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User Manual

The Office of Research Integrity is pleased to provide Ball State researchers with this manual to
assist them in using our online protocol submission system, IRBNet. Within this document you will
find step by step instructions and assistance wiiinfiestegistration, submission, continuing
review, modifications, adverse event reporting, and study GlosuRBNet user manual will
provide added insight and direction not only for first time users, but also experienced IRBNet users
as welllf you encouter any problems, or have questions regarding the protocol submission
process, please contact the Office of Research Integrity.

Contact
Office of Research Integrity
Teachers College, Room 405
(765) 285052
Chris Mangelli John Mulcahy Jennifer Weaver
Director Associate Director Administrator
(765) 285070 (765) 285106 (765) 285034
cmmangelli@bsu.edu jmulcahy@bsu.edu jmweaver@bsu.edu
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Registration

1. Navigate tdnttp://www.irbnet.org

: - - u Password
JRBNgt 1ovctive solutions for S .
Compliance and Research Management

. New User Registration @ Forgot Your Password?

Demo | ContactUs | FAQ |

Demo

Satisfied Members

The Industry's Most Complete Solution

IRBNet's unmatched suite of electronic solutions drives compliance and productivity for your "Our first electronic meeting
Administrators, Committee Members, Researchers and Sponsors. These powerful research design, went so smoothly! It was over
management and oversight tools support your IRB, IACUC, IBC, COIl and other Boards with a unified so fast the members didn't know
solution.

what to do. They just sat there
for a few minutes in disbelief."
Flexible, Intuitive and Easy to Use

X - Bruce Day
Your own forms. Your own processes. Your own standards. Powerful reporting and performance Bruce Day

metrics. The data you need. From electronic submissions to form wizards, to agendas, minutes. and Director; Office of Research Integrity
more. Our easy to use, web-based tools are rapidly launched and backed by our best practices Marshall University
expertise and the industry’'s leading support team.

»

Secure, Reliable and Cost-Effective
IRBNet's secure web-based solution is accessible to your research community anytime, anywhere. Our
enterprise-class technology is cost-effective and designed to accommodate institutions of any size. 2012 Events - Join Us

’ S S

; + OHRP Regional Forum i

- | New Orleans LA, January 13 =
\ ) + PRIM&R Annual IACUC Conference

Boston MA, March 20 - 21

2. Look for the login box, located in the upper right portion of the website.
3. Clickono New User Re@gdrdetd)r ati ond

Username Password

o, New User Registration

Login:

@ Forgot Your Password?

IRBNet User ManulgRevised:11/2/2012
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4. Fillin the information necessary to create your account.
5. Afteryou clig,0 ¢ 0 n t ,iaccepthedTerms bUse.

6. Select Ball State University. Todgoted Bal | St a Diethddrsievaegrcshi tfyor [an
or gani spade(NOTE:df you are submitting a protocolBall Memorial Hospital
you must search forl -HHeal t h Bal | Me)nor i al Hospital 6

7. Clickcontinue, and enter your contact information. Trhaikaddress entered will be the one
used to contact you regarding IRB decisions related your future protocol(s).

8. Confirm all that information that you have entered, and be sure that you are listed as a
OR e s e a ratBaleState University.

9. After completing your registration, you will receivenaaildrom IRBNet. Use the provided
link within this email to finalize your registration.

IRBNet User ManujaRevised: 11/2/2012
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Creating your study

1. Navigate tavww.irbnet.or@gnd login using the username and password you created from the
previous section. If you have not created an account, please follow the necessary steps in the

0 Re gi s tsecton of this anual.
RBM Innovative Solutions for
Compliance and Research Management

| Demo | ContactUs | FAQ

The IRBNet

Home

Comprehensive Solutions

The Industry's Most Complete Solution

IRBNet's unmatched suite of electronic solutions drives compliance and productivity for your
Administrators, Committee Members, Researchers and Sponsors. These powerful research design,
management and oversight tools support your IRB, IACUC, IBC, COl and other Boards with a unified
solution.

Flexible, Intuitive and Easy to Use

Your own forms. Your own processes. Your own standards. Powerful reporting and performance
metrics. The data you need. From electronic submissions to form wizards, to agendas, minutes. and
more. Our easy to use, web-based tools are rapidly launched and backed by our best practices
expertise and the industry’s leading support team.

Secure, Reliable and Cost-Effective

IRBNet's secure web-based solution is accessible to your research community anytime, anywhere. Our
enterprise-class technology is cost-effective and designed to accommodate institutions of any size.

Office of Research Integrity

Username Password

New User Registration

Demo

Satisfied Members

"Our first electronic meeting
went so smoothly! It was over
so fast the members didn't know
what to do. They just sat there
for a few minutes in disbelief."

- Bruce Day
Director, Office of Research Integrity

Marshall University

b

2012 Events - Join Us

+ OHRP Regional Forum
New Orleans LA, January 13

+ PRIM&R Annual IACUC Conference
Boston MA, March 20 - 21

| »

IRBNet User ManulgRevisea: L1/z1zul1ez
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2. On the left side of the page, sete€@r eat e New Projecto.

