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1 Introduction

1.1 System Overview

The eDossier Builder system, developed by the Environmental Protection Agency (EPA)
Office of Pesticide Programs (OPP), allows registrants to create packages for electronic
submission in a user-friendly manner and presents packages to EPA systems in a
specified format. Specifically, eDossier Builder allows registrants to create the following
packages:

Registration Packages:
e New Product Registrations
e Experimental Use Permits
e Tolerance Petitions
e Distributor Products
e *nert Ingredient Requests
o *Pre-Applications
o *FFS Waiver Requests
* Regulatory type packages that are not supported by the current electronic submission
system.
EDSP Packages:
e Individual order responses
e Consortia response for multiple orders

The package created consists of all documents and metadata that is required by EPA to
properly process the package. Once all documents and metadata are provided, they are
packaged together and stored in a single zip file for delivery to EPA.

1.2 Purpose

The purpose of this document is to provide instructions on how to use the eDossier
Builder application. More precisely, the document provides instructions for installing the
application, configuring the application, providing company profile information, creating
a package, and completing other miscellaneous functions (e.g., viewing version
information, viewing help, etc.).

1.3 Scope

The scope of this document is limited to the eDossier Builder application. All other
applications are outside the scope of this document.

The document was developed using eDossier Builder v1.0 and will be updated as needed.
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2 Installation

2.1 Prerequisites
The prerequisites for installing eDossier Builder include the following:

o Internet Explorer_version 6.0, 7.0, or higher/Mozilla Firefox version 6. 0 or
higher/Chrome Browser version15.0.874.106 m or higher/Safari 5.1.1 or higher
(Required for installing Adobe Air according to the installation instructions
provided in section 2.2)

e Adobe AIR_version 3.0 or higher (Installation instructions provided below in
section 2.2). Note: Adobe AIR might have its own systems requirements, which
are out of scope of this document.

2.2 Adobe AIR
1. Open Internet Explorer and go to http://get.adobe.com/air/

2. The Adobe Air Download web page appears. Select the Download now button.

@.\7 ¥~ |m hitp: ffget. adobe, comfair} "l *|| X ‘ | Al
i Google :] Search - | Mars 3 _ SignIn 9 - @Convert - [ select
= — »
W “’;j Adobe - Adobe AIR ] } B -

Products Solutions Learning elp Downloads Company Store

Adobe My Adobe My orders 2 My cart Signin @)

Adobe AIR 3.0 (144518

Your system-Windows, English
Different operating system?

Learn mare | System requirements | Distribute Adobe AIR

¥ Download now

You may have to temporarily disable your antivirus software.
By clicking the Download now butten, you acknowledge that you have read and
agree to the Adobe Software Licensing Agresment

b
b | &

/" Unknown Zone (Mixed) 00 v

Figure 2-1: Adobe AIR Download
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3. The File Download — Security Warning window appears. Select the Run button.

File Download - Security Warning

Do you want to run or save this file?

Mame: AdobeAlRInstaller,exe
Type: Application, 14.4MB

From:  airdownload, adobe. com

[ Run ] [ Save ] [ Cancel

paotentially harm your computer. IF you do nob trust the source, do nok

|@ YWhile files from the [nternet can be uzeful, this file type can
- run ar gave this software, What's the nsk?

Figure 2-2: File Download — Security Warning
4. The Internet Explorer — Security Warning window appears. Select the Run button.

Internet Explorer - Security Warning

Do you want to run this software?
Mame: Adobe AIR 3.0
Publisher: Adobe Systems Incorporated

More options [ Fun ] [ Con't Run

wehile files from the Internet can be useful, this file type can potentially harm
walr campuker, Only run software From publishers you trust, ‘What's Ehe risk?

Figure 2-3: Internet Explorer — Security Warning
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5. The Adobe AIR Setup window appears. Select the I Agree button.

£ Adobe AIR Setup EoX

Adobe® AIR®
d Installer Setup

ADOBE SYSTEMS INCORPORATED
Warranty Disclaimer and Software License
Agreement.

ORMATICN
RNING THE

By clickin

| Agree

Figure 2-4: Adobe AIR — Installer Setup

While Adobe AIR is being installed, the Adobe AIR Setup — Installation Status
window appears.

= Adobe AIR Setup [Z“E|E|

: Adobe®™ AIR®

Installing...

Cancel

Figure 2-5: Adobe AIR — Installation Status

6. Once the installation has been completed, the Adobe AIR Setup — Installation
Completed window appears. Select the Finish button.

Adobe AIR Setup =13

Adobe® AIR®
d Installation completed.
Adobe AIR has been successfully installed.

Finish

Figure 2-6: Adobe AIR — Installation Completed
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2.3 eDossier Builder

Note 1: Uninstall any previous versions of eDossier Builder before installing version 1.0.
Instructions for uninstalling the previous build are in section 2.3.2 of this document.

Note 2: Screen shots provided for installing and uninstalling, are taken using Windows
XP Professional version 2002, screens for installing or uninstalling might vary for other
operating systems.

2.3.1 Install

Note: Prior to installing, Adobe AIR must be installed on your computer. If not
installed, follow the instructions provided in section 2.2 (Adobe AIR).

1. Open the eDossier Builder “exe” file.

'™ G:\eDossier Builder |:”E”z|
i Fle Edt iew Favortes Tools  Help #

eBack - J Lﬁ pSearch u:‘ Folders v

| address |@ GiieDossier Builder v| e

£ -i nlime,
File and Folder Tasks kS eDossierBuilder1 .0 exe

(2] Make & new Foldar

Other Places

jz Opp-itrmd-share on
'Deex150-0pp0l (G20

[E] My Docurnents

a My Commputer

Qd Iy Metwark Places

Details

eDossier Builder
File Falder

Figure 2-7: eDossier Builder exe File
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2.

The Application Install screen appears.

Note: By default, both Installation Preference boxes are selected, and the Installation
Location is set to C:\Program Files. Deselect any of the Installation Preferences you
would like disable. If you would like to change the location of the application, select
the folder icon and select another location.

Select the Continue button.
4 Application Install g|§|®

e-Dossier Builder

Installation Preferences

E Add shortcut icon to my desktop

E Start application after installation

Installation Location:

|C:\F‘rogram Files | | % |

Continue Cancel

Figure 2-8: Application Install

The Application Install Progress screen appears briefly appears while the application
is being installed.

4 Application Install |Z||E|E|

e-Dossier Builder

Installing application ...

Cancel

Figure 2-9: Application Install Progress
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3. Once the application has finished installing, the Application Install screen will

v2.0

automatically close and the eDossier Builder Home screen appears. The application

will not open if you chose for the application to not open at the completion of

installation during step 5.

8 e-Dossier Builder

Home

EEX

U.5, ENVIRONMENTAL PROTECTION AGENCY

AAA @& Home i Settings @ Help About mf Exit

. -
Q" Company Info

S~ —
=Y
- Create a New Package

: Continue Saved Package

= J Validate

w

2.3.2

Uninstall

Figure 2-10: eDossier Builder Home Screen

If you would like to uninstall the application, follow the steps listed below.

Note: Screen shots provided are for WindowsXP, screens for uninstalling might vary

depending on the operating system used.

1. From your computer, select Start > Control Panel.

|T_ Micrasaft Office Word 2003 | W My Computer

Microsaft OFfice Excel 2003

l—u
sl Caloulakor

1‘5 Paink

[
Adobe Reader 9
El Pickureviewer

All Programs D

',-' Control Panel

@, Set Program Access and

e‘ Canneck To L4
=

@/] Help and Support
,.) Search

Defauls

.| Log OFF [6| Turn OFF Computer

Figure 2-11: Open Control Panel
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2. The Control Panel window appears. Select the Add or Remove Programs icon.
®- Control Panel El@”z]

File Edit View Favorites Tools Help f",'

(\) Back ‘J I’ fj Search IL Folders '

E/ Control Panel 6. § q@ “ jg Ea]]

Accessibility  Add Hardware Add or Administrative  Automatic  Date and Time Dell Wireless
Dv Switch to Category Yiew Options Remove Tools Updates WLAN Ca...

Gidie B W » @B @ g

Display Folder Options Game Intel(R) GMA Internet Java
Q ‘Windows Update Controllers  Driver for ... Options
@) Help and Support = LS [
- = 0 D @ % b %
\ =]
Keyboard Mail Mouse Metwork  Metwork Setup  Phone and  Power Options
Connections Wizard Modem ...
N Y
e Q @ 2 9 ¢ X
=2 b4 J
Printers and ~ QuickTime  Regional and Scanners and  Scheduled Security SigmaTel
Faxes Language ... Cameras Tasks Center Audio
5 . \
9 ¥ @ B d 8 @
Sounds and Speech Symantec System Taskbar and User Accounts  Windows
Audio Devices LiveUpdate Start Menu Firewall

Y
Wireless
Network Set...

Figure 2-12: Control Panel

3. The Add or Remove Programs window appears. Select eDossier Builder, and then
click the Remove button.

# Add or Remove Programs

%ﬂ Currently installed programs: [ show updates Sart by

Change or Adobe AlH Size  30.68MEB .
Remove |
Programs - Adobe Flash Player 10 Activex
B ~dobe Flash Flayer 10 Plugin
% P8 Adobe Reader 9.1 Size  205.00MB
Add Hew ﬁ Apple Application Support Size  34.05MB =
Programs 1
"2 Apple Mobile Device Support Size  42.03MB

@ ﬁ Apple Software Update Size 2.16MB

AddfRemove ﬁ Bonjour

Size 0.45MB —
Windows
Components . Broadcom 440x 10/100 Integrated Controller Size 0,13MB
E:‘, Compatibility Pack For the 2007 Office system Size  218.00MBE
@ ﬁl Conexant HDW D110 MDC V.92 Modem Size 0.55MEB
Set Program
Access and ﬁl Dell Resource CD Size: 3.76MB
Defaults ) )
B Dell Wireless WLAN Card Size 2.41MB
Q Digital Line Detect Size: 0.24MB

O e-Dossier Builder

this program Fron g

Figure 2-13: Add or Remove Programs
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4. The eDossier Builder Uninstall Progress window appears as the application is being
removed from your computer. Once complete, the window will close and eDossier
Builder will no longer be listed in the Add or Remove Programs window.

e-Dossier Builder

Figure 2-14: eDossier Builder Uninstall Progress
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3 Open eDossier Builder & Using the Toolbar
3.1 Open eDossier Builder

1. Go to the location where eDossier Builder was placed during installation. By default,
and if not changed during installation, an icon is provided on the computer desktop.

2. Click on the eDossier Builder icon to open the application.

-

CPPIM TEST Iy Computer

74 start CE B 8 @ | @mal-mbox-BMiet.. | /2 windows Live Hotmail...
Figure 3-1: eDossier Builder Icon

3. The Home screen appears.

8 e-Dossier Builder. El El El

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home & Settings @ Help About M Exit

~ Company Info

N
=
- Create a New Package

: Continue Saved Package

= J Validate

w

Figure 3-2: Home Screen

10
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4 Create, Edit, & Delete Company Profile

4.1 Create a Company Profile

Company Profile is the name given to the profile created in the ‘Company Info’ screen.
This field can have numeric or string values, or any combination (e.g., alpha01). A
minimum one Company profile is mandatory for creating an electronic package.

