Research Protocol Submission Instructions UsingNBiB

All Research Protocol and Publication Clearanceid@nt submissions, to the DDEAMC
Department of Clinical Investigation (DCI), must figomitted using the web based automated
processing system called “IRBNet”. New users (ulith exception of those who have been "pre-
registered" by the DCI) will need to register irBIRet in order to create and submit packages
and to be available for “sharing” and “signing”pckages submitted by others for review or
approval. Registration and sign on can be accaimgdi by going to the Defense Medical
Research Network (DMRN) web page and clicking &®BWNet Entry". Access to IRBNet is
through AKO/DKO with CAC card or user/password gnttsing the following link will
automatically direct you to AKO/DKO and, upon signto the DMRN web page:

https://www.us.army.mil/suite/page/596540
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The DMRN web page is a resource for all users 8NBt. Anyone needing additional help with
IRBNet submissions or issues can call the DDEAMDCH “Help Desk”. When ready to begin,
click on “IRBNet Entry” and use screen shots witktiuctions below.
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Study Manager

Projects that you have created or that have been shared with you

There are no projects fo display
Stud

Copyright © 2002-2009 Research Datavare. All Rights Reserved.

T[S @ stedstes |

1. If you have not used IRBNet previously to cremf@oject, your screen after sign in should
look like this. However, if a project has beenrsldawith you by someone, that project will
appear on this screen. Click on “Create New Ptbfedegin.

/A IRBHet: Project Information - Microsoft Internet Explorer provided by DDEAMC
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Project Information

Create a New Project

To create a new project. first provide the basic project information below. Once your project is created you may attach
project documentation and share the project with other users.

Research Institution: |D-mghl D. Eisenhower Army Medical Center (DDEAMC) Fd

Practice Project Il

First Namg)*
Local Principal Investigator: = -
ast Namey™ [Sample Degree(s) ]
Keywords: [used for searching| |
Sponsor: | |

‘You may specify an intemnal account number, billing identifier or reference
number for this project.

1 Refe N T | |

* required fields

2. Complete “required fields” as a minimum. Cli€kontinue”.
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Study Demgner

[100263-1] Practice Project Ii

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package

Selecta Library: DDEAMC IRB. Fort Gardon, GA d

Select a Document: |IRB - Human Protocal Formatc = _
——{IRB - Continuing Review Form -

IRB - DCI Audit Checklist
Slepids IRE - Desiation

egemblé: yourdocume IRB - DOD Institutional Agreement Instructions
Documents in this PadIRB - DOD Institutional Agreement Template

IRB - Emergency One Time Use Follow-up Report
IRB - Emergency One Time Use Intital Request |
IRB - HIPAA Authorization Form ackage.
IRB - Human ConsentForm

- Human Protocol Formate '
IRB - Impact Statement =l

Copyright © 2002-2009 Research Dataware. Al Rights Reserved.

TS o rseses

3. Select the appropriate “Library” based on thgetgf protocol (human/animal) using the drop
down box arrow. Then select and download the reddeuments to your computer to complete
“offline”. A cover sheet must be created usingdloeument wizard at “Step 2”
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Address [] htips:/frbnet.amedd.army.milfeleasestudy/designer jsp7ctx_id=31 =l

Study Designer

[100263-1] Practice Project I

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package

Selecta Library:  |DDEAMC IRB. Fort Gordon, GA =l

Select a Document: Human Protocol Formatc

i Step 2:
Shara this Project Assemble your document package.
Sign this Package

Submﬂ thls Packa

Documents in this Package:

There are cumently no documents in this package.

< —

Delete this Package

4. When required documents are completed and oready to add / attach them to your
project, click on “Add New Document”.
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a IRBNet: Attach Document - Microsoft Internet Explorer provided by DDEAMC
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Attach Document

[100263-1] Practice Project

You may attach documents to this package by clicking the "Browse..." butten to locate a document and then by clicking
- "Attach”. The "Document Type” and optional "Description” are informational fields to assist vou in managing vour attached
documents.

