelling, and redundant entries.

The Contact List Dialog box contains a list of 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. Figure 22 shows an example of a Contact List Dialog box containing entries
for contacts.
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5| contact List Dialog x|

Select a contact

Contact Mame | Qccupation Title
Long, Laura A, FPresidentiCEQ
Long, Lazarus Regulatory Affairs Manager

Yiew comments on the selected contact

| Mew... || Edit... || Delete | Close Help

Figure 22: Contact List Dialog Box

The options provided in this dialog box are described below:

e New - Displays the New Contact Dialog box, which allows a new contact to
be created.

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

e Delete — Deletes the selected contact from the list.

e Close - Closes the dialog box.

Help — Displays the help window with this help text

Submission File List — Displays the Master File

List Dialog box, which allows attached file Tools |
information to be entered once for a submission but Organization Address Book...
reused across questions in the report. Contact Address Book...

Submission File List...

Attaching files requires software capable of viewing
and/or printing PDF files (e.g., Adobe Acrobat).

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
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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

e Number of questions that currently reference the file as an attachment

e File date

o Filesize

e Language

« Path to the file location

Figure 23 shows an example of a Master File List Dialog box with an attachment
listed.

Master File List Dialog mE <
Master File List

Title | Mame | Guestion |

Sample File Attachment Sample_Attachment. pdf 0 -3 | Add...|

Edit...

| Delete

| View.
{ [z s | k| |
1 file in the list,

General description of the selected file

| setect || cose || nHew |

Figure 23: Master File List Dialog Box

The options provided in the dialog box are described below:

e Add - Displays the New File Dialog box, which allows a new file to be added
to the list of attachments.

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

e Delete — Deletes the selected file from the list.

e View — Displays the selected file within the specified viewer.
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e Close - Closes the dialog box.
e Help — Displays the help window with this help text.
4.2.6 Menu Bar - Help —
Help
The Help menu provides access to help information: Help i/ Help Topics Fi

Topics, View Application History Log, and About.

Help Topics — Displays the Help window as shown in

View Application History Log...

About...

Figure 24. The window contains a tool bar, outline area, screen area, and a splitter bar,
which are described below:

|_>

Outline Area

CeSub eSubmitter User Manual

Tool Bar - The tool bar provides options to move back and forth between topics
(similar to the history in a browser, the back and forth buttons move between
topics in the order they were viewed, not the order they appear within the outline),
print the screen area, and set up the printer.

Outline Area - The outline area contains a table of contents that lists the help
topics.

Screen Area - The screen area displays the help contents for the section selected
in the table of contents.

Splitter Bar - The splitter is the vertical bar between the outline and screen areas.
By dragging the bar with the mouse left or right, you can control the proportion of
the window that is allocated to each of the areas.

< NCS eSubmitter - Help

ST

Tool Bar

RENEES
m |

[y
23 oS egubmitter Software Installation
D Introduction
[ [sofware Installation
[ setting Started
Bl 0] Interface
D Application Window
[ wenu Bar
[y Tanl Bar
D Primary Work Area
El (07 Prepating a submission
D Creating & new submiss
[} Ertering submissian inf
D Saving submission chan
D Closing and re-opening
[ completing 2 submissia
[ seting Suppart

Screen Area

SYSTEM REQUIREMENTS

» Windows Operating Bystem

» Adobe Acrobat Reader v5.0 or greater { for attaching files)

#» Coftware capable of wiewing HTMWL, such as a Web
browser, Microsoft Word or Adobe Acrobat (full install
wersion, not the Reader) 40 MB of disk space

Before installing NCS eZubrnitter, uninstall any
the software.

\

To uni 11 a previous version of NCS eSubmitter:

Splitter Bar

el

Figure 24: Help Window
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View Application History Log — Displays the View Application
History/Updates Dialog box which provides a history of changes to eSubmitter

software. Changes will be listed in reverse chronological order by version number. See
Figure 25.

View Application History/Updates Dialog

Frovided below is a running history of all updates to the application software in reverse chronological
arder by version numher.

Version 1.00.00 (Initial Release)

| Close | Help

Figure 25: View Application History/Updates Dialog Box

About - Displays the About dialog box which provides general information about the
application. See Figure 26.