1. From the Home screen, select the Company Info button.

B e Dossier Builder

Ifﬂ}\J U.S. ENVIRONMENTAL PROTECTION AGENCY
% AAA @A Home % Settings @ Help About W Exit

Home

Company Info

L
- Create a New Package

: Continue Saved Package

) Validate

W

Figure 4-1: Company Info Selection
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2. The Company Profile screen appears. Complete all required fields (*) and any of
the other fields as necessary, and then select the Add Profile button.

Note: The Company and Contact Details are not meant to be the official company

contact information.

8 e Dossier Builder,

‘@)
[ g
pay
Home » Company Profile

Profile Name
Profile 1
Profile 2

Company Information

Company Name

Jon Dioe's Chemnica

U.S. ENVIRONMENTAL PROTECTION AGENCY
4 Settings

aAA & Home

Company Number
12345

Jon Doe's Chemical | 54321

| Edit Profile il Delete Profile |

Caompany Name

Mame

Title

@ Help About

Contact Name Title
Jaon Dioe

Jon Dioe

Profile Mame # Prafile 3

Description

Company Details

Jon Doe's Chemical

Company Mumber % 010203

Country

Contact Details

Jane Doe

Chemist

Add Profile

M Exit

Chemical Specialist

Chemical Specialist

below. Repeat step 2 if you would like to provide additional profiles. If no other

Figure 4-2: Company Info Screen

3. The information entered is now provided in the Company Information table as shown

company profiles are needed, select Home from the tool bar provided at the top of the

screen.

£ e-Dossier Builder

CEX

e

F 8
b s 5
Home » Company Profile

Profile Name
Profile 1
Profile 2
Profile 3

Company Information

Company Name

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA 4 Home
——

Company Number

4 Settings @ Help About

Contact Name Title

Jon Doe's Chemical 12345 Jan Dioe
Jon Doe's Chemical 545721 lon Doe
Jon Doe's Chemical 010203 Jane Doe Chemist

| Edit Profile il Delete Profile |

Figure 4-3: Company Info Added

Chemical Specialist

Chemical Specialist

Ml Exit

Eb




eDossier Builder User Guide

4342 EditaC

v2.0

ompany Profile

1. From the Company Profile screen, select a profile that is provided in the Company

Information table, and

£ e -Dossier Builder,

then click the Edit Profile button.

EBEX

U.S. ENVIRONMENTAL PROTECTION AGENCY

aAAA £ Settings @ Help About Wl Exit

% Home

Home » Company Profile
Company Information
Profile Name Company Name

Company Number  Contact Name

Edit Profile Delete Profile J

Figure 4-4: Edit Company Info

2. The previously entered profile name and company and contact details are provided in

Title

Praofile 1 Jon Doe's Chemical | 12345 Jan Doe Chemical Specialist |2
Profile 2 Jon Doe's Chemical 54321 Jon Doe Chemical Specialist H
Profile 3 Jon Doe's Chermical 010203 Jane Doe Chermist |~]

their associated fields located below the Company Information table. Make any

required changes, and then select the Save Profile button.

B c Dossier Builder

| Company Profiles list |/

Prafile Mame # Profile 2

Description

Company Details

Company Mame  Jon Doe's Chemical

Company Mumber # 54321

Country |

Contact Details

Mame  JonCoe

Title  Chemical Soecialist

Ifa\l U.5. ENVIRONMENTAL PROTECTION AGENCY
Q’f/v AAA @& Home % Settings @& Help About g Exit
Home b Company Profile

Company Information

Profile Name Company Name Company Number Contact Name Title

Profile 1 Jon Dioe's Chemical | 12348 Jon Doe Chemical Specialist
Praofile 2 Jon Dioe's Chemical 54321 Jon Doe Chemical Specialist
Profile 3 Jon Doe's Chemical 010203 Jane Doe Chemist

Save Profile Cancel |

-

Figure 4-5: Save Company Profile Changes
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3. The company profile changes are saved and the profile information is provided in the
Company Information table.

£ e Dossier Builder

U.5, ENVIRONMENTAL PROTECTION AGENCY
AAA & Home 5 Settings @ Help About # Exit

Home p Company Profile
Company Information

Profile Name Company Name Company Number | Contact Name Title

Profile 1 Jon Doe's Chemical 12345 Jon Doge Chermical Specialist |=
Profile 2 Jon Doe's Chemical 54321 Jon Dioe Chemical Specialist
Profile 3 Jon Doe's Chermical 010203 Jane Doe Chermist a

[ Edit Profile H Delete Profile J

Figure 4-6: Updated Company Profile

4.24.3 Delete a Company Profile

1. From the Company Profile screen, select a profile that is provided in the Company
Information table, and then click the Delete Profile button.

£ e-Dossier, Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home 5 Settings @ Help About ¥ Exit

Home » Company Profile
Company Information

Profile Name Company Name Company Number | Contact Name Title

Profile 1 Jon Doe's Chemical 12345 Jon Doe Chemical Specialist |2
Prafile 2 Jon Doe's Chemical 54321 Jon Doe Chemical Specialist %
Prafile 3 Jon Doe's Chemical 010203 Jane Doe Chemist B

[ Edit Profile Delete Profile

Figure 4-7: Company Profile Delete

2. The Delete window appears asking if you want to delete the profile. Select the Yes
button.

Delete

want to delete the profile?

Figure 4-8: Delete Window
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3. The previously provided company profile is removed from the Company Information

table as shown below.

£ e-Dossier Builder,

¥ |

e

Homep Company Profile
Company Information

Profile Name Company Name Company Number | Contact Name
Prafile 1 Jon Doe's Chemical 12345 Jon Doe
Profile 2 Jon Doe's Chemical | 54321 Jon Doe

l Edit Profile H Delete Profile J

Figure 4-9: Company Profile Deleted

U.5. ENVIRONMENTAL PROTECTION AGENCY
‘*”-c:.-_/ AAA & Home i Settings @ Help

About W Exit

Title
Chemical Specialist

Chemical Specialist
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5 Create, Edit, and Delete a Non-EDSP Package

5.1 Create a Non-EDSP Package
1. From the Home screen, select the Create a New Package button.

) e Dossier, Builder

Figure 5-1: Create a New Package
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2. The Confirmation Page appears. Click Yes for creating a EDSP package or No for
creating a Non-EDSP package.

ier Builder

U.S. ENVIRONMENTAL PROTECTION AGENCY

Figure 5-2: Create a EDSP Package Yes or No

Click here to go to the instructions for building an EDSP Package
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3. The New Package for Non-EDSP Orders screen appears. Complete all required
fields (*) and any of the other fields as necessary, select the applicable Regulatory
Type (i.e., Product Registration — Section 3) and Application Type (i.e., New
Registration_and the number of applications to be added under each type), and then
select the Next> button.

£ e Dossier Builder

U.S. ENVIRONMENTAL PROTECTION AGENCY
aAA & Home &3 Settings @ Help About § Exit

Chemical B Product Registration

Figure 5-3: Package Info
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4. The Document for the Package screen appears. Complete all required fields (*) and
any of the other fields as appropriate, and then select the Add Document button.

Note: A Package is the entire collection of documents/files being submitted at one
time. A Package will include one or more applications each to fulfill a specific
requlatory need (e.q., applications to register a section 3 product or EUP, application
to amend section 3 registrations, or to submit a petition to establish tolerances).

Documents at the package level will apply to the entire set of one or more
applications and typically include cover letters, fee payment receipts and OECD
Dossier documents.

Documents at the application level will include the forms, labels, studies and other
supporting documents/files specific to an individual application.

8 e Dossier Builder

I(ia?\l U.5. ENVIRONMENTAL PROTECTION AGENCY
612':_‘/‘ AAA @& Home % Settings @ Help About W Exit

Home » Package [Chemical B Product Registratio...]» Documents

Documents for the Package

Package Mame Chemical E Product Registration

Document Type | Submission Cover Letter M

Caompany Document Mumber

Docurment Location # C0Documents and Settings\Chris\DeskioptERPA OFPeD | Browse ...

Document Date A

Dacument Group
Admin Mumber | 14782
Contains CBI? %) Yes ) Mo

Comments

Documents  [0]

-

Add Document | View Summary |

Figure 5-4: Add Package Document
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4.5.The document information is provided in the Documents table as shown below.

Note: When adding multiple documents, the last document added will be placed at the

bottom of the Documents table. Additionally, documents are not officially attached
until the package is finalized.

Repeat step 4 if you would like to add additional documents to the package. Once
you have added all of the documents, select the View Summary button to continue.

£ e Dossier Builder

’?/

I';\\‘I U.5. ENVIRONMENTAL PROTECTION AGENCY
}‘ i, _: . ] i
W=y AAA 4@ Home 5 Settings @ Help About mf Exit
Home p Package [Chemical B Product Registratio...]» Documents

Ciocument Group

|

Admin Mumber
Contains CBI? = Yes ) No
Camments
Documents 1]
Document Type Document# File Name Location

Submission Cover L 28480 ABCD Chem Co - Submissio ChDocuments and SettingstChr

a) i

| Edit Document ) Delete Document |

[+]

-

| Add Document || m

Figure 5-5: Package Document Added

10
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5.6.The Package [Title] screen appears listing the package details, application
information, and documents.

If you would like to provide or edit package metadata, follow the steps provided in
section 5.4 (Add/Edit Package Metadata). If you would like to provide or edit
package level documents, follow the steps provided in section 5.5 (Add/Edit Package
Level Documents).

If you would like to provide and/or edit application metadata and documents, follow
the steps provided in section 6 (Add, Edit, & Delete Application Metadata &
Documents).

If you would like to finalize the package without adding or editing application
metadata and documents, follow the steps provided in section 7 (Validate & Finalize
a Non-EDSP Package).

£} e Dossier, Builder

|*.';n."| U.5. ENVIRONMENTAL PROTECTION AGENCY
& et q n
\v:f/“ anAA 4 Home £ Settings @ Help About | Exit

Home b Package [Chemical B Product Registratio...]

v Chemical B Product Registratior Package Details: | Add / Edit

1=/ EUP-Mews-1 . Chemical B Product
Packege Name " Registration

Description :
Is PRIA LYes
Contact Profile . Profile 2
Application List:
MName Application Type Regulatory Type
_ _ . ! Experimental Use Permit -
EUP-New-1 |MNew Registration Section 5
Documents: |Add [ Edit
Contains
Type CBI? MName
Submission es ABCD Chemn Co - Submission
Cover Letter Cover Letter.doc

| Add ] L Validate

Figure 5-6: Package [Title] Screen
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5.2 Continue a Saved Non-EDSP Package

1. From the Home screen, select the Continue Saved Package button.

) e Dossier, Builder

U.5, ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home 3 Settings @ Help About  mf Exit

Home

~
_-1&" Company Info
J?- H-
| "

——————
- Create a New Package
: Continue Saved Package

= } Validate

W

Figure 5-7: Continue Saved Non-EDSP Package

2. The Open Package screen appears and provides a listing of all packages. Click on
one of the packages listed, and then select the Open button.

8 e Dossier Builder El@lgl
I(‘\ U.S. ENVIRONMENTAL PROTECTION AGENCY
%‘I AAA % Home 1# Settings @ Help About W Exit
Home b Open Package
Package Name Description No of App Finalized
Chemical B Product Registratio 1 @
Jon Doe Chemical Package 1 Wed, Jun 2, 2010 3:31 PM ﬁ
ABCD Dist Product & Chem Re 2 Wed, Apr 28, 2010 11:23 AM ﬁ
Chemical C Product Registratio 1 Fri, War 19, 2010 12:42 Ak :

Figure 5-8: Open Package Screen
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3. The Package [Title] screen appears. Continue with the creation of the package.