Document Type * |C =l
fole Description Comtime-Rem=mProgress Report l
Share this Project File * |Cover Sheet || Browse.. |
Sign this Package HIPAA Consent/Authorization

HIDAA \Waivar

Investigator's Brochure

* required fields Letter
Sl Other
Delete this Package Parental Permission Form )
You may also use the IRBNet Documen pratocol ~ |Pecuments that you create on-line are
automatically attached in PDF format. |qyestionnaire -

On-Line Document |DMRN Publication Clearance Project Cover Sheetj

5. Use drop down box arrow to select “Document Type

73 IRBNet: Attach Document - Microsoft Internet Explorer provided by DDEAMC
Fle [Edit View Favorites Tools Help
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Address I@ https: /fironet.amedd.army.mil frelease fstudy/attach.jso

Attach Documen

[100263-1] Practice Project Il

You may attach documents to this package by clicking the “Browse. " butten to locate a document and then by clicking
—_— "Attach”. The "Document Type” and cpticnal "Description” are informatienal fields to assist you in managing your attached

StudyManager || gocuments.

Share this Project |
Delete this Package

Document Type * I Consent Form ;I
Description |Practice Project Il Consent Form
File * [lamedfseamc02\wsers\leejw2\DCIRBNet\Consent Form de€_ Browse...

o

Send Mail
Delete this Package |

* required fields

You may also use the IRENet Document Wizards to create documents on-line. Documents that you create on-line are
automatically attached in PDF format

On-Line Document IDMRN Publication Clearance Project Cover Sheet x|

6. Type in a “Description” of the document you wémattach. Click “Browse” to locate the
document file on your computer. Select the filidick “Attach”.
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Step 1:
Download blank forms. d

bl

and

I Is to assist you in your d t packag
|DDEAMC Department of Clinical Investigation (DCI), Fert Gordon, GA_'_I

Select a Document: ICRADA - Master CRADA Model x| _

Select a Library:

Step 2:
Assemble your document package.

Documents in this Packag

SDocumentiype IS TR S

Consent Form Practice Project Il Consent Form

e soamarp

=&

7. Continue this process until all files are ditt.

T IRBNet: Attach Document - Microsoft Internet Explorer provided by DDEAMC
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Attach Document

[100263.1] Practice Project Il

You may attach documents to this package by clicking the "Browse..." button to locate a document and then by clicking
“Attach” The “Document Type" and optional "Description” are informational fields to assist you in managing your attached
documents

Document Type * |Advverse Event Report

E

gner
i oject
ect Histo
thi: age

Pro

Project History |

Delete this

File *

* required fislds

You may also use the IRBMet Document Wizards to create documents on-line. Documents that you create on-line are
automatically attached in PDF format.

On-Line Dy

DMRHN Publication Clearance Project Cover Sheet x|
ol e ? et

8. When ready to complete a cover sheet, use arextvto “On-Line Document” to select
“DMRN Research Project Cover Sheet”. Click “Add”.
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7 IRBNet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
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DMRN Research Project Cover Sheet - [100263-1] Practice Project Il

Jump To: [General Instructions x| [[ump |

The Defense Medical Research Network Research Project Cover Sheet must be completed for every
racaarch nraiast (Mata that far aash Diuhlinatian Claaranca hmisai wair et lata tha Nafanea
research project. (Note that for each Publication Clearance submissions you must complete the Defense

Medical Research Network Publication Clearance Project Cover Sheet )

Your form is automatically saved as you step through the wizard, so you may leave the wizard and retum
later to make changes or complete the form as necessary.

If you have questions regarding this form or the information you are required to provide please contact your

local Coordinator or help desk. Help desk information for your site is available on the DMRN Home Page

Delete this Package

9. Follow instructions provided. Click “Next” teegin the wizard.

‘7 IRBNet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
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IRBNet Document Wizard

DMRN Research Project Cover Sheet - [100263-1] Practice Project Il

Jump To: [Pl Information -] Camp ]

Pl Information
Please provide the following information for Principal Investigator Bob Sample

Pl Email Address

Please provide the AKO/DKO Email Address of the Principal Investigator. The AKO/DKO Email Address is required
for tracking purposes. If the Principal Investigator does not have an AKO/DKO Email Address then enter their

' i.hiﬁs,Pré‘éé! primary email address
gn this Package
Sl age |bob.sample@us army.mil
Send Mail
P1 Affiliation
[Military - Amy E
Complete page
and click next

Pl Affiliation - Other
If you have indicated an Affiliation of “"Other” please describe.