About D

_ ‘i\ﬁ' NCS Adjunct Studies Application eSubmitter
CHILDREN'S Wersion: 1.00.00 Buiid 1

Health & Human Services (HHS)
Mational Institutes of Health (HIH)
Mational Children's Study (NCS)

Display Configuration...

| Close |

Figure 26: NCS eSubmitter About Dialog Box

4.3 TOOL BAR
The tool bar (Figure 27) 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.
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NCS Adjunct Studies eSubmitter

mEmE |

File Edit View Output Tools Help

s[te |20 6[eo]

PR ER

o

Tool Bar

Submission Name: Sample_Full
Report Type: Full Aap

Last Modified:  08/19/2007 03:12:11 PM
Date Packaged:

Outline

Screen: Infroduction

@ Full Application

_J Infroduction
(2] Application Gategory
(2] 1. Proposal
(21 Il Principal Imvestigatonicey Personnel
(%] Principal Investigator Bingraphical Sketch
E_] Key Personnel and Collaborators
] LB Comesponding Applicant's Contact Infarmation
(2 I.C Nature of Collaborative Arrangements
(23 Il Erief Abgtract
(%] V. Ohjectives and Aims
(%] V. Scientific Background and Significance/Rationale
(2] V1. Fit, Value, and Impact for the National Children's Study
(2] VII. Research Design and Methods
(2] ¥ILD Study Sites
(2] ¥ILE Measures and Measurement Tools
1 ¥ILF Measurement Tookinstrument
E 3] ¥II.6 Data Collection, Analysis, and Interpretation
(%] Data Access and Ownership
(21 VIIl. Hurmian Subjects Considerations (zontinues on next page)

(%] YIILB Data and Safety Monitaring Plan
(%] IX. Burden an NCS Infrastructure
(2] X Peer Review
(210, IRB Review
(21 1. Ethical and Legal Considerations
(%] ¥III. Cost and Funding
(%] XIILB Plan for Obtaining Funding
(2] V. Additional Relevant Information
(2] 4. Signature, Date and Application Submission Guidance

(2] VIl A Human Subjects Congiderations (continued from previous page)

FULL APPLICATION

PROPOSALS FOR ADJUNCT STUDIES AND ADDITIONS TO THE
CORE PROTOCOL:
NATIONAL CHILDREN'S STUDY

The Adjisrzct Stutfies Overview wehpage can be accessed here for a detailed description of the Adjunct Studies Program.

Proposing adjunct studies or additions to the core protocol of the National Children's Study (NCS) is a two tier process. This
Full Application can be submitted for review after approval of the brief Preliminary Application.

Sections IV through XIV essentially mirror the Research Plan for U.5. Government/HHS Grant Applications. Relevant
portions of current grant applications may be copied (cut and paste) inio this application as appropriate. Those section titles are
noted on this document, where applicable.

For Sections IV through XIV inclusive, limit the number of pages to a maximum of 30 including the text containing the
questions. Do not include proprietary information. BREVITY is requesied and appreciated. Font size 12pt.

TECHNICAL HELP in preparing this Application may be obtained at: NCSAD.Jtechteam @mail.nih.gov and 301-402-1978.

NON-TECHNICAL QUESTIONS about the Adjunct Studies Program should be directed to the Adjunct Studies Team at:
NCSAdjunctStudies @mail. 2OV,

Submit this form electronically to NCSAdjunctStudies@mail.nih.gov.
Also send two original signed hard copies to:

Adjunct Studies Team

National Children’s Study

National Institute of Child Health and Human Development
6100 Executive Boulevard Suite 5C01

Bethesda, MD 20892-7510

Figure 27: Tool Bar

The buttons on the tool bar are grouped by functionality and are described below:
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File Options gﬂ. T,.J H

e New - Displays the New Submission dialog which allows a new (empty)
submission to be created.

e Open - Displays the Open Submission dialog which allows an existing
submission to be selected and opened.

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

Layout Options @ D:l

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

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

Navigate Icons ' Q ‘\)

e Home - Brings you back to the first (home) screen.

e Previous — Moves you to the previous screen.

e Next — Moves you to the next screen.

Edit Options | .2 “ Q| “ B |
e Process Screen Changes - Processes your changes to screens without saving the

report or selecting another node. This option allows you to see your changes
quickly.

e Screen Undo - Refreshes the data in all the data entries displayed within the
screen area (the area to the right of the report outline) with their initial values
before any changes were made.

e Cut - Removes the selected text from within the data entry area that currently has
the focus and transfers it to the system clipboard.

e Copy - Copies the selected text from within the data entry area that currently has
the focus and transfers it to the system clipboard.

e Paste - Pastes the text from the system clipboard into the data entry area that
currently has the focus.
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Package Files for Submission o

e Allows you to package your application files to send to NICHD after you have
answered all questions, and no data is missing. For complete information, see
Packaging Submission Files on page 50.