B e-Dossier Builder,

U.5. ENVIRONMENTAL PROTECTION AGENCY
nAA @& Home % Settings @ Help About i Exit
Home p Package [Chemical B Product Registratio...]
v Chemical B Product Registratior Package Details: | Add | Edit
= EUP-New-1 Chemical B Product
Package Name Fegistration
Description
Is PRIA Yes
Contact Profile Profile 2
Application List:
MName Apoplication Type Regulatory Type
_ _ . . Experimental Use Permit -
EUP-New-1 |Mew Registration Section 5
Documents: | Add | Edit
Contains
Type CBI? Name
Subrmission ves ABCD Chermn Co - Submission
Cover Letter Cover Letter.doc
| Add ]| I Validate

Figure 5-9: Package [Title] Screen

5.3 Add/Edit Package Metadata
1. From the Package [Title] screen, select the Add/Edit button provided next to

Package Details.

B e Dossier Builder

Home » Package [Chemical B Product Registratio...]

U.5, ENVIRONMENTAL PROTECTION AGENCY

aAAA @& Home & Settings @ Help About W Exit

1= ELIP-Mew-1

| Add I

¥ Chemical B Product Registratior Package Detailsi [ Add | Edit ]y

Chemical B Product

Package Mame Fegistration

Description
Is PRIA Yes
Contact Profile Profile 2

Application List

Mame Application Type Fegulatory Type

~ _ . . Experimental Use Permit -
ELIP-Mew-1 [MNew Registration Section 5

Documents: | Add [ Edit
Contains
Type CBI? Name

Subrnission ves ABCD Chern Co - Submission
Cover Letter Cover | efter.doc

Il Validate

Figure 5-10: Package Details Add/Edit
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2. The Package Info screen appears. Make desired changes, and then select the View
Summary button to return to the Package [Title] screen.

If you would like to provide or edit package documents, select the Next> button and
go to step 2 of section 5.5 (Add/Edit Package Level Documents).

) e -Dossier Builder EJE'E‘

14 U.5. ENVIRONMENTAL PROTECTION AGENCY
b . ;
\fé:_‘/Y AAA # Home #» Settings @ Help About g Exit
Home » Package [Chemical B Product Registratio...] » Edit

Package Info

Package Mame # Chemical D Product Registration

Description

|s this PRIA? |v] (Check this if this submission is subject to PRIA Fees)

Caompany Profile | Profile 2 -

| Next > m

Figure 5-11: Edit Package Info

3. The Package [Title] screen appears and the changes made are provided in Package
Details.

£} e-Dossier Builder EI@|E|

U.5. ENVIRONMENTAL PROTECTION AGENCY
A AA @& Home £ Settings @ Help About W Exit
Home » Package [Chemical D Product Registratio...]
¥ Chemical O Product Registration Fackage Details: | Add | Edit
1= EUP-New:-1 77 Chemical D Product
Package Name . Registration
Description :
Is PRIA © Yes
Contact Profile o Profile 2
Anplication List:
MNarne Application Type Regulatory Type
_ _ . . Experimental Use Permit -
EUP-Mew-1 [MNew Registration Section 5
Daocuments: | Add [ Edit
Contains
Type CBI? Narme
Submission Yes ABCD Chermn Co - Submission
Cover Letter Cover Letter.doc
| Add | | Validate

Figure 5-12: Package Info Change
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5.4 Add/Edit Package Level Documents

1. From the Package [Title] screen, select the Add/Edit button provided next to
Documents.

8 e Dossier Builder, E‘Elgl
U.5. ENVIRONMENTAL PROTECTION AGENCY
aAA @& Home % Settings @& Help About ol Exit
Home b Package [Chemical D Product Registratio...]
¥ Cherical D Procuct Registration Package Details: | Add I Edit
= EUP-NMesw-1 . Chemical  Product
Package Name " Registration
Description
Is PRI Yes
Contact Profile Frofile 2
Application List
MName Application Type Reqgulatory Type
_ _ ! ! Experimental Use Permit -
ElIP-New-1 |New Registration cection 5
Documentz, | Add [ Edit | »
Containg
Type CBI? MName
Submission ves ABCD Cherm Co - Submission
Cover Letter Cover Letter.doc
L Add | | Validate

Figure 5-13: Package Document Add/Edit
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2. The Documents for the Package screen appears. Add another document or make
changes to a previously added document by selecting the document and clicking on
the Edit Document button. When editing a previously added document, be sure to
select the Save Document button when finished.

If you would like to delete a document, select the Delete Document button.
When complete, select the View Summary button.

Note: If adding multiple d

ocuments, the last document added will be placed at the

bottom of the Documents table.

Note, the documents are n

) e Dossier Builder

ot officially attached until the package is finalized.

o
&)

Documents

Subrmission Cover L 28480

Home » Package [Chemical D Product Registratio...]» Documents

Document Group
Admin Mumber
Contains CBI? %) Yes

Comments

Document Type Document# File Name Location

U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home 43 Settings @ Help About W Exit

\C

Mo

)

(1]

ABCD Chem Co - Submissio C:hDocuments and Settings\Chri

| Edit Document | Delete Document J

[+
|
| Add Document | m

Figure 5-14: Edit Package Document
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3. The Package [Title] screen appears and the changes made are provided in

Documents.
B e-Dossier Builder
U.5. ENVIRONMENTAL PROTECTION AGENCY
aAAA @ Home i Settings @ Help About g Exit
Home p Package [Chemical D Product Registratio...]
¥ Chemical D Product Registration Package Details: | Add [ Edit
= EUP-MNew-1 Chermical D Product
Package Name Registration
Description
Is PRIA Yes
Contact Profile Profile 2
Application List
MNarme Application Type Reaqulatory Type
_ _ ! ! Experimental Use Permit -
EUP-Mew-1 |MNew Registration Section 5
Documents: | Add | Edit
Contains
Type CBI? Mame
Subrnission Mo ABCD Chern Co - Submission
Cover Letter Cover Letter.doc
{ Add ]‘ nl Validate

Figure 5-15: Package [Title] Screen
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5.5 Open Package Level Documents
Note: This can only be completed if you have attached documents to the package.

1. From the Package [Title] screen, click on a document name provided in the
Documents table.

B e-Dossier Builder

4 » U.S. ENVIRONMENTAL PROTECTION AGENCY
‘3‘(:‘,/ AAA @& Home & Settings @ Help About gf Exit
Home » Package [Chemical D Product Registratio...]
¥ Chemical D Product Registratior | Package Details: | Add [ Edit
I= EUP-Mew-1 . Chemical D Product
Package Name " Reqgistration
Description .
Is PRIA . Yes
Contact Profile . Profile 2
Application List:
MName Application Type Regulatory Type
_ _ . . Experimental Use Permit -
EUP-Mew-1 |MNew Registration Section 5
Docurments: | Add I Edit
Contains
Type CBI? Name
Submission Mo <ABCD Chem Co - Submission
Cowver Letter Cover | etter.doc
| Add I [l Validate

Figure 5-16: Select Package Document
2. The File Download window appears. Select the Open button.

File Download (x|

Do you want to open or save this hile?

@ j Mame: ABCD Chem Co - Submission Cover Letter.daoc
Type:  Microsoft Word Document, 19,.5K8

From: C:yDocuments and Settings',ChrisDesktop®....

[ Open ] Save ][ Cancel l

Always azk before opening this tepe of file

l--"‘-l While files from the Intermet can be useful. some files can patentially
d harm your computer. [F pow do nat trust the source, do not openor
= zave this fle. What's the risk?

Figure 5-17: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.
S | , § . 5 . ; . - j E‘E] 29 Google

@@ N <\Documents and SettingsiChris\DeskoplEPA OPPleDossier Builder\ABCD Chem Co - Submission Cover Letter.doc

File Edit Wew Insert Format Tools Table GoTo  Favorites  Help

x Google| B EEERRE-R | Blshere~ B~ [ sdewii = % Check = 42 Toarsle = - vl = & & -
i Favorites | 55 [ Penn State Mittany Lions Fo... @) Suosested Sies © @) Free Hotmail &) 00eb Sice aelery + [ My etzero [ NetZero E-mail an the Web

J ABCD Chem Co - Submission Cover Letter [l o[ e v Page - Safety - Toc

Submission-Cover-Letter]

Figure 5-18: Package Level Document

5.6 Delete a Package
1. From the Home screen, select the Continued Saved Package button.

8 e-Dossier Builder

Figure 5-19: Continue Saved Package
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2. The Open Package screen appears. Select the Delete (trash can) button for the

package you would like to delete on th

£ e-Dossier Builder,

Home p Open Package

Package Name Description

Chemical C Product Registratio
Jon Doe Chernical Package
Test Package?

Test Package #1 This is a test package.

AAA 4 Home

e on the right side of the screen.

U.S. ENVIRONMENTAL PROTECTION AGENCY

¥ Settings @ Help About # Exit
Mo of App Finalized

1 |
1 T
1 Tue, Mar 2, 2010 10:20 AM @

=0

”

Figure 5-20: Package Deletion
3. The Delete window appears asking if you would like to delete the package. Select the

Yes button.

rrant

Pz

to delete

Figure 5-21: Delete Window

4. The Open Package screen refreshes and the deleted package is no longer provided.

£ o -Dossier Builder

aAA
Home p Open Package
Package Name Description
Chemical C Product Registratio
Jon Doe Chemical Package
Test Package?
Figure 5-22

EEX
U.5. ENVIRONMENTAL PROTECTION AGENCY
#i Home  # Settings @ Help About ¥ Exit

Mo of App Finalized
1

|
1 |
|

1 Tue, Mar 2, 2010 10:20 AM

: Package Deleted

20
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6 Add, Edit, & Delete Non-EDSP Application Metadata
& Documents
6.1 Provide an Application Title

1. From the Package [Title] screen, click on one of the Application Types listed in the
tree view on the left side of the screen.

£} e Dossier Builder

FEX
U.S. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home # Settings @ Help About Wl Exit

Homep Package [Chemical D Product Registratio...]

v Chemical D Product Registration | Package Details: | Add [ Edit

Package Name : Chemical D Product

Registration

Description :
Is PRIA . Yes
Contact Profile . Profile 2
Application List:
MName Application Type Regulatory Type
_ ~ . . Experimental Use Permit -
EUP-New-1 |[New Registration Section 5

Figure 6-1: Application Type Selection

2. The Application Type details, metadata, and documents appear on the right side of

the screen as shown below. Select the Add/Edit button provided next to Application
Details.

& e-Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @ Home i Settings @ Help About Wl Exit

Home p Package [Chemical D Product Registratio...]

v Chernical D Product Registratior] Application Detaill | Add | Edit |

{=|EUP-New-1 Name o EUP-MNew-1
Description .
Application Type  © New Registration
Regulatory Type . Experimental Use Permit - Section 5

Application Metadata: | Add [ Edit

Documents: | Add [ Edit
Mo Documents

Figure 6-2: Application Details Add/Edit
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3. The Application Information screen appears. Enter a new name inside the
Application Name field, and then select the View Summary button.