My Projects

Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other
users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep it

fyATOTECTS running smoothly. (Learn More)
Create New Project |

Search: { ] Search By Tag: l N

Forms and Templates | [Seach | [ Goar ]

14 4 0-0010 b ¥ [10[]
| Create and Manage Tags | Show Archived Projects (0) |

There are no projects to display.

I4 4 0-00f0 p bl [10[+]
3. The following screen will appear:

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: | Ball State University, Muncie, IN

Title:

e . First Name:*
ocal Principal Investigator: LastName:* | | Degree(s):| |
Keywords: | |
Sponsor: | |

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

Internal Reference Number: | |

* required fields

IRBNet User ManuRevised: 11/2/2012
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4. Enter the title of the project and your name. If the study is sponsored, please enter the funding
agency0s name in the s po nssfaforybudfyouhaVehseverd e y
studies and need to find this study at a later time based upon a specific keyword.

5. Clickbconti nueo.

6. You will be takentothe D e s i gages andhe following screen will appear
NOTE: If you are submitting an ASPIRE Grahis must be submitted to the Sponsored
Programs Office, NOT the Office of Research Integrity.

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

Select a Library: Ball State University IRB, Muncie, IN E|

Select a Document: |IRB Human Subjects Research Application and Narrative v. 3 E]

Step 2:
Assemble your document package. In addition to adding project documents to your package, IRBNet also allows you to
link your project team’s Training & Credentials to your package.

Documents in this Package:

There are currently no documents in this package.

There are no Training & Credentials records linked to this package. | Link/Un-Link Training Records

[ Add New Document |

7. The easiest way to ensure you have the mustage form is to download the appropriate
form from the Office of Research Integrity website:
http://cms.bsu.edu/About/Administrative Offices/Researchintegrity/Forms.aspx
or from the Library manager on IRBNet:

IRBNet.

Welcome to IRBNet
Charlie Cardinal

My Projects
Create New Project
¥ My Reminders

Tools
Forms and Templates

IRBNet User ManuaRevised:11/2/2012
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8.

9.

Make sure you have completed all pieces mdpective committees Application and/or

Narrative formand created separate documents for possible recruitment materials, surveys, an
informed consent forms. You can combine all hose additional materials within one word
document.

Withinthed De s i gageeclichk Add New Document 6

Step 1:

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

Select a Library: Ball State University IRB, Muncie, IN E]

Select a Document: | IRB Human Subjects Research Application and Narrative v. 3 E]

Step 2:
Assemble your document package. In addition to adding project documents to your package, IRBNet also allows you to
link your project team’s Training & Credentials to your package.

Documents in this Package:

There are currently no documents in this package.

There are no Training & Credentials records linked to this package. | Link/Un-Link Training Records

G Add New Document | >

10.0Onceyouclickh Add New D,dhisgareemwill @ppear:

11.Within this Document Type, selécAp pl i cat.i on For mé
12.Browse for the file on your computer and digkt t .ac h 6

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 * | B
Description
File * | (B )
ile rowse...
Attach | | Cancel |
* required fields

IRBNet User Manujirevised: 11/2/2012
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13.1f you have additional materials (such as@fitaining recruitment materials, condenns,
etc), complete these ste@webdagadnwi thon dbe
t y Sapplémental Project Materiad or a simil ar niaimthe t hat r
additional document.

14.0nce all files have been uploaded, you need to share your study with others. Tirukideuld
advisors or colleagues. To share your project with another person, the person must be
registered with IRBNet.

15.S e | e cSharetthisé’rojead | i n k n thé leftsidetoktite page. This is locatetkr
the OProject Administrationd heading.
Project Administration

Project Overview

Designe i
CShare this Project :
Sign this Package

- Submit this Package
Delete this Package
- Send Project Mail

 Project History

16. The following screen will appear, and you select the first op8am,a r e 6

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.

* Share: Use this option if you wish to share your project with other Researchers, Committee Members,
Administrators ge#Sponsors at your own institution or any other institution. For example, you may wish to share this
profeet=witiT 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.

o 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 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 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).

o 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.

IMPORTANT: IF YOU ARE ASTUDENT PRINCIPAL INVESTIGATOR (PI), YOU
MUST SHARE YOUR PROJECT WITH AND OBTAIN YOURACULTY ADVISOR
SIGNATUREBEFORE SUBMITTING YOUR PROTOCOL FOR REVIEW.

N
_{
)
3
N
—|
_|
o
b}
)
>
¥
=
5
=
S
[¢D]
[%2]
o
—d
()
zZ
m
o

ep

\J




BALL STATE

UNIVERSITY. Office of Research Integrity

17.The following screen will appear, and you can search for the organization with which the person

you would like to shatiee project with is afiftated:
You may share this project with other IRBNet users. Sharing a project consists of three steps:
1. Select an organization to display a list of IRBNet users at that organization.