10. Choose applicable project information. Clidlekt”.
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; IRBNet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
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IRBNet Document Wizard

DMRN Research Project Cover Sheet - [100263-1] Practice Project Il

Jump To: [Team Members ~| [[Wumpy]

Team Members

Please provide the following information for each member of the project team.

Member 1
Lomo i e
moer ri JE L Rule
:lfs:or.er:ax":;n:errzm | Associate Investigator x| |
Medical Monitor
e RS Ea s Team Member First Name Research Coordinator
Delete this Package | Other Team Member
[ Continue to
complete all pages
and click next until
Team Member Last Name wizard is complete

Team Member Degrees

11. Enter “Team Member” information if project ifves other “team members” and click on
“Next”. If no other “team members” are involvedc& on red “X” next to “Team Member 1” to
continue. Complete remaining pages until page apeith “Form Complete”.

a IRBNet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
File Edit View Favorites Tools Help

Qoo - O - [¥] [J) 7| Psewer Slcrmons @) (2- 2131 JEG

Address @ https: /firbnet.amedd.army.mil frelease /study wizard.do

IRBNet Document Wizard

DMRN Research Project Cover Sheet - [100263-1] Practice Project Il

Jump To: | Form Complete v| -

Form Complete

reate Mew Project Thank you for completing the Defense Medical Research Network Research Project Cover Sheet

el Fmn ] [ Fm ]

12. When Form is complete click on “Save and Exit”
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Study Designer

[100263-1] Practice Project Il

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package.

Select a Library: |DDEAMC Department of Clinical Investigation (DCI), Fort Gardon, GA;l
Select a Document: |CRADA - Master CRADA Mndelﬂ _

[T —
Shars s Propel > |

g 5 r‘T_ Documents in this Package:

Step 2:
Assemble your document package

St e Pacvage

Project Histos @ < = -

Send Mail Consent Form Practice Project Il Consent Form 03/17/2009 12:18 PM j & X
Delete this Package DMRN Research Project Cover Sheet DMRN Research Project Cover Sheet 03/17/2009 12:36 PM __] p 5%

13. This returns you to the “Study Designer” padeeke you may add any additional documents
being submitted for review or if project is comgl@bay choose to click “Share this Project” to
send to any other IRBNet users for review, apprasighature, etc. (All projects submitted
require Department Chief (Care Line) review andraypal)

a IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC

Fle Edit View Favorites Tools Help
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Address [ﬂ https:ffirbnet.amedd.army .mil frelease study foermissions. jsp?ctx_id=31

Share Project

[100263-1] Practice Project Il

‘You may share this project with other Researchers, Committee Members. Administrators and Sponsors. You may also
send a complete copy of this project to a Principal Investigator at another site if this is a multi-site project. You may also
transfer ownership of this project to another individual.

option if you wish to share your project with other Researchers, Committee Members,

gmimisirators or Sponsors at your own institution or any other institution. For example. you may wish to share this
project with other members of your research team so that you may collaborate in the design and development of the
project, or with a selected Committee Member or Administrator to solicit feedback prior to submitting your project for
review. You may provide any individual with Full, Write or Read access

StudyManager |
Create New Project

: Use this option only if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The local Principal Investigator will be able
to obtain project documents from the lead site and may modify their copy of these documents (such as consent

| forms) to meet the requirements of their local Board. You will be able to monitor the pragress of this project at every
local site. The other local Principal Investigators will also be able to monitor the progress of this project at every local
' site (including your own}

Transfer: Transfer your ownership of this project to another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access

14. Click “Share”.



Research Protocol Submission Instructions UsingNBiB
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Address |&] htps: jrbnet.amedd. army.mil release fstudy share jsp?cbx_id=31

Share Project

[100263-1] Praciice Project ii
You may share this project with other IRBMNet users. Sharing a project consists of three steps:

Study Manager |
Create New Project |

Select an erganization to display a list of IRBNet users at that organization
Specify the access that you wish to grant each user at that organization

R

Save your changes.