If you would like to provide or edit the Application Metadata, select the Next> button
and go to step 2 of section 6.2 (Add/Edit Application Metadata) to continue.

B e-Dossier Builder E] [El El

U.5. ENYIRONMENTAL PROTECTION AGENCY
AAA & Home ## Settings @ Help About  §f Exit
Home b Package [Chemical D Product Registratio...] » Application [EUP-New-1]» Edit

Application Information

Application Mame # ELIP Mew Registration

Description

| Next> ’@m

Figure 6-3: Application Information

4. The Package [Title] screen appears and the Application Name is changed to the name
entered step 3.

£ e Dossier Builder

I(G;\I U.S. ENVIRONMENTAL PROTECTION AGENCY
St AAA 4@ Home %5 Settings @ Help About B Exit

Home » Package [Chemical D Product Registratio...]

v Chermical D Product Registratior. Application Details: | Add [ Edit

{=|EUP Mews Registration Name . EUP MNew Registration
Description :
Application Type  © New Registration
Regulatory Type :  Experimental Use Permit - Section 5

Application Metadata: | Add [ Edit

Documents: | Add [ Edit

MNo Documents

Figure 6-4: Application Name Change
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6.2 Add/Edit Application Metadata

1. From the Package [Title] screen and the Application selected, click on the Add/Edit
button provided next to Application Metadata.

8 e-Dossier Builder Q@El

I{\ U.S. ENVIRONMENTAL PROTECTION AGENCY
.- . R
o A AA & Home 4 Settings @ Help About  mf Exit
Home p Package [Chemical D Product Registratio...]

v Chemical D Product Registratior| Application Details: | Add / Edit

{=|EUP MNew Registration MNarme . EUP New Registration
Description
Application Type @ New Registration
Regulatory Type .  Experimental Use Permit - Section 5

Application Metadata! | Add [ Edit

Documents: | Add f Edit
MNo Cocuments

Figure 6-5: Application Metadata Add/Edit

2. The Application Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select
the Mark for review box provided on bottom left side of the screen.

Select the View Summary button to return to the Package [Title] screen. .

If you would like to provide or edit the Application Documents, select the Next>
button and go to step 2 of section 6.3 (Add/Edit Application Level Documents) to
continue.

8 e Dossier Builder |

/ U.5. ENVIRONMENTAL PROTECTION AGENCY

15 . g

ot AAA @ Home ## Settings @ Help About g Exit

Home » Package [Chemical D Product Registratio...] » Application [EUP New Registration] » Experimental Use Permit - Section 5

Experimental Use Permit - Section 5
Fegulatory Type  Experimental Lise Permit - Section &
Application Type  MNew Registration

Product/Risk Manager = 07
Admin Mumber 017284
I= thiz an initial submission? #.s) Yes Mo

J

Description/Remarks

|| Mark for review | Next> m

Figure 6-6: Application Metadata Screen
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3. The Package [Title] screen appears and the Application Metadata information is
updated with the information entered in step 2.

) e -Dossier Builder,

m U.5. ENYIRONMENTAL PROTECTION AGENCY
G S 5 . . A
N AAA @& Home % Settings @ Help About i Exit

Home » Package [Chemical D Product Registratio...]

v Chemical D Product Registratior] Application Details: | Add | Edit

{~|EUP Mew Registration Name . EUP Mew Registration
Description
application Type  © New Registration
Regulatory Type . Experimental Use Permit - Section 5
Application Metadata: | Add I Edit
Initialsubmission © Yes
adminNumber . 017289
RiskManager .07
Description

Documents: |Add [ Edit

Mo Documents

Figure 6-7: Application Metadata Added

4. On the Application Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select

“View Summary’ button to go to Package[Title] screen
) e Dosaicr Builde - 5]

U.S5. ENVIRONMENTAL PROTECTION AGENCY
AAA 4 Home ¥ Settings @ Help About W Exit

Home » Package [Chemical C Product Registratio...|» Application [Sec3-New-1]» Product Registration - Section 3

Product Registration - Section 3
Regulatory Type  Product Registration - Section 3
Application Type  RNew Registration

|5 this an initial submission? == Yes ) MNo

Product Mame = frog spray

Admin Mumber

Froduct/Fisk Manager = 132
Me-Too Indicatar = Yes (=) No
Fast Track = Yes (= Mo

Description/Remarks

| Mark far review Next > View Summary
L J 1 )

Figure 6-8: Application Metadata Mark For Review
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5. The Package [Title] screen appears and the Application Metadata information is
updated with ‘*This section is marked for Review’. Select the Validate button to
go to the Validate screen.

g_e—Dnssier Builder EJEHEJ
U.5, ENVIRONMENTAL PROTECTION AGENCY
. aAA & Home £ Settings @ Help About ¥ Exit
Home » Package [Chemical C Product Registratio...]

v Chemical C Product Registratior Application Details: | Add [ Edit

1= Prefpp-Mews-1 MName 1 Sec3-MNew-1
=" Seca-MNew- 1 Description :
Application Type  :  MNew Registration

I=/Chemical D Product Regist Fegulatory Type . Product Registration - Section 3

Application ke

*This section is marked for Review

IniET et ssen—
AdminNumber

Productame o frog spray
RiskManager 13
MeToolndicator o Mo

FastTrack C Mo
Description :

Documents: | Add f Edit

Contains
Type CBIv Mame/MRID

Study Profile Yes Study Profile. docx

l Add Jl Delete Jl Validate

Figure 6-9: Application Metadata Marked for Review

6. The Validate screen a message stating ‘Application [Title] has been marked for
review’. Click ‘Review’ button to review the application and ‘Finalize’ button to
finalize the package.

ge-Dossier Builder

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA @& Home +# Settings @ Help About ¥ Exit
Home p Package [Chemical C Product Registratio...]» Validate

Package Validation Summary

FPackage Mame: Chemical C Product Registration
Application Count: 3

= plication [Sec3-MNew-1] has been marke@

l Review Jl Finalize J

Figure 6-10: Marked for Review
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6.3 Add/Edit Application Level Documents

1. From the Package [Title] screen and the Application selected, click on the Add/Edit
button provided next to Documents.

B e Dossier Builder TZI@ f5__<|

:I U.5, ENVIRONMENTAL PROTECTION AGENCY
i e ’: . ] H
N AAA @ Home % Settings @ Help About W Exit

Home » Package [Chemical D Product Registratio...]

v Chemical D Product Registratio| Application Details: | Add f Edit

{=|EUP Mew Registration Name . EUP New Registration
Description
application Type @ MNew Registration
Regulatory Type @ Experimental Use Permit - Section 5

Application Metadata: | Add | Edit

InitialSubmission © Yes
AdminNumber . 017289
RiskManager .07
Description .

Documentsy{] Add [ Edit

No Documents

Figure 6-11: Application Documents Add/Edit
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2. The Documents for the Application screen appears.

If adding a new document, complete all required fields (*) and any of the other fields
as necessary. If you would like to return to this screen later, select the Mark for
review box provided on bottom left side of the screen. When complete, select the
Add Document button.

If you would like to make changes to a previously added document, select the
document and click on the Edit Document button. When finished, be sure to select
the Save Document button when finished.

If you would like to delete a document, select the document and click on the Delete
Document button.

U.S. ENVIRONMENTAL PROTECTION AGENCY
anAA @& Home & Settings @ Help About i Exit

Home p Package [Chemical D Product Registratio...] » Application [EUP New Registration] » Documents

Documents for the Application
Package Name  Chemical D Product Registration

Application Name  EUP Mew Registration

Docurment Type *| Study zl

| Study Profile z)

Document Location % C\Documents and Settings\Chris\Desktop\EF: | Browse ...

Company Document Mumhber =

Diocument Title

Document Author (Use comma as separatar)

Document Date = 06/01/2010 4

Document Group

Contains CBI? # s Yes ) Mo

|| Mark far review Add Document View Summary
L L J

Figure 6-12: Add Application Document
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3.

If you added or edited a document, the document information is provided in the
Documents table as shown below. If you deleted a document, it is no longer listed in
the Documents table.

Repeat step 2 if you would like to add additional documents to the application.

Once you have added or edited documents, select the View Summary button to
continue.

Documents:  [1]
Document Type Document# File Name Location
Study Profile Chemical D - Study Prafile.do ChDocuments and SettingsiChri
. m | [»]
| Copy Document il Edit Document Il Delete Document |

Note: If adding multiple documents, the last document added will be placed at the
bottom of the Documents table. Additionally, documents are not officially attached
until the package is finalized.

-

|| Mark far review | Add Document | @m

v2.0

Figure 6-13: Application Document Added

4. The Package [Title] screen appears and the document information provided in step 2

is listed under Documents.

I(;\\ U.S., ENVIRONMENTAL PROTECTION AGENCY
& S g n
\(:f/“ AAA & Home & Settings @ Help About g Exit

Homep Package [Chemical D Product Registratio...]

v Chemical D Product Registration. Application Details: | Add 1 Edit

{=|EUP Mew Registration Marme o EUP Mew Registration
Description
Application Type © MNew Registration
Regulatory Type . Experimental Use Permit - Section S

Application Metadata: | Add | Edit

Initialsubmission . Yes

Adminturmber . 017289

RiskManager L 07

Description .

Diacuments: | Add | Edit
Contains
Type CBI? MNarme/MRID
Study Profile  |Yes Chemical D - Study Profile.doc

L Add I Delete J | Validate

Figure 6-14: Package [Title] Screen
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5. On the Document Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select
‘“View Summary’ button to go to Package[Title] screen

U.S. ENVIRONMENTAL PROTECTION AGENCY

aAAA 4@ Home i Settings ® Help About | Exit

Document Type Document# File Name Location

Study Frofile Study Profile.docx ChDocuments and Settingsthsar

A i *

Figure 6-15: Document Metadata Marked for Review
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6. The Package [Title] screen appears and the Documents information is updated with

“*This section is marked for Review’. Select the VValidate button to go to the

Validate screen.

Q_ e-Dossier Builder

Home p Package [Chemical C Product Registratio...]

aAAA @& Home

U.5. ENVIRONMENTAL PROTECTION AGENCY
3% Settings @ Help About

1= PreApp-MNew-1 Narme
|=["Sec3-Mew-1 Crescription
§E Chemical D Product Regist

AdminMNumber
ProductMName
RiskManager
MeTooIndicator
FastTrack
Description

Application Type
Regulatory Type

Application Metadata: | Add [ Edit

InitialSubmission @ Yes

v Chemical C Praduct Registratior, Application Details: | Add I Edit

Sec3-Mew-1

MNew Registration

Product Registration - Section 3

frog spray

13
[ls}
No

Documents: | Add 1 Edit |

This section is marked m
—

Tvpe

CorTtaTTS

CBI?

MName/MRID

Study Profile

¥es

Study Profile. docx

[ Add H Delete H Validate

Figure 6-16: Document Metadata Marked for Review
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7. The Validate screen a message stating ‘Application [ Title] has been marked for
review’. Click ‘Review’ button to review the application and ‘Finalize’ button to
finalize the package.

/E’*\ U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA & Home L& Settings @ Help About w Exit

Home p Package [Chemical C Product Registratio...]» Validate

Package Validation Summary

FPackage Mame: Chemical C Product Registration
Application Count: 3

= plication [Sec3-MNew-1] has been marke@

l Review “ Finalize J

Figure 6-17: Marked for Review

8. Once all applications, metadata, and documents have been added, the package can be
finalized following the steps provided in section 7 (Validate & Finalize a Non-EDSP
Package).
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6.4 Open Application Level Documents
Note: This can only be completed if you have attached documents to an application.

v2.0

1. From the Package [Title] screen and an Application selected, click on a document

name provided in the Documents table.