Help Options ®)

e Help - Displays the Help window and help topics.

44 PRIMARY WORK AREA

The primary work area is the section of the application window located between the tool
bar and the status bar. This area contains either the General Screen or the Application
Display Screen.

The General Screen is displayed when no report file is currently open and contains
identification information about the eSubmitter application. See Figure 28.

| BT HES Adjunct Studies Application eSubmitter LUEoE
[Fie £ View Outpd Tools boip ]
E TR AL~ I MmO 2 B 105 DR e SN 1 2@

\

NCES Adjunct Studies Application eSubmitter

Virsion: 1.00.00 Buid 1

o

a Primary
THE NATIONAK i }WOI’k Area
CHILDREN'S

STUDY

MEALTH  GROWTH  ENVIRONMENT

it (HHE)
Hlih (NIH)

Figure 28: Primary Work Area in a General Screen

The Application Display Screen is shown when an application file is currently open and
contains identification information about the application. See Figure 29.
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[ET NCS Adjunct Studies esubmitter =
Fe EdR View Oupit fooks Hol

B8 00 6o/ & w0 | # @

. Submiéssion Mame: Sample_Full Last Modifled: 06202007 094024 AM
Header Report Type: Full App Date Packaged: ‘
Area

Screen View | Full Application: Introduction

FULL APPLICATION
N IDIE N
N N'S STU

The Adjunct Studies Overview webpage can be accessed Jwie for a detailed description of the Adjunct Studies Program.

Proposing adjunct siudies or additions to the core protweol of the Mational Children's Study (NCS) ks a two ter process. This Full Application can be

submitted for review after approval of the briel Preliminary Application. SC reen

Seetlons IV through XTIV essentially mirror the Research Plan for U.5. Government/HHS Grant Applications. Relevant portions of current grant Area

applicatians may be copied (cut and paste) inio this application as sppropriate. Those section Gtkes ane noted on this docament whene applicalile.

For Sections IV through X1V inclusive, limit the mumber of pages o a p
proprietary information, BREVITY eciated. Font stoe 12p1.

n of 30 including the text containing the questions. Do not include

TECHNICAL HELP in preparing this Apy at: NUSADMechieam @mail nib.goy and 3014021975,

NON-TECHNICAL QUESTIONS about the Adjunct Studies Program should be directed (o the Adjunct Stodies Team at: NCSAdjunct §todies @il nih gy,

Button Bar

Submit this form electronically to j
Alsn send two original signed hard coples to:

A 4 -
{ I S | o

—
Figure 29: Simple Layout
44.1 Layout of a Primary Work Area

The Application Display Screen is displayed in one of two layouts when a report is open.

Simple layout — separates the Application Display Screen into three additional areas
(see Figure 29):
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.

Expert layout — separates the Application Display Screen into four additional areas (see
Figure 30):

e Header Area (located at the top)

e Outline Area (located at the left)

e Screen Area (located to the right)

e Splitter Bar (located between the outline and screen areas)
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[B] NS Adjunct Studies eSubmitter e

Header |4 pld| 8|0 alolo] @] +l3cl @9l

A r ea Submission Name: Sample_Full Last Modified:  08/2002007 09:40:24 AM
Report Type: Full App Date Packaged:

Outline ‘ Screen: |. Proposal |
@ Ful application 1A1 | TITLE OF PROPOSAL (notio exceed two lines) ® \

_J Introduction
(%] Application Category
2] 1. Praposal ?
(2 Il Principal Investigatorkey Personnel
(2] Principal Investigator Biographical Sketch
B ) Key Personnel and Collaborators
1 LB Corresponding Applicant's Contact Infarmati

" 1A2 i i i
21 L Mature of Callaboralive Arrangements List up to 5 key words to deseribe the topic of your proposal (.e. obesity, asthma) L]

(%7 IIl. Brief Abstract ) Y = @ 3 00f 5 iterns in the list (0 required)

(2] IV. Objectives and Aims

(%] ¥. Scientific Background and SignificanceiRationale u
(%] 1. Fit, Value, and Impact for the Mational Children's Stud

Outl | ne (%] VILD Study Sites

(%] YILE Measures and Measurement Tools
Area J:wlFMeasurementTnnumstrumem
B 2] VIL.G Data Collection, Analysis, and Interpretation 1A3 Has this research been additionally proposed to any government or nonefederal @ | ) ves
21 Data Atcess and Ownership agency NOT in association with the NCS?