Search for an Organization | _—

Peganization t;pis:shl; ¥ Research Institutions ¥ Boards @ Sponsors [ Display |

[

T |
Submit this Package |
Project Histo |
[SendMal |

< Dwight D. Eisenhower Army Medical Center (DDEAMC), Fort Gordon, GA
Fort Drum, T o Oromm—Hy
Fort Monmouth, Fort Menmouth, NJ =
Fort Myer (FMMC), Fort Myer, VA

Fox Army Community Hospital, Redstone Arsenal, AL

Henry M. Jackson Foundation (HMJF), Bethesda, MD

Iealand A Cammunity Hoanital IACHY Ead Waay KV
Ireland Army Community Hospital JACH), Fort Knex, KY

Kentucky College of Public Health, Lexington, KY ;I

T Sselect Organization) |

Select an Organization*

* required fields

15. Find the appropriate organization of the indlial you are sharing with and highlight the
organization. Click “Select Organization.

7} IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC
Fle Edit Yiew Favorites Tools Help

Qs - O - ¥ B | Psewer Jeroms @[ (2- L[5~ /85 K

Address |@J https: /firbnet.amedd.army.milfrelease fstudy/share.jsp

el ' ™

Share Project

[100263-1] Practice Project ii

ubmission Manager . . & . .
T I | Specify the access that you wish to grant to each user at Dwight D. Eisenhower Army Medical Center (DDEAMC)

ager

Users that are granted "Full” access to this project may perform all functions without restriction. This includes editing
project documents, sharing the project with other users. submitting document packages for review and deleting document
packages

ol|o|r|e
2=
15

H

2l2[2]7 3
e
7

| Project Overview
;- Users that are granted "VWrite” access may edit project documents and collaborate with other users. but may not pedform
any other administrative functions.

hare this Project
8

it this Package

end Mail

Users that are granted “Read” access may collaborate with other users but may not edit project documents or perform any
other admi functions.

Search for a User: | < > _

] [eanea ]

g

celg|elz
HEHEE
- B
o |8
3
3
3

anager

16. Search for a “User” in the selected organizalip entering all or part of the users name or
you may simply enter a blank space and click orat8&’ to obtain a list of all “registered” users
in the selected organization. Individuals notlisand needing to share access (approve) should
be sent an email with the DMRN / IRBNet link withreessage to register to obtain access and
review project. https://www.us.army.mil/suite/page/596540
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2} IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC
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[100263-1] Practice Project Il

Specify the access that you wish to grant to each user at Dwight D. Eisenhower Army Medical Center (DDEAMC)

Users that are granted "Full” access to this project may perform all functions without restriction. This includes editing
project documents, sharing the project with other users. submitting document packages for review and deleting document
packages

Users that are granted "Write” access may edit project documents and collaborate with other users, but may not perform
any other administrative functions

Designer |
| Share this Proect |
Users that are granted "Read” access may collaborate with other users but may not edit project documents or perdorm any
Submit this Pa other administrative functiens

Designer
ign this Package

Search for a User: | _
ReNetUser  Pem

Last, First © Full © No Access
C Full € Write © Read & NoAccess
C Full © Wite  Read & NoAccess
C Full © Wite  Read & NoAccess
C Full € Write © Read & NoAccess
C Full C Write € Read Mo Access
C Full € Wite  Read & NoAccess

17. Select user and click on appropriate permisaazess, as noted in instructions, and click
“Save”.

a IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC
Fle Edit View Favorites JTools Help

Q- © - [¥] 18] B Psewer Jgrovoes @[ (2- 2 -1 85 il

Address. E https:/firbnet.amedd. army.milfrelease /study fpermissions. jsp?ctx_id=31

[100263-1] Practice Project Il

You may share this project with other Researchers. Committee Members, Administrators and Sponsors. You may also
el send a complete copy of this project to a Principal Investigater at another site if this is a multi-site project. You may also
transfer ownership of this project to another individual.

5 cation . Share: Use this option if you wish to share your project with other Researchers. Committee Members,
| Administrators or Sponsers at your own institution or any other institution. For example, you may wish to share this
project with other members of your research team so that you may collaborate in the design and development of the
project. or with a sel d Committee Member or Administrator to solicit feedback prior to submitting your project for
review. You may provide any individual with Full, Write or Read access

Multi-site: Use this option only if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The lecal Principal Investigator will be able
to obtain project documents from the lead site and may modify their copy of these documents (such as consent
forms) to meet the requirements of their local Board. You will be able te monitor the progress of this project at every
local site. The other local Principal Investigators will also be able to monitor the progress of this project at every local
site (including your own)

Transfer: Transfer your ownership of this project to another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access.