B e Dossier Builder

i
aAA & Home

Home b Package [Chemical D Product Registratio...]

® Help

I/A\ U.S. ENVIRONMENTAL PROTECTION AGENCY
£ Settings

About Wi Exit

v Chemical D Product Registratior, Application Details: | Add [ Edit
1=/ EUP Newv Registration MName

EUP Mew Registration

Description
Application Type
Regulatory Type

Mew Registration
Experimental Use Permit - Section 5

Application Metadata: | Add f Edit

InitialSubmission ©  Yes
AdminMNurnber 017289
RiskManager .07
Description :

Dacuments: | Add ! Edit

Contains

Type CBI? MNarme/MRID

Study Profile Yas [Cherical © - Study Profile, doc

| Add il Delete il Validate

Figure 6-18: Select Application Document for Opening
2. The File Download window appears. Select the Open button.

File Download x|

Do you want to open or save this file?

ol

Always ask before opening this type of file

.
|a|
b,

-

Mame: Chemical D - Study Profile.doc
Type:  Microsaft Word Docurment, 19,.5KE6
From: C\Documents and SettingsChris'\Desktop’....

(:]_ Open _I::{ Save ][

Cancel ]

While files from the Internet can be useful, some files can potentially
harm your computer. If you do not tust the source, do not open or
zave this file. What's the risk?

Figure 6-19: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.

/2 C:\Documents and Settings\Chris\Desktop\EPA OPP\eDossier Builder\Chemical D - Study Profile.doc - Windows Internet Explorer

T3 CHDacumerts and Settings\Chris|DeskLoptER:# OPP|eDossier Buider|Chemical D - Study Profile dac ¥ [#2][x] |28 Goore
File Edit View Insert Formak Tools Table GoTo Favorites  Help
x Google| ]| Msearch 0 @ - e | Bhshare~ B [ sidewki | P Check -+ aal Trandete -+ Y Aol - &

& -

< Favarites | 525 [ Penn State Nittany Lions Fo.,. @] unected 5o = @] Free Hotmail @) /e e aoler + [ My NetZern [ NetZern E-mal on the Web
\ & Chemical b - Shudy Prafile \

NN BEWE = NENk AW EERr. W A RN R - Ne?]
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Figure 6-20: Application Level Document

6.5 Add an Application

1. From the Package [Title] screen, click on one of the applications listed in the tree
view provided on the left side of the screen or select the Package name on left side of

the screen, and then select the Add button.

ier Builder

aAA @& Home

# Settings @ Help About
Home » Package [Chemical C Product Registratio...]

U.S. ENVIRONMENTAL PROTECTION AGENCY

¥ Exit

v Chemical © Product Registratior. Application Details: | Add [ Edit
|- Prefpp-Mews-1

MName
= Seci3-Mew-1

Description
Application Type
Fegulatory Type

Pre&pp-MNew-1

MHew Registration
Pre-Application
Application Metadata: | Add [ Edit

Initialsubmission

Yas
AdminNumber
ProductName test spray
RiskManager 13
MeToolndicator Mo
FastTrack Mo
Description :
Docurments: | Add [ Edit
Type Cogé%ns MName/MRID
Study Profile Mo Study Profile. docx

l Delete H Validate

Figure 6-21: Add Application
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2. The New Application screen appears. Complete all required fields (*) and any other
fields as necessary. Select suitable ‘Application Type’ and Regulatory Type’ from
the drop down menu. Select the “Next >’ button and go to ‘Application Metadata’
screen.

£3 e Dossier Builder

Figure 6-22: Add Application

3. The Application Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select
the Mark for review box provided on bottom left side of the screen.

Select the View Summary button to return to the Package [Title] screen. .

If you would like to provide or edit the Application Documents, select the Next>
button and go to ‘Documents for Application’ screen.

Figure 6-23: Add Application
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4. The Documents for the Application screen appears.

If adding a new document, complete all required fields (*) and any of the other fields
as necessary. If you would like to return to this screen later, select the Mark for
review box provided on bottom left side of the screen. When complete, select the
Add Document button.

If you would like to make changes to a previously added document, select the
document and click on the Edit Document button. When finished, be sure to select
the Save Document button when finished.

If you would like to delete a document, select the document and click on the Delete
Document button.

U.S. ENVIRONMENTAL PROTECTION AGENCY
anAA @& Home & Settings @ Help About i Exit
Home p Package [Chemical D Product Registratio...] » Application [EUP New Registration] » Documents

Documents for the Application
Package Name  Chemical D Product Registration

Application Name  EUP Mew Registration

Docurment Type *| Study zl

| Study Profile z)

Document Location % C\Documents and Settings\Chris\Desktop\EF: | Browse ...

Company Document Mumhber =

Diocument Title

Document Author (Use comma as separatar)

Document Date = 06/01/2010 4

Document Group

Contains CBI? # s Yes ) Mo

)

|| Mark far review Add Document View Summary
L L J

Figure 6-24: Application Level Document
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5. The Documents Metadata screen appears. Complete all required fields (*) and any
of the other fields as necessary. If you would like to return to this screen later, select

the Mark for review box provided on bottom left side of the screen.
Select the View Summary button to return to the Package [Title] screen. .

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA % Home 4# Settings @ Help About o Exit
Home p Package [Chemical C Product Registratio...] » Application [Chemical D Product Registratio...]» Documents

Document Date |

|

Docurment Group
Contains CEI? % Yes ) MNo

Comments

£} e Dossier Builder = B EJ

Documents:  [1]

Document Type Document# File Name Location
Stucly Profile Study Profile docx ChDocuments and Settingsthsar
| - [ | ]
L I I J ||
L Mark for review l Add Document J | | lm

Figure 6-25: Application Level Document

6. The Package [Title] screen displays the new application added to the package.

% e Dossier Builder = JIE= E

U.S5. ENVIRONMENTAL PROTECTION AGENCY

AAA & Home ¥ Settings @ Help About =
Home » Package [Chemical C Product Registratio...]

v Chemical C Product Registratior] Application Details: | Add f Edit

1=/ Preapp-tew-1 MName . Chemical D Product Registration
1=/ Seca-Mew-1 Description .
: Aapplication Type @ Amendment
B Clzmmiezl O e (FEersi Regulatory Type : Experimental Use Permit - Section S

Application Metadata: | Add [ Edit

Initialsubmission @ Yes
Admintumber L 123456
Cescription :

Documents: | Add f Edit

Contains
Type CRI? MName/MRID
Study Profile INo Study Profile. docx

l Add J | ][ Validate

Figure 6-26: Package Summary
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6.6 Delete an Application

1. From the Package [Title] screen, click on one of the applications listed in the
tree view provided on the left side of the screen, and then select the Delete button.

£} e Dossier Builder

U,5. ENYVIRONMENTAL PROTECTION AGENCY
ol Exit

P\
El

i ,-\
'Q':y“ aAAA 4 Home 4# Settings @ Help About

Home p Package [Chemical C Product Registratio...]

v Chemical © Product Registration £pplication Details: | Add [ Edit
Chemical C Amendment

1=/ Chemical C Registration MName

=|Chemical C Amendment Description :
Application Type : Amendment

Regulatory Type Tolerance Petition
Application Metadata: | Add f Edit

InitialSubmission @ Yes
AdminNumber : 356783
Description :

Documents: | Add I Edit

Contains|
Type CBI? Name/MRID
Form 8570-4 :
Confidential No Chemical Application
Statement of Document.doc
Formula

| Add m Validate

Figure 6-27: Application Selection & Deletion
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7. The Delete window appears asking if you would like to delete the application. Select
the Yes button.

Figure 6-28: Delete Window

8. The Package [Title] window appears and the application selected for deletion is no
longer provided.

& e-Dossier Builder

O

Home » Package [Chemical C Product Registratio...]

v Chemical C Product Registratior. Application Details:| Add [ Edit

U.S. ENVIRONMENTAL PROTECTION AGENCY
aAA & Home ¥ Settings @ Help About # Exit

|= Chemical C Registration Name : Chemical C Amendment

Description .

Application Type : Amendment

Regulatory Type : Tolerance Petition
Application Metadata: | Add [ Edit

InitialSubmission : Yes

AdminNumber : 356783

Description .
Documents: | Add f Edit

Contains
Type CEI? Name/MRID

Form 8570-4 :

Confidential No Chemical Application

Statement of Document.doc

Formula

_Add || Delete || Validate

Figure 6-29: Application Deleted
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7 Validate & Finalize a Non-EDSP Package

1. From the Package [Title] screen, select the Validate button.

£} e-Dossier Builder B@El
U.S. ENVIRONMENTAL PROTECTION AGENCY
) aAAA & Home 3 Settings @ Help About ¥ Exit
Homep Package [Chemical Dimethoate]
v Chemical Dimethoate Package Details: | Add I Edit
Package Name . Chemical Dimethoate
Description :
Is PRIA Mo
Contact Profile : EDSP

Documents: | Add | Edit

Contains

Type CBI? Marme
Study Profile Yes Study Profile
Optional Survey Mo Chemical Spray Surve

<

Figure 7-1: Package Validate Button
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2. The Package Validation Summary screen appears.

If you marked a previous application screen for review, or if errors are found, these
are listed on the screen. If so, correct the errors identified and/or review the
application screens marked for review.

If not, a message appears stating “The package has been processed successfully.”
Select the Finalize button.

Note: Once a package is finalized, it can no longer be edited. The package can be
‘Reviewed’ before finalizing the package.

8 e-Dossier Builder, E@El
(3"\ U.5. ENVIRONMENTAL PROTECTION AGENCY
w AAA & Home i Settings @ Help About f Exit
Home Package [Chemical D Product Registratio...]» Validate

Package Validation Summary

Package Name: Chemical D Product Registration
Application Count. 1

The package has been processed successfully
Please click finalize button to finalize the package

Figure 7-2: Package Validation Summary

3. The Package Creation Successful screen appears. If you would like to open the
package storage location, select the Open the contain folder check box, and then
select the OK button. If not, just select the OK button.

Package Creation Successful

The Packane has been created in:
ChDocuments and Setting=stChrisiedb
As

edh-Chemical D Product Registration zip

[] ©pen the containing faolder

Figure 7-3: Package Creation Successful

4. Once the package has been created, it is now ready to be submitted to EPA.
Directions for submitting the package can be found at the EPA OPP electronic
submission Web site.
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8 Create, Edit, and Delete an EDSP Package

8.1 Create an EDSP Package

1. If you selected Yes from step # 2 in of Create a Non-EDSP Package (section 5.1), the
New EDSP Package for EDSP Orders screen appears. Complete all required fields
(*) and any of the other fields as necessary, and then select the Next> button.

£ e-Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
aAA 4 Home £ Settings @ Help About Exit

Figure 8-1: Package Info
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2. The Document for the Package screen appears. Complete all required fields (*) and
any of the other fields as necessary, and then select the Add Document button.

Jossier Builder

590.1100-Amphibian Metamorphosis
800.1150-Androgen Receptor Binding

2090.1200-Aromatase

Figure 8-2: Add Package Document
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3. The document information is provided in the Documents table as shown below.
Note:

e When adding multiple documents, the last document added will be placed at
the bottom of the Documents table.

e Documents are not officially attached until the package is finalized.