(2] VIl Human Subjects Considerations (continues on ne: £ Mo
(2] YIlLA Human Subjects Cansiderations (continued frg
(2] VIIl.B Data and Safety Monitoring Plan

(21 Ix. Burden on NCS Infragtructure |

(2] X. Peer Review ‘

(27 X1, IRB Review

(%] 31 Ethical and Legal Considerations '\ '!

(2] Xl Cost and Funding
21 1Y Addifional Relevant information

Figure 30: Expert Layout Splitter Bar

4

* | Ifyes, to whom and whatis the current statue of this proposal?

4.4.2 Parts of the Primary Work Area

The different parts of the Primary Work Area are defined as follows:

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 either be Preliminary Application or Full Application.

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

e Date Packaged — represents the date and time the application files were packaged
for submission to NICHD. The date and time are automatically set after the files
are packaged in the application.

Outline Area — Displays tabs that organize the report into sections (see Figure 30 and
Figure 31):

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:

e Green check mark indicates no required information is missing.
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Outline

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.

When in the Expert layout, activating a section within the outline area (by double-
clicking or pressing the Enter key) will load the screen area to the right with the

appropriate questions and responses associated with that section of the report. See Figure
30.

When in the Simple layout, activating a section within the outline view (by double-
clicking a section or by selecting or highlighting the section, then pressing the Select
button) will load the screen view with appropriate questions and responses associated
with that section of the report. See Figure 31 for an example.

E NCS Adjunct Studies Application eSubmitter Wi=ed
Fie Fdil View Oulpl Tooks Holp
B 8d D0 60| @&+ =0 @ e

Submission Mame: Sarmple_Applicalion Larst Modified: 0471172007 02.12.40 FM
Repart Typs: NCF Adjunct Studies Full Agplication Date Fackaged:

| Outline View | Full Application: |. Proposal |

|9 full Apphcation |

) intradduction E
21 Application Category 8
1) LProposal 3
) NA Principsl MveshgatsdPraject Dirsctarmpplicant Prafila 4

210 n Typie
71 Blographical Sketch

3 Nature of Amangements
diry Personnel

Double-click a

Section to view
; OR

4! 1. Highlight and
2. Click

L) Pawer Analysis to Justify Sample S@e
2 V11 B Tirning
B ) VILG Stugy Ses

21 Geographic Burdens
F) VILD Measures and Measurement Tools
I VILE - N Measurement Toolinstrument
B 110 Dt Collecion, Anatysis, and Inberprtation
1 Methodology
2 Data Sharing Flan
31 O

31 M

€S EXD )
\ ~
Figure 31: Outline View in the Simple Layout

Screen View - displays the questions and responses associated with the selected section
in the 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
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question text. A complete list of required information that is currently missing from the
report can be accessed by selecting the Missing Data Report option on the Output
menu.

Splitter Bar — Is the vertical bar between the outline and screens areas in the Expert
layout. 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.
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5. PREPARING AN APPLICATION FOR SUBMISSION

5.1 CREATING A NEW APPLICATION

This section provides an overview of completing an application.

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.

To create a new application:

1. The NCS eSubmitter application should be open on your computer desktop.
If it is open, and you see the General Screen, go to step 2. If the application is not

open:
[ ]

Click Start, and select Programs > NCS Report Submitter > NCS App.
You will see the Welcome dialog box (unless it is set to no longer display,
see page 4).

When you are finished reading the Welcome dialog box, click Close.

You see the Open Report Data Dialog box.

Click New Report Data.

Go to step 3.

2. Click File > New. (Or, click the New report icon @ on the Tool Bar.)
3. You see the New Report Data Dialog box. An example is shown in Figure 32.
Complete the fields on this dialog box as follows:

Report type — Select Preliminary Application or Full Application. If you
have already submitted a Preliminary Application, you may select the Full
Application. The Preliminary Application must be submitted prior to the Full
Application. (This is a 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
application to you. (This is a Required Entry, as indicated by the blue dot.)
File name — Enter a valid name for the application data. Use alphanumeric
characters. (This is a 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).
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Mew Report Data Dialog

mE X

Report type @ |

|| Iselect.