Last, First Dwight D. Eisenhower Army Medical Center (DDEAMC), Fort Gordon, GA Read

Shared users will
show up here

18. After all shared users are selected click “Sigs Package”. This is also where you will click
to verify if projects shared with others have bemmed. All users who have signed a shared
package will appear on this page. Packages maighed at a later time by re-opening the
project and clicking on “Sign this Package”. Potgemust be signed prior to submitting.
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Sign Package

IBob Sample the Principal Investigater
agree that the! Department Head
Department Representative

Institutional Official
Monitor
Citierk

it that | have read the documents in this package in their entirety and

dy Manager OR If you mug

- is not able to electronically sign for him/herself. enter designee signer
reate New Proje mode.

oject Overview

e
Research coorgmator
Scientific Reviewer

Share this Project S
ponsor

Sub-Investigator
Team Member

o

19. Use the drop down arrow to select your appatptitle regarding the project being
submitted. Click “Sign”.

3 IRBNet: Sign Package - Microsoft Internet Explorer provided by DDEAMC
fle Edt Vew Favortes ook Hep

Qo - © - %] 18] G| Pseor Jgroms @[ (3- 15[ B K

Address E https:/firbnet.amedd.army.mil frelease /study sign.jsp

[100263-1] Practice Project Il

This package has been signed by

03/17/2009 12:42 58 Signed by Bob Sample as Principle Investigator

ProjectHrstory
Send Mail

20. If all required signatures have been obtairiet on “Submit this Package”. If not, packages
can be submitted at a later time/date by re-ergdRBNet, opening the project you wish to
submit and clicking on “Submit this Package”.
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3 IRBNet: Submit Package - Microsoft Internet Explorer provided by DDEAMC
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IRBNet supports multiple models of review. Using the IRBNet "Submit” feature, you may electronically submit this
document package to either a single Board, or to multiple Boards. Each Board you submit to will be notified of your
submission and given access to view your electronic documents. Each Board wili aiso be permitted to electronically record
their review decision. which will be stored as a permanent part of your project record. You will be automatically notified
when the review decision is electronically recorded

Please select a Board:

Search for an Organization |

AN TACT S Fort-Sordon
DDEAMC IRB, Fort Gorden, GA
Colact 2 Roard % NNMC Publication Clearance, Bethesda, MD

ST T 77T |NNMC Responsible Conduct of Research Service (RCRS). Bethesda, MD J
WRAMC CRADA Review Committee (CRC). Washington, DC

WRAMC Department of Clinical Investigation {DCI). Washington. DC

WRAMC Publication Clearance (PubC). Washington. DC j

S

* required fields

21. Select the appropriate organization that tlegept is being submitted to (IRB, IACUC,
Publication Clearance, Etc) so the project wiltgahe appropriate Protocol Coordinator. Click
“Continue”.

‘3 IRBNet: Submit Package - Microsoft Internet Explorer provided by DDEAMC
Ele Edit View Favorites JTools Help

Qs - O 1x) @ | e Forwenm @3 L[

Agdress E httos:/frbnet.amedd. army mil/release/study/submit.jsp

[100263-1] Practice Project Il

The following IRBMNet users at DDEAMC Dep of Clinical | igation (DCI) will be automatically notified of your

_ submission:

Study Manager
reate New Project

Submission Type: * | New Project [~

You may also specify additional comments to be Adverse Event
Close/Final Report

Continuing Review/Renewal
t T t

Your Comments: Othe:

Publication
Reportable Event (Non-AE)
Response/Follow-Up

22. Use the drop down arrow to select “SubmissigpeT. You may include comments if
desired. Click “Submit”.
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/) IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC
Ele Edit View Favorites Tools Help

Q- Q- ¥ B B Lo Jgrmos @) -5

Address ]EJ https://irbnet.amedd. army.mil release fstudy fshare. jsp

Submit Package

Submission Confirmation - [100263-1] Practice Project Il

This package has been successfully submitted forrevD

Submitted by Bob Sample to Protocol Coord. DEAMC Department of Clinical Investigation (DCI), Fort
Gordon, GA on 03/10/2009.

These users will automatically receive notification of this submission.

Return to the Project Overview.

Send Mail
Delete this Package

Copyright @ 2002-2009 Research Datavare. All Rights Reserved.

[T [5 [ Trustedsites

23. Package is now complete.