Repeat step 6 if you would like to add additional documents to the package. Once
you have added all of the documents, select the View Summary button to continue.

sier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
nAA @& Home i3 Settings @ Help About Exit

E00.1100- Amphibian Metamorphosis g
280.1150-Andtogen Receptor Binding i
=]

890.1200-Aromatase

Document Type Document# | File Name Location

Study Profile Study Profile ¢ C:Documents and SettingsibsanthanDesktophStud
(o] [

Figure 8-3: Package Document Added
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4. The Package [Title] screen appears listing the package details, application
information, and documents.

If you would like to add or edit package metadata, follow the steps provided in
section 8.3 (Add/Edit Package Metadata). If you would like to provide or edit

package level documents, follow the steps provided in section 8.4 (Add/Edit Package
Level Documents).

If you would like to finalize the package, follow the steps provided in section 9
(Validate & Finalize an EDSP Package).

fad U.S. ENVIRONMENTAL PROTECTION AGENCY

aAAA @ Home & Settings @ Help About Wl Exit

Home p Package [Chemical Dimethoate]

v Chermical Dimethoate Package Details: | Add [ Edit
Package Name . Chemical Dimethoate
Description :
Is PRIA c MNo
Contact Profile . EDSP

Documents: | Add [ Edit

Contains
Type CBI? MName
Study Profile Yes Study Profile
Optional Survey [No Chemical Spray Survey

Validate

Figure 8-4: Package [Title] Screen
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8.2 Continue a Saved EDSP Package
1. From the Home screen, select the Continue Saved Package button.

B e Dossier Builder

Figure 8-5: Continue Saved Package
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2. The Open Package screen appears and provides a listing of all packages. Click on
one of the packages listed, and then select the Open button.

8 e-Dossier Builder

U.5, ENVIRONMENTAL PROTECTION AGENCY
pAA f Home & Settings @ Help About | Exit

Package Name Description No of Apps | Finalized

EDSP Order 011001 Thu, Qct 20 2011 420 PM
{Consartia order My package

EDSF order 011001 Thu, Gct 20, 2011 333 PM

Figure 8-6: Open Package Screen
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3. The Package [Title] screen appears. Continue with the creation of the package.
€% e-Dossier Builder E]@||

U.S. ENVIRONMENTAL PROTECTION AGENCY

AAA @& Home 25 Settings @ Help About § Exit

Home » Package [Chemical Dimethoate]

v Chemical Dimethoate FPackage Details: | Add [ Edit
Package Name . Chemical Dimethoate
Description :
Is PRIA C Mo
Contact Profile . EDSP

Docurments: | Add [ Edit

Contains
Type CBI? MName
Study Profile Yes Study Profile
Cptional Survey |No Chemical Spray Survey

Validate

Figure 8-7: Package [Title] Screen
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8.3 Add/Edit Package Metadata

1. From the Package [Title] screen, select the Add/Edit button provided next to
Package Detalils.

3 e-Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA & Home ¥ Settings @ Help About | Exit

Package Details{| Add J Edit | )

Package MName . Chemical Dimethoate
Description :

I=s PRIA L Mo

Contact Profile . EDsP

Documents:

Contains
Type CBI7 MName

Study Profile Yes Study Profile
Optional Survey |[MNo Chemical Spray Surve

Figure 8-8: Package Details Add/Edit

2. The Package Info screen appears. Make desired changes, and then select the View
Summary button to return to the Package [Title] screen.

If you would like to provide or edit package documents, select the Next> button and
go to step 8 of section 8.4 (Add/Edit Package Level Documents).

A A A & Home $* Settings @ Help

Figure 8-9: Edit Package Info
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3. The Package [Title] screen appears and the changes made are provided in Package
Details.

£3 e Dossier Builder

U.S5, ENVIRONMENTAL PROTECTION AGENCY
A AA & Home ¢ Settings @ Help About ¥ Exit

Home » Package [EDSP Order 011001]

v EDSP Qrder 011001 Fackage Details: | Add [ Edit

Package Mame : CSP Order 01100

Description :
Is PRIA o MNo
Contact Profile . EDSP

Documents: | Add f Edit

Contains
Type CEI? MName

Study Profile Yes Study Profile. docx

Validate

Figure 8-10: Package Info Change

8.4 Add/Edit Package Level Documents

1. From the Package [Title] screen, select the Add/Edit button provided next to
Documents.

£} e Dossier Builder EJ@ X

U.5. ENVIRONMENTAL PROTECTION AGENCY
A AA & Home 4# Settings @ Help About ¥ Exit
Home b Package [EDSP Order 011001]
v EOSP Crder 011001 FPackage Details: | Add f Edit
Package MName . EDSP Order 011001
Cescription :
Is PRIA LMo
Contact Profile . EDsSP
Documents{ | Add | Edit]
Contains
Type CBI? MName
Study Profile Yes Study Profile. docx
Validate

Figure 8-11: Package Document Add/Edit
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2. The Documents for the Package screen appears. Add another document or make

v2.0

changes to a previously added document by selecting the document and clicking on
the Edit Document button. When editing a previously added document, be sure to

select the Save Document button when finished.
If you would like to delete a document, select the Delete Document button.

When complete, select the View Summary button.

Note: If adding multiple documents, the last document added will be placed at the

bottom of the Documents table. Additionally, documents are not officially attached

until the package is finalized.

BEE]
|*.(S}>I U.S5. ENVIRONMENTAL PROTECTION AGENCY
g AAA 4 Home ¢ Settings @ Help About ml Exit

Home >>=[EDSP Package]» Documents
Documents for the Package

FPackage Mame EDSF COrder 011001
Order Mumber  EDSP-011001-845

Diocurnent Type *| Please select an item ... |
Document Location = Browse ...

Company Document MNumber

Diocurment Title

Ciocument Author [Use comma as separator)

Document Date = &=

Document Group

Contains CEIT = Yes . Mo

“Use Shift button to select multiple Guideling numbers

200.1150-Androgen Receptor Binding
E90.1200-Aromatase

Guideline Mumber = 200.1100-Amphibian Metamorphosis |2 >
==
L~

C

Documents: [1]
Document Type Document# | File Name Location
Study Profile Situdy Profile.c ChDocuments and SettingsthsanthamDesktopiStud: ||
Ll ____________~ P
| Mark for reviews | Add Document | | View Summary

Figure 8-12: Edit Package Document
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3. The Package [Title] screen appears and the changes made are provided in
Documents.

g e-Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
AAA @& Home & Settings @ Help About ¥ Exit

Home » Package [EDSP Order 011001]
v EDSP Order 011001 Fackage Details: | Add I Edit

Package MName . ELSP Order 011001

Description :

Is PRIA Mo

Contact Profile . EDSP

Docurments: | Add [ Edit

Contains
Type CBI? MNarme
Study Profile Yes Study Profile. docx

Validate

Figure 8-13: Package [Title] Screen

4. On the Document Metadata screen. If you would like to return to this screen later,
select the Mark for review box provided on bottom left side of the screen. Select

‘View Summary’ button to go to Package[Title] screen

€3 e -Dossier Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY

AAA @ Home & Settings @ Help About ¥ Exit

Home >=[EDSP Package] » Documents

E00.1150-Androgen Receptor Binding

Guideline Mumber % £90.1100-Amphibian Metamorphosis |2 >>
i <<
L]

200.1200-fAromatase

Documents:  [2]

Document Type Document# | File Name Location
Study Profile | ChDocuments and SettingstbsanthaniDesktophStud:

Chemical Spr: ChDocuments and SettingstbsanthaniDesktopiCher

Study Profile
Ciptional Survey

(<] i ]

-

[«] [ T » |_

@k far r@ l Add Document J | | l View Summary J

Figure 8-14: Documents Screen
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5. The Package [Title] screen appears and the Documents information is updated with
“*This section is marked for Review’. Select the VValidate button to go to the

Validate screen

3 e Dossier Builder

A A A

Home » Package [Chemical Dimethoate]

U.5. ENVIRONMENTAL PROTECTION AGENCY

% Home ¢ Settings @ Help About ¥ Exit

Cescription
Is PRIA

w *Chemical Dimethoate Fackage Details: | Add [ Edit

Package MName

Contact Profile

Clocurnents: i
*This section is marked for Review

Chemical Dimethoate

Mo
ECSP

Contain

Tvpe

CBI?

MHame

Study Profile Wes

Study Profile

Optional Survey ||No

Chemical Spray Surve

Validate

Figure 8-15: Package [Title] Screen

6. The Validate screen a message stating ‘Application [ Title] has been marked for
review.” Click the Review button to review the application and the Finalize button to

finalize the package.

£} e Dossier Builder

A A A

Home p Package [Chemical Dimethoate] » Validate

Package Validation Summary

Fackage Mame Zhemical Dimethoate
Application Count: 1

U.S. ENYIRONMENTAL PROTECTION AGENCY
& Home 2+L# Settings @ Help About

age [Chemical Dimethoate] has been marked fD@

L Review J[ Finalize J

Figure 8-16: Package Validation Summary
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7. Once all applications, metadata, and documents have been added, the package can be
finalized following the steps provided in section 9 (Validate & Finalize an EDSP

Package).

8.5 Open Package Level Documents
Note: This can only be completed if you have attached documents to the package.

1. From the Package [Title] screen, click on a document name provided in the

Documents table.

50 (=] b

Home » Package [EDSP Order 011001]

AAA & Home

U.5. ENVIRONMENTAL PROTECTION AGENCY
i Settings @ Help  About

W Exit

Description
Is PRIA

Package MName

Contact Profile

v EDSP Order 0110071 Package Details: | Add [ Edit

Documents: | Add [ Edit

EDSP Crder 011001

Mo
EDSP

Contains
Type CBI? Name
Study Profile  [¥es Study Profile.dock

Validate

—

Figure 8-17: Select Package Document

2. The File Download window appears. Select the Open button.

File Download

Do you want to open or save this file?

@_,j Mame: Chemical O - Study Profile, doc

Type: Microsoft Word Document, 19.5KE
From: C:\Documents and Settings'Chris'Desktop’,...

3

(:1 Open _I::{

Sawe ][ Cancel ]

always ask befare opening this tope af file

|--" While files from the Internet can be useful, some files can potentially
@ harm your computer. If you do not tust the source. do not open or
= save thiz file. What's the rigk?

Figure 8-18: File Download Window
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3. The document opens in Internet Explorer as demonstrated below.

@“. Hw-0 ) = Study Profile.docx - Microsoft Word
el
W Tnsert Page Layout Refersnces

Mailings Review View Acrobat

(@]
- - 34 Find -
& O cbdmesy - | AaBbcee | Aasbccoc AaBbC: m R
£ o
Paste (B 7 U-aex, x aa-|[#-A-|[E== §||Q- E =) ||| normal | 7No Spaci.. Heading1 < g";al:;!:j .
Clipboard F] Paragraph (F] Styles Editing

Font

Study Profile

Figure 8-19: Package Level Document
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9 Validate & Finalize an EDSP Package

1. From the Package [Title] screen, select the VValidate button.

Home » Package [Chemical Dimethoate]

A AA & Home

U.S. ENVIRONMENTAL PROTECTION AGENCY
o# Settings

® Help

v Chemical Dimethoate

Package Details: | Add { Edit

Package Name

Chemical Dimethoate

Description
Is PRIA Mo
Contact Profile EDSP
Daocuments: | Add | Edit
Contains
Type CBI? Name
Study Profile Ves Study Profile
Optional Survey No Chemical Spray Surve

s>

Figure 9-1: Package Validate Button
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2. The Package Validation Summary screen appears.