Descriptive name @ ||

File name (xmly @ ||

Frovide additional comments aboutthis report data, as appropriate.

| 0K || Cancel || Help |

Figure 32: New Report Data Dialog Box

4. When you are finished entering information in the fields, click OK. The first screen
of your new blank submission report is displayed and you may begin entering data

into your application.

5.2 CREATING REVISIONS TO AN APPLICATION

This section provides an overview on how to use the Save As functionality to create and
submit revisions or supplemental information to an existing application.

¢
1. Click File > Open. (Or, click the Open report icon ¢ on the Tool Bar.)

2. Select the Original application file (previously submitted) from which you will revise

the content and resubmit to NICHD.
3. Click File > Save As.

4. The Save Submission As dialog box will appear.
You will be required to enter data into the following
two fields:

e Descriptive Name
e File Name

5. The Application will open and the new file name will
appear in the top right corner. All the data from the
previous submission will be entered.

6. Revise the application as necessary and when you are

il

L_% Hew...

el Open... Cl-0
Close

HSM

i Save As... 5

=J Delete...

Properties...

Preferences...

<4 Exit

finished, package the submission and send to NICHD. See Completing an
Application for details on packaging and submitting your revised application to

NICHD.
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5.3 ENTERING APPLICATION INFORMATION

Entering information for an application requires stepping through the report and
answering questions. If you use the simple layout, you progress through the application
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.

For additional information on the simple and expert layouts, see the Primary Work Area,
beginning on page 30. 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 application.

5.3.1 Question Types

The NCS eSubmitter application uses several different types of questions to capture all
the information that is required for a specific report. The response 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 several of the different question types and includes examples of
their respective responses.

Contact — This question type requires that you enter contact information (first name,
last name, etc.), address and phone numbers. You enter the information in text boxes and
make selections using drop-down menus and clicking option buttons. Entries may or
may not be required. An example is shown in Figure 33. Entries in a contact question
can be copied from the Organization or Contact Address Book. Figure 34 shows an
example of the Contact List Dialog box that appears if you select Copy Contact on
the Contact question. For more information about Organization and Contact Address
Books, see page 22.)
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Principal Investinator Contact Information ‘l Copy Contact... ’

Contact

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

FirstiGiven Marme: @ || |
Middle Marme: | |
Last Marme: @ || |

Otcupation Title: | |

Ermnail Addrass: @ || |
Address
Organization Name: @ || |

Divisian Mame: | |

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

Address - Line 1: @ || |

Address - Line 2: | |

City: @ || |
State, Province, of Territary: 2

| v
Post Office or Zip Code: @ || - |
Phone Numbers
Telephone numher. @ |( Y - Ext: |
Fax numhbet: |( V- |

Figure 33: Example of a Contact Question

5] Contact List Dialog 3]

Selecta contact

Contact Name Qccupation Title

Wiew comments on the selected contact

( New.. ) | Edit. | | Deete | | Select | close Help

Figure 34: Example of a Contact List Dialog
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File Attachment — This question type allows you to attach PDF files as a response.
The question may contain a text editor that allows or requires you to type additional
information. You may use this area to provide descriptive information or clarification,

such as “see page 15 of the attached 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. For information on

setting up your PDF Viewer, see page 15. Figure 35 shows an example of an attachment
question with a response entered.

Note: You may only attach files that are acceptable file types. These will be listed in the
file attachment question type. 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 (.), 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.

Delete Selected View Selected
/ File / File
Qptional: 1z thgre ADDITIORAL RELEVART INFORMATION yau wish to submitwhich was MOT requested earlier in
this applicatgn? Attachmghts are included inthe 30 page maximurm.
Add File
of B [ = | & | 1 tern in the list
Title | Marme | Date | File
Sample File Attachment Sample_Attachment.pdf Qamarzona 0a:21:42 P E Details
[k
Text
Editor

Figure 35: Example of an Attachment Question
To attach a PDF file to an attachment question:

1. Click the plus sign icon % to select the desired PDF file.
You see the Master File List Dialog box.
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2. Click to select the desired file (if it is listed).
OR
Click Add to place another file in the list. You see a New File Dialog box. An
example is shown below.