If you marked a previous application screen for review, or if errors are found, these
are listed on the screen. If so, correct the errors identified and/or review the
application screens marked for review.

If not, a message appears stating “The package has been processed successfully.”
Select the Finalize button.

Note: Once a package is finalized, it can no longer be edited. The package can be
‘Reviewed’ before finalizing the package.

£ e-Dossier Builder g@g|

f—‘\ U.5. ENVIRONMENTAL PROTECTION AGENCY
(&)
& AAA @& Home & Settings @ Help About pj Exit
Home » Package [Chemical D Product Registratio...] » Validate

Package Validation Summary

Package Mame: Chemical D Product Registration

Application Count: 1

The package has been processed successfully.

Please click finalize hutton ta finalize the package.

Figure 9-2: Package Validation Summary

3. The Package Creation Successful screen appears. If you would like to open the
package storage location, select the Open the contain folder check box, and then
select the OK button. If not, just select the OK button.

Package Creation Successful

The Package has been created in:
ChDocuments and Settings\Chrisiedb
AS
edh-Chemical D Product Registration. zip

[] ©pen the containing folder

Figure 9-3: Package Creation Successful

4. Once the package has been created, it is now ready to be submitted to EPA.
Directions for submitting the package can be found at the EPA OPP electronic
submission Web site.
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10 Toolbar

Note: Instructions for using the Help and Settings links are provided in section 11
(System Help) and section 12 (Configuration) respectively.

10.1 Home

1. Atany time during the completion of your package, you can return to the Home
screen. To do so, select Home from the tool bar at top of the screen.

£ e-Dossier Builder,

.‘fi‘*}u U.S. ENVIRONMENTAL PROTECTION AGENCY

.3%:4/ AAA 4 Home %% Settings @ Help About M Exit
e ——

Home » Open Package

Huorne

Package Name Description Mo of App Finalized
Jon Doe Chemical Package 1 @
Test Package? 1 Tue, Mar 2, 2010 10:20 A ﬁ

Figure 10-1: Home Link
2. Once selected, the Home screen appears.

8 e -Dossier Builder EI@IEI
‘(65?\1] U.5. ENVIRONMENTAL PROTECTION AGENCY
% AAA @ Home & Settings @ Help About M Exit
Home

\ ,

~ Company Info

Pen
S

'ﬂl

- Create a New Package

Continue Saved Package

=

= ) validate

w

Figure 10-2: Home Screen
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10.2 About

1. Atany time during the completion of your package, you can view information (e.g.,
version number, build number, etc.) about the version of eDossier Builder that you
are using. To do so, select About from the tool bar at top of the screen.

.= e-Dossier Builder

I4 ‘g:*:\l U.5. ENVIRONMENTAL PROTECTION AGENCY
< aAAA & Home 5 Settings @ Help = About = i Exit
C—

Company Info ‘

Figure 10-3: About Link

2. Once selected, the About screen appears. To close the About screen, select the OK
button.

e-Dossier Builder

w1.0 Build_20111020165311-0400

Figure 10-4: About Screen
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11 System Help

If you have questions during the creation of the package, the resources described below
are available to assist you.

At any time during the completion of your package, you can view a brief description of a
field or button provided on a screen. This can be completed by scrolling over a field or
button as demonstrated below.

a
)
e AAA & Ho

Home » Package [Jon Doe Chemical Package]» Edit

Package Info

Fackage Mame # Jon Doe Chemical Package

Description

s this PRIAY | | (CTheck this if thi hrnission is su

Cgmpany Prpfila 2! Chamisal Camnanu Prafjle -
I= thiz package subjectto PRIA Fees?

Figure 11-1: Field Tooltip

A full description of the screen and its fields can be viewed by going to the Help screen
as instructed below.

1. From any screen, select Help from the tool bar at top of the screen.

£ e-Dossier, Builder

U.5. ENVIRONMENTAL PROTECTION AGENCY
aAAA #& Home 4 Settings @ Help About Wi Exit

Home p Package [Jon Doe Chemical Package]p Edit |
Help

Package Info

Package Mame # Jon Doe Chemical Package

Description

Is this PRIA? || (Check this if this submission is subject to PRIA Fees)

Company Profile *| Chemical Company Profile x|

Figure 11-2: Help Link
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2. Once selected, the Help Details screen appears (Non-EDSP help details for Non-

EDSP packages). This screen provides a listing and description of all fields provided
on the current screen.

To close the Help screen, select the X button.

| Help Details x

This is the Package Information screen where you can edit the
package name and description, choose the company profile, and
indicate if the submission is subject to PRIA fees,

[Name [Description

Packade Mame given to a particular package. This field can

Nameg have numeric or string values, or any combination of
both {e.g., BBG1234).

‘Description This field describes the package that is created and

is only for the internal reference of the creator.

The Pesticide Registration Improvermnent Renewal Act
. (PRIA 23, registration service fees is due at

Is this PRIA? application. The user should indicate whether the

[package is subject to PRIA fees,

Company
Profile

Company profile for the package.

Figure 11-3: Non-EDSP Help Details

Additionally, a complete listing of the field descriptions is provided in Appendix A (Non-
EDSP Data Fields).
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3. Once selected, the Help Details screen appears (EDSP help details for EDSP

packages). This screen provides a listing and description of all fields provided on the
current screen.

To close the Help screen, select the X button.

Help Details

This is the New EDSP Package screen where you can provide
package information and link it to a company profile. Additionally,
this screen allows you to indicate if the submission is subject to
ELSP/Consortia provided in the package.

Name |Description |

?35?'55'% Type of submission (EDSP/Consortia)

Packaqe MName given to a particular package. This field can

Nameg have numeric or string values, or any combination of

both (e.g., BBG1234).

Order Order Mumber given to a particular package. This

MNumber field can have only numeric (g, EDSP-123456-345),
_ This field describes the package that is created and

Description is only for the internal reference of the creator.,

Company ,

Profile Company profile for the package.

Figure 11-4: EDSP Help Details

Additionally, a complete listing of the field descriptions is provided in Appendix B (Data
Fields for EDSP Packages).
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12 Configuration

12.1 Package Storage Location

By default, the package you create will be stored at C:\Documents and
Settings\username\edb. Follow the steps listed below if you would like to view this
setting and/or change the storage location.

1. From any screen, select Settings from the tool bar provided at the top of screen.

) e-Dossier Builder

Ifi‘”\il U.5, ENVIRONMENTAL PROTECTION AGENCY
'%_-f) AAA & Home & Settings @ Help About Jf Exit
—

~  Company Info ‘

Figure 12-1: Settings Link

2. The Configuration Settings screen appears. If you would like to change the file
location for storing the eDossier package, select the Browse... button.

Configuration Settings

Storage Directory | ChDocuments and Settings\C”hrishedb

Font Size () Small («) Medium ') Large

l Save J Cancel | @

Figure 12-2: Configuration Settings

3. The Browse For Folder screen appears. Select a folder to store the eDossier
package, and then select the Make New Folder button.

Browse For Folder El@|

Select

) Documentum -~
) ehccess

eDossier Builder

|5 Code Releases

|5 Functional Requirernents

|53 Prototype Change Requests

|53 screen Fields

| System Design Document

| User Guide 2

— T - ———

< ?

ﬁakﬁ Mewy FDII:IBTD [ QK ] [ Cancel ]

Figure 12-3: Browse For Folder
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4. A folder appears titled New Folder within the selected folder/location. If preferred,
enter a new name for the folder and then select the OK button.

Browse For Folder @

Select

|2 Documentum -
|5 ebccess
=l I eDossier Builder

[C5) Code Releases

[C5) Functional Requirements

ange Requests

[C5) Screen Fields
|,i'| Swskem Design Document
e -

< b

hd

fake Mew Folder J d Ok D Cancel

Figure 12-4: New Folder

5. The Browse for Folder screen closes and the newly selected location is provided in
the Storage Directory field of the Configuration Settings screen. Select the Save
button.

Configuration Settings

Storage Oirectoryy | CiDocuments and Settings\ChrisiDesktopERPA OPPelossier Buillderitew | Browse ...
FontSize () Small (+) Medium O Large
l Save ] Cancel | ©

Figure 12-5: Configuration Settings — New Storage Directory

6. The Configuration Settings window closes.
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12.2 Application Font Size

The application font size can be increased or decreased permanently or on a session basis.
The instructions to change the font size for each are provided below.

12.2.1 Permanent
1. From the any screen, select Settings from the tool bar provided at the top of screen.

& e-Dossier Builder

/65:’“ U.5. ENVIRONMENTAL PROTECTION AGENCY
aAAA & Home % Settings @ Help About Wi Exit
—

< Company Info ‘

Figure 12-6: Settings Link

2. The Configuration Settings screen appears. The default font size for the application is
Medium. Select the Small or Large radio button if you would like to decrease or
increase the font size, and then select the Save button.

Configuration Settings

Storage Directory | ChDocuments and SettingshChristedb Browse ...

Font Size 7 Small («) Medium U Large

@ Cancel | ©

Figure 12-7: Configuration Settings — Font Size

Note: The selected font size will appear throughout the application until it is changed
again.

64



eDossier Builder User Guide v2.0

12.2.2 Current Session

If you would like, you can change the application font size for only the current session

from any application screen. By default, the application font size is set to Medium. As
shown below, the left A is for a Small font, the middle A is for a Medium font, and the
right A is a Large font.

Select the desired font size. The font size should change on the current screen and all
other application screens.

3 e-Dossier, Builder |z| |E|[$__<|

I{c‘;‘:ﬁl U.5. ENVIRONMENTAL PROTECTION AGENCY
'3&"_,‘/“ AAA & Home ¢ Settings @ Help About f Exit

Home
Medium

l”.\

~ Company Info
pu ot
g ‘

Figure 12-8: Session Font
Note: The font size will remain throughout the session and will change back to the
default or previously saved (see Section 12.2.1 — Permanent) font size after the session is
terminated.
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13 Exit

1. From the any screen, select Exit from the tool bar provided at the top of screen.

3 e-Dossier Builder,

U.5. ENVIRONMENTAL PROTECTION AGENCY

aAAA 4 Home ¥ Settings @ Help About

Close Application

~  Company Info

Figure 13-1 Exit Link

2. The Close window appears asking if you would like to close the application. Select
the Yes button.

ant to close the

Figure 13-2: Close Window

3. The application closes.
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Appendix A: Non-EDSP Data Fields

Provided below is a table that lists all the data fields and description of each that is provided in Tool Tips and on the Help screen.

Field Name

Address

*Formal Change to the
existing company address
can be made only by
contacting EPA not through
this application.

Tool Tips

Street address of the company.

v2.0

Help

Street address of the company.

Administration
Number/Registration
Number

This field should contain the Admin Number,
tolerance petition number, experimental use
permit number, registration number, or SLN
number.

1. Must have between 4 and 50 characters.
2. Cannot contain spaces.

Application Name

Name given to the application that is to be
created.

This name will be the name displayed in the
summary screen.

Name given to the application that is to be
created.

This name will be the name displayed in the
summary screen.

Application Type

List of all Application types that can be added
or registered.

List of all Application types that can be added
or registered.

Author Person in charge for the contents of the Person in charge for the contents of the
document. document.
City City where the company is located. City where the company is located.

Comment (for Company
Information )

*QOptional, Future Use ,not
Currently used by EPA

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.
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Field Name

Comments(for Documents
attached with the
application)

*QOptional, future use ,not
currently used by EPA

Tool Tips

Field for the submitting company to comment
on the document being submitted.

v2.0

Help

Field for the submitting company to comment
on the document being submitted.

Company Document
Number

*QOptional, future use ,not
currently used by EPA

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

Company Name

Indicates the name of the company.

Indicates the name of the company

Company Number

Indicates the company number assigned by
EPA.

Indicates the company number assigned by
EPA.

Contains CBI

Indicates whether the contents of the
document are confidential or not.

Confidential Business Information field can
have any of the two values (Yes/No).

Yes indicates it contains CBI, and no
indicates it does not contain CBI.

It is the discretion of the user to mark a
document as confidential or non-confidential.

Country

Displays the country of the company.

Displays the country of the company.

Description (for Profile )
*QOptional, for internal use
by company, not currently
used by EPA

Description given to the profile created.

This field describes the profile that is created
and is only for the internal reference of the
creator.

Description (for Package)
*Qptional, for internal use
by company, not currently

used by EPA

Description given to the package created.

This field describes the package that is
created and is only for the internal reference
of the creator.
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Field Name

Description/Remarks (for
Application )

*QOptional, future use ,not
currently used by EPA

Tool Tips

Allows the submitting company to provide
questions, notes, or other remarks. The
submitting company may enter any value
they wish into this field.

v2.0

Help

Allows the submitting company to provide
questions, notes, or other remarks. The
submitting company may enter any value
they wish into this field.

Document Date

Specify a date to be linked to the document
(e.g., the creation date).

Specify a date to be linked to the document
(e.g., the creation date).

Document Group
*QOptional, future use ,not
currently used by EPA

Specify the document group to which the
document is related.

Specify the document group to which the
document is related.

Document Location

File location of the document.

File location of the document.

Document Title

Title given for the document.

Title given for the document.

Document Type

Select the document type for the application.

Select the document type for the application.

Email

Email address of the company contact person.

Email address of the company contact person.

EPA MRID Number

*Root MRID Number will be
associated with this
particular application in this
package and cannot be
reused with any other
application/packages.

Refers to the MRID of the study being
submitted by the company or its lab.

Refers to the MRID of the study being
submitted by the company or its lab. For
Study Profiles/Summaries and supplemental
study data, use the MRID of the parent study.
MRIDs must be pre-assigned by EPA.

Fast Track

Enter a Fast Track Indicator for particular
Regulatory Type — Application Type
combinations.

Enter a Fast Track Indicator for particular
Regulatory Type — Application Type
combinations. The only acceptable values for
the Fast Track Indicator field are as follows:
0 Yes

o No
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Field Name

Guideline Number

Tool Tips

Indicates the “Guideline Number” associated
with a study.

v2.0

Help

Indicates the “Guideline Number” associated
with a study. Provided only for Study
documents. However, if the study does not
have a guideline number or the number
entered is invalid, the package can still be
successfully created.

Lab Report Number

Refers to the internal identification number
for a study used by the lab that produced the
study.

Refers to the internal identification number
for a study used by the lab that produced the
study.

Me-Too Indicator

A “final” Me-Too Indicator for particular
Regulatory Type — Application Type
combinations.

A “final” Me-Too Indicator for particular
Regulatory Type — Application Type
combinations.

A "Me-Too" pesticide registration application
refers to a request to register a new pesticide
product that is identical in its uses and
formulation, substantially similar in its uses
and formulation to one or more products
currently registered and marketed in the
United States, or differing only in ways that
would not significantly increase the risk of
unreasonable adverse effects on the
environment.

Name

Name of the company contact person.

Name of the company contact person.

Package Name
*QOptional, for internal use
by company, not currently
used by EPA

Name given to a particular package.

Name given to a particular package. This
field can have numeric or string values, or
any combination of both (e.g., BBG1234).

Page count

Refers to the number of pages in a study.

Refers to the number of pages in a study
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Field Name

Tool Tips

(including appendices) that is provided by the

v2.0

Help

submitting company or its lab. The value
entered should be numeric.

Petition Type

A “final” Petition Type for particular
Regulatory Type — Application Type
combinations.

* The acceptable values for the Petition Type
field will be dependent on the “Petition
Number Type” segment of the Petition
Number (the single character that follows the
“Year”).

* If the “Petition Number Type” is “E”, the
acceptable values for the Petition Type field
will be as follows:

0 Minor Use (IR-4/State)

0 Minor Use (Not IR-4)

0 Inert (Not IR-4)

0 Import

* If the “Petition Number Type” is “F”, the
acceptable values for the Petition Type field
will be as follows:

0 Raw Agricultural Commaodity

« If the “Petition Number Type” is “G”, the
acceptable values for the Petition Type field
will be as follows:

0 Temporary

« If the “Petition Number Type” is “H”, the
acceptable values for the Petition Type field
will be as follows:

0 Food Additive

0 Temporary Food Additive

Phone

Phone number of the company contact

Phone number of the company contact
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v2.0

Field Name Tool Tips Help
person. person.

Postal code Postal code of the location where the Postal code of the location where the
company is located. company is located.

PRIA The Pesticide Registration Improvement

*QOptional, future use ,not
currently used by EPA

Is this package subject to PRIA Fees?

Renewal Act (PRIA 2), registration service
fees is due at application. The user should
indicate whether the package is subject to
PRIA fees.

Product Name

This field contains the name associated with
the product.

This field contains the name associated with
the product.

Profile Name

*Qptional, for internal use
by company, not currently
used by EPA

Name given to the profile created. The

Profile name created is for internal reference.

Name given to the profile created. This field
can have numeric or string values, or any
combination of both (e.g., alpha01).

Refer already submitted
document

Reference to a document that has already
been submitted.

Reference to a document that has already
been submitted. Please note that a reference
number (e.g., MRID number) is required to
be mentioned.

Referred document MRID
Number

The MRID number of a document that has
already been submitted.

The MRID number of a document that has
already been submitted. Please note that the
MRID number is required to be mentioned.

Regulatory Type

List of all Regulatory types that are selected
for the Application type.

List of all Regulatory types that are selected
for the Application type.

Is this an initial
submission?

Field indicates whether the application is a
resubmission.

Field indicates whether the application is a
resubmission.
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Field Name

Risk Manager

Tool Tips

The Risk Manager for the Regulatory type-
Application type. (example 01)

The Risk Manager for the particular

v2.0

Help

Regulatory type- Application Type should be
provided.

The information to be provided includes the
following:

o0 Division Name

0 Team Name

(example 01)

State

State where the company is located.

State where the company is located.

Title ( Contact Person
Title)

Title of the contact person. This could mean a
person other than the one submitting the
package.

Title of the contact person.
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Appendix B : Data Fields for EDSP Packages

Provided below is a table that lists all the data fields and description of each that is provided in Tool Tips and on the Help screen.

Field Name

Address

*Formal Change to the
existing company address
can be made only by
contacting EPA not through
this application.

Tool tips

Street address of the company.

v2.0

Help

Street address of the company.

City

City where the company is located.

City where the company is located.

Comment (for Company
Information )

*QOptional, Future Use ,not
Currently used by EPA

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Field for the submitting company to comment
on the company profile created. This is for
internal reference of the company.

Comments(for Documents
attached with the
application)

*QOptional, future use ,not
currently used by EPA

Field for the submitting company to comment
on the document being submitted.

Field for the submitting company to comment
on the document being submitted.

Company Document
Number

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

This is a field is for providing the internal
reference of the registrant and specifies the
document number for the document
submitted by the registrant.

Company Name

Indicates the name of the company.

Indicates the name of the company.
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Field Name

Company Number

Tool tips

Indicates the company number assigned by

EPA.

v2.0

Help

Indicates the company number assigned by
EPA.

Company Profile

Company profile for the package.

Company profile for the package.

Contains CBI

Indicates whether the contents of the
document are confidential or not.

Confidential Business Information field can
have any of the two values ( Yes/No).

Yes indicates it contains CBI, and no
indicates it does not contain CBI.

It is the discretion of the user to mark a
document as confidential or non-confidential

Country

Displays the country of the company.

Displays the country of the company.

Description (for Profile )
*QOptional, for internal use
by company, not currently
used by EPA

Description given to the profile created.

This field describes the profile that is created
and is only for the internal reference of the
creator.

Description (for Package)
*QOptional, for internal use
by company, not currently

used by EPA

Description given to the package created.

This field describes the package that is
created and is only for the internal reference
of the creator.

Document Author

Person in charge for the contents of the
document.

Person in charge for the contents of the
document.

Document Date

Specify a date to be linked to the document
(e.q., the creation date).

Specify a date to be linked to the document
(e.g., the creation date).

Document Group
*Qptional, future use ,not
currently used by EPA

Specify the document group to which the
document is related.

Specify the document group to which the
document is related.

75




eDossier Builder User Guide

Field Name

Document Location

Tool tips

File location of the document.

v2.0

Help

File location of the document.

Document Title

Title given for the document.

Title given for the document.

Document Type

Select the document type for the application.

Select the document type for the application.

Email

Email address of the company contact person.

Email address of the company contact person.

EPA MRID Number

Refers to the MRID of the study being
submitted by the company or its lab.

Refers to the MRID of the study being
submitted by the company or its lab. For
Study Profiles/Summaries and supplemental
study data, use the MRID of the parent study.
MRIDs must be pre-assigned by EPA.

Guideline Number

Indicates the “Guideline Number” associated
with the document.

Indicates the “Guideline Number” associated
with the document submitted. Displays the
guideline number for the 11 assays.

Key Type

Indicates whether a study has been published
and made publicly available.

Indicates whether a study has been published
and made publicly available.

Lap Report Number

Refers to the internal identification number
for a study used by the lab that produced the
study.

Refers to the internal identification number
for a study used by the lab that produced the
study.

Name

Name of the company contact person.

Name of the company contact person.

Order Number

This field should contain the EDSP or
Consortia Order Number.

The order number must have maximum of 12
digits which is the PCcode and the sequence
number. The order number will be prefixed
by 'EDSP' for EDSP orders and 'CON' for
consortia orders.
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Field Name

Package Name

Tool tips

Name given to a particular package.

v2.0

Help

Name given to a particular package. This
field can have numeric or string values or any
combination of both (e.g., BBG1234).

Phone number of the company contact

Phone number of the company contact

Phone person. person.
Postal code of the location where the Postal code of the location where the
Postal code company is located. company is located.

Risk Manager

The Risk Manager for the Regulatory type-
Application type. (example 01)

The Risk Manager for the particular
Regulatory type- Application Type should be
provided.

The information to be provided includes the
following:

o Division Name

0 Team Name

(example 01)

Select the Submission Type

List of all Application types that can be added
or registered. This will be either EDSP or
Consortia

List of Submission types (EDSP or
Consortia) that can be submitted.

State State where the company is located. State where the company is located.
Title of the contact person. This could mean a
Title person other than the one submitting the Title of the contact person.
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Field Name Tool tips

package.
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