New File Dialog

‘SelemaFile | ] | Q

Mame @

Cate

| |
Path @ |
| |
Size | |

‘ Descriptie @ “ |

‘ Language “ v|

General description |

| OK || Cancel || Help |

Figure 36: Example of a New File Dialog Box

3. Click the open folder button o . You will see a Select File dialog box. An
example is shown in Figure 37.

]

Select File

Look In: ||‘_"| NCS_App_Test ~ | = ] =] [B8la]

T data

3 JExpress
] manual
T META-INF
3 output

File Name: || |

Files of Type: ‘ Common File Types {.doc, .pdf, .ppt, .xIs) - ‘

Select H Cancel ‘

Figure 37: Example of a Select File Dialog Box
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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.

6. Click Select. The Select File dialog box closes, and you return to New File
Dialog box.

7. Enter atitle in Descriptive title (required entry) and a description in General
description, if desired. See Figure 38.

[S] New File Dialog
Select a File ‘ © | <4
| Mame @ ESampIe_Aﬂachment.pdf |
Path @ Its and SeftingstdrnhdiMy DocurmentsiDaniTesting AtachmentsiSarnple_Attachrent po
Date " |lDSIDSIEDDS 05:21:42 PM |
Size i51 KB I

Descriptive @ ISampIe Aﬂachmenﬂ |

Language vl

General description

| OK || Cancel H Help |

Figure 38: Add Description to File Attachment

8. Click OK. You return to the Master File List Dialog box. The PDF that you just
added is automatically selected (highlighted). See Figure 39.
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Master File List Dialog

Master File List

Title | MName |_Question | |
Sample File Attachment Sample_Attachment pdf 1 e | Add...
Edit...
! Delete
! Yiew.
ad [ i i | .I Bl
1 file in the list.

General description of the selected file

| Select || Close || Help |

Figure 39: Master File List Dialog

9. Click Select. You see information about the file appear in the question.
10. To see additional information, use the scroll bar.

11. Click the plus sign “ and repeat steps 2 and 3 to add another file attachment.
12. Repeat step 5 for each file that you wish to add.

OR

Click Delete to remove a file from the attachment question.

OR

Click View to see a PDF file in the list of files.

Memo (Multi Line Text) — This question type provides an area for you to enter several
lines of text. See Figure 40.

Elahorate on the selection(s) above.

Figure 40: Example of a Multi-Line Text Question

Message — This question type provides information to you as you complete an
application. You may see several different types of messages as you progress through
your submission. See Figure 41 for examples of the different message types.
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Infarmation

Hote

Warning

©

E Confirrmation
@) Help

Figure 41: Examples of Messages

Text, Single Line — This question type allows you to type in text as a response. Figure
42 shows an example of a text question.

Printed Marme:

Figure 42: Example of a Text Question

Tabular Screens - Entire screens may appear as a table. This format is indicated by a
row of buttons for New, Delete, an up arrow and a down arrow. Directly below this row
of buttons is the actual table. You also see List and Details tabs.

1. Click the New button to add an item to the table. You see a screen containing
questions for you to answer. See Figure 43 for an example.
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Screen: Key Personnel and Collaborators

ILA.4 Submit profiles and brief hiographical sketches (2 page maximum) for other key personnelisignificant
contributars, noting their respective project roles. Click "new” to add profiles.

Hew H

Delete

@ B

List Details

Details on selected key personnel

Email Address:

ILAS Contact Information M

Contact

Title (Wr., Ms., Dr: [har. |

FirstiGiven Mame: |J|:|hn |

Middle Name: [, |

Last Mame: |Smith |

Qeccupation Title: |Researcher |
|

|J.Smith@samp|e.cnm

Address

Qrganization Mame:

[8BC University |

Division Marme:

|Research & Development |

Zountry;

i United States of America ) Other (select below)

[4]

Figure 43: Tabular Screen, Details View

2. Enter the necessary information and select New to create another entry in the

table. See Figure 44.

Note: 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 line of
colored blank spaces. Select the line of colored spaces and click the Delete button to
remove the item from the table.
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Screen: Key Personnel and Collabhorators

ILA.4 Submit profiles and brief hiographical sketches (2 page maximum) for other key personnelisignificant
contributors, noting their respective project roles. Click ‘'new’ to add profiles.

m New u 3
7
List | Details |
List of other key personnel

Contact Infarmatian

0 of 10items in the list

Figure 44: Tabular Screen, List View

In the List view, you will see that the data entered in the Details tab creates a
table of table entries. Figure 44 is an example of a Tabular Screen in the List
view before any data has been entered. Figure 45 is an example of a Tabular
Screen in the List view that has two entries.

3.
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Screen: Key Personnel and Collaborators

IlLA.4 Submit profiles and brief biographical sketches (2 page maximum) for other Key personnelisignificant
contributors, noting their respective project roles. Click 'new’ to add profiles.

Hew Delete W 3

List | Details |

List of other key personnel

Contact Information

Stnith, John b,
Smith, Jane L.

d [

2 of 10 items in the list

Figure 45: Tabular Screen Example

5.4  SAVING SUBMISSION ENTRIES OR CHANGES

While moving through the application, 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 application, 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. Therefore, follow the same guidance that you would use when saving
data in other software. In other words, whenever you have entered an amount of data that
would be frustrating to have to re-enter, select the save option. For information on
changing auto-save preferences, see page 11.

Note: 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.
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To save a submission:

e Click File > Save.
OR

e Click H on the tool bar.

You may not finish entering information into a submission in one session, so you may
return to it at another time. See Closing and Reopening an Existing Application.

5.5 CLOSING AND REOPENING AN EXISTING APPLICATION

To close an application:
1. Save the open application before you close it:
e Click File > Save on the menu bar.
OR

e Click H on the tool bar.

2. Click File > Close.
The General Screen is displayed with the NCS logo on the Splash Screen. You can
close-out of the eSubmitter software.

To re-open an existing application while the software is still open:
1. Click File > Open on the menu bar.
OR

>
Click =1 on the tool bar.

You see the Open Report Data Dialog box.

2. Click to select (highlight) the application file name that you wish to open, and click
Select.
The selected report is displayed.

3. When you have entered all the required information into the application, you are
ready to package the application files.

5.6 COMPLETING AN APPLICATION

To complete an application, you must identify if any data is missing from your report
(and then enter the required data) and package the files for submission.

5.6.1 Missing Data Report

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

Note: All 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.
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To determine if required data is missing from the application:
1. From the menu bar, click Output >Missing Data Report. (See also page 21.)
You see the Report Output Dialog box as shown in Figure 46.

Report Output Dialog GD x|
. Select the application to be used to view the output Select the shading .
# The application selected must be capable ofviewing HTML output {e.q., a ® Grayscale
—  browser, full version of Adobe Acrabat, MicrasoftWard) | ) Color
(® Default Browser Select the font size
1 Other HTML Viewer ® Small Font

| ) Large Font

| OK || Cancel || Help |

Figure 46: Example of a Report Output Dialog Box

2. On this dialog box:
e Select the desired application to view the output in HTML.:
Click the option button: Default Browser or Other HTML Viewer (The
default setting is your Web Browser.)
= If you selected Other HTML Viewer, the Select button becomes
enabled. Click the Select button. You see the Select HTML Viewer
Application File dialog box, as shown in Figure 47.

Select HTML Viewer Application File (=
Look In: |ﬁ NCS_App v| @ @ @ @E

T data

3 JExpress
T manual

[CJ META-INF
T output

D HCSApp.exe
[} uninstall.exe

File Name: | |

Files of Type: | Program Executable Files hd |

| Select || Cancel |

Figure 47: Example of Select HTML Application File Dialog Box

= Click in 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 Office > Microsoft Office > Office 10> WINWORD.EXE
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= Once you have found the executable file, click Select. You return to
the Report Output Dialog box with your selection showing. An
example is shown in Figure 48.

Report Output Dialog D[j w®
Select the application to be used to view the output Select the shading
@\ The application selected must he capable of viewing HTML output {e.g., a ® Grayscale
— hrowser, full versioh of Adobe Acrobat, Microsoft wWord) | ) Color
) Default Browser Select the font size

® Other HTML Viewer ® Srmall Font

CiProgram FilesiMicrasoft OfcelOF FICET 1 WINWORD EXE | Select.. ) Lantie Fant

| ok || cancel || Help |

Figure 48: Report Outlook Dialog with Word selected

e Select the desired shading of the report:
Click the option button for Grayscale or Color.
e Select the desired font size:
Click the option button for Small Font or Large Font (which is approximately
10 pt).
e When you are finished making selections, click OK.
The eSubmitter software generates the report in HTML, which opens for viewing in
the application that you selected. The missing data output report will either state that
there is no data missing (see Figure 49), or identify the missing data that must be
entered before the files are packaged for submission.
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il missdata.html - Microsoft Word EIE

Fle Edit ‘ew Insert Format Tools Table Window Help Type aquestion for help = X
fEEHas EGRY BRI o -o- | aHOE =[] &[] -3,
A Mormal + aridl, + Arial ru-B]lr U |EEESE-EEEEO-f-A,

Final Showing Markup — ~ Show = & & Uk ~ Zp ~ | (g~ 2 B |

) | wRZ-B-S- | O-EE|E-J AR 2 E S
) All Entries = New...
%---u-‘m---n---z--"--3---|---4H-|---5---| 3 | 7 cg o | 3 [IRIEIERTY: [y
|Missing-Data-Report-z:: f’
1
|ThBre-are-nu-missing-dala-frum-required-ﬁelds.-The-repuni., leg for-submission.-C }ﬁ
1
ry
]
¥
=ol= =4 | x|
Draw~ [3 |Agoshapes~ . W OO E 4l B [& d-Z-A-=S== 0 @ .,
Page Sec At Ln Col REC TRK EXT OVR English (U.5

Figure 49: Example of Using Word for Viewing a Missing Data Report

3. After you have verified that no data is missing from the application, you are ready to
package your files for submission.

5.6.2 Packaging Submission Files

After completing the submission and verifying there is no information missing, you are
ready to package the files for submission. To proceed, you should have the eSubmitter
application open, and the finished submission displayed on your computer screen.

To package the files for submission:
1. From the menu bar, click Output > Package Files for Submission. (See also
page 21.)

e If you have missing data, you see the warning shown in Figure 50:
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- =

Warning

F 'x A problem accurred while packaging the submission file.

#  cubmission files cannot be packaged while data is missing from within the
= report. Please complete the report befare trving again.

Far a detailed list of all missing items that require a respaonse, select the Missing
Diata Report from the Qutput menu.

Display the Missing Data Report now?

Figure 50: Missing Data Warning

e |If the submission has all required data, you see the Package Files for
Submission Dialog box (an example is shown in Figure 51):

(5] Package Files for Submission Dialog

@ Fackage files for submission?

Mote: A single zip file will he generated containing all of the required files for the submission.

Specify Package File

File Mame (zig) @ | [sample_File.zip| |

Output Lacation @ .|output‘t |‘ &

Verify File Attachments

File Hame | File Title -| Question Count |
Sample_Attachment pdf Sample File Attachment 1

| *

‘ Yes H Mo H Help |

Figure 51: Package Files for Submission Dialog Box

2. Onthe Package Files for Submission Dialog box:

e The File Name (.zip) text box identifies the default zip file name for the
application. Note the name for the zip file. eSubmitter automatically uses the
name of the application for the zip file. Do not modify the zip file after it is
generated by eSubmitter.
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e The Output Location identifies the default file folder where the zip file is
located. Note the output location.
If you did not change the location of the eSubmitter software when you installed
it, the output location is C: Program Files\eSub\output.

= To change the location click the file folder icon, locate the desired location

and click Select.
e Verify File Attachments lists all the file attachments used in the application.

= Ensure that all of the appropriate file attachments are listed. Only files
referenced in responses will be included. Check the question counts for
confirmation.

= Check the file dates, size and locations to ensure the correct versions of the
files are provided.

3. Perform one of the following steps after checking the file name, output location and
file attachments:

e Click Yes to close the dialog box and attempt to package the files for submission.
If any problems occur, a dialog box appears to explain the issue. Once
completed, an informational dialog box will display the names and locations of
the files that were generated.
= Click Close. You will return to the open submission.

e Click No to close the dialog box without packaging the files for submission.

e Click Help to display the help window and help text.

4. Locate the files on your computer to send to NICHD. The zip file will be located in
the Output folder in the eSubmitter directory.

e If you did not change the location of where your files are stored, then the
packaged submission will be located in the following location: C:\Program
Files\NCS_App\output

e Email only the zip file to the following email address:
NCSADJsubmission@mail.nih.gov.

*NOTE: Do not modify the zip file after it is generated by eSubmitter.
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6. GETTING SUPPORT

Please direct technical questions or comments to the Technical Support Team at:
NCSADJtechteam@mail.nih.gov or call 301-402-1978 during the business hours of 9:00
a.m.— 4:00 p.m. ET, Monday — Friday.

Questions regarding the Adjunct Studies Program (other than technical support) should
be directed to NCSAdjunctStudies@mail.nih.gov.

Please be sure to include your name, affiliation, and contact information in all
correspondence.
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