2. Specify the access that you wish to grant each user at that organization.
3. Save your changes.

~

Search for an Organization | Search ” Clear |

Organization types to
display

V| Research Institutions || Boards || Sponsors

Auke Bay Laboratories, Juneau, AK
Aurora Health Care, Milwaukee, WI
Automotive, Flint, M
% AventuSoft LLC, Tamarac, FL
AZ DHS Public Health Statistics, Phoenix, AZ
Azusa Pacific University, Azusa, CA
Baker College Center for Graduate Studies, Flint, MI

Select an Organization

[ Select Organization ]

* required fields

Ball State University, Muncie, IN v

>

[m]

18.0nce the organization is selected, you will need to search for the specific user using the page
below. Please pay attention to the different sharing levels. You may want an advisor or a

colleague to have a particular level of access.

Specify the access that you wish to grant to each user at Ball State University. You should grant each user only the
minimum level of access necessary to perform their work on this project.

« Signature Only (Read): Users whose only role is to sign off on project documentation should be granted "Read"”
access. Users with Read access can view project documentation, communicate with the project team and add their
signature. This would typically include advisors, department heads, and other individuals who are required to sign off
on the project documentation prior to submission but do not otherwise have a day-to-day role on the project.

* Read: Users that are granted "Read" access can view project documentation, collaborate with other users and add
their signature. but may not edit project documents or perform any other administrative functions.

* Write: Users that are granted "Write" access can view and edit project documents, collaborate with other users and
add their signature, but may not grant access to other users. submit packages for review or perform any other
administrative functions.

* Full: Users that are granted "Full” access can 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. Only Project Owners with day-to-day responsibility for the project should be granted Full access. Users
with Full access will receive automatic email copies of all project notifications and alerts that are sent to the Project
Owners.

Search for a User:

Sae | [ Cancel |

IRBNet User ManuaRevised:11/2/2012
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199.0nce the wuser is found, you may grant the

box, you can enter any additional comments that will be includednmaih®ehe specified
IRBNet user which notifies them of their new access to your protoco

Search for a User: |Cardinal
IRBNet User Permission Access
Cardinal, Charlie ) Full © Write ) Read © No Access
One User found.

Each user will be automatically notified that they have been granted access to this project. You may also specify additional
comments to be included in this notification:

Your Comments

[ Sae [ [ Cancel |
20The next step is to navigate to the 0Sighn
advisor(s), they will ALSO need to sign the package before you can submit the package for
review.
Project Administration
Project Overview

Designe |
CShare this Project '
Sign this Package

' Submit this Package
Delete this Package
Send Project Mail

 Project History

IRBNet User ManuaRevised:11/2/2012
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21.Wi t hi SignPdclkagéd p ag e, vy oalectwdurrdle inrthe prdjectt Ibyowsare the
principal investigator, select this option from the drop down box.

| Charlie Cardinal, as | Principal Investigator B t to the best of my knowledge the information contained in
this package is accur; pared in accordance with all applicable institutional requirements and
is ready for submissio Administrative Reviewer ronic signature is intended to be the legally binding equivalent of a
traditional handwritten Advisor

| Associate Investigator —

Auditr G D

Author T
To sign on behalf of ar Co-Investigator lee Signature Mode.

| Department Head
| Department Representative
| Institutional Official

| Monitor xage has not been signed.

w Research Coordmator
Scientific Reviewer

Sponsor
Statistician
| Sub-Investigator
| Team Member

Once yoSign ool iycoku owvi | | r e clBBNet¢hatgou have sigried thea t i o
packageAnyone else that you selected toestreer project with will receive an email notifying
them of your signature too. Similarly, when your advisor signs the packéljeegeive an
email notificatioM™NOTE: If you are &tudent P, theFaculty Advisormust sign the package
BEFORE your protocol will be reviewed.

22.0nce everyone has signed the package, you need tdarsipatkage. A package cabeot
submitted until everyone has signed the package. If you have an advisor, tmeistdigsor
the package before you submit trek@ge to the IRB for review. N

23.Unless all signatures are handled at once, you will likely need to access IRBNet at anotr%r tin
once you receive notification that everyone has signed the package. Sign back into you&lRBl‘
account.

24.You can select your projdrom the list after signing in.

25.L o o k a g aFrofect Administlatené 6 s e c t i o rBubminthis packagee@ t 0

Project Administration
Project Overview

Designer
Share this Pro;ect
Sign thi

ubmit thacka e

Delete this Package

Send Project Mail
Project History

IRBNet User ManuaRevised: 112/

e
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26.Thepage belowwill ppear . You wa rBall State UnversitysIRB, e t o s 4

Muncie, IN. DR APPLICABLE COMMITTEE FOR IACU C or IBC) Once this is
highlighted, clickContinue.6

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 will also 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 | ‘Search ” Clear I

Arkansas State University IBC, Jonesboro, AR
Arnold Palmer Medical Center (APMC) IRB, Orlando, FL
Aspire IRB, San Diego. CA
% Aspirus Wausau Hospital, Wausau, WI
Atlantic Health System, Morristown, NJ
Aultman Health Foundation, Canton, OH
Azusa Pacific University, Azusa, CA

Ball State University IRB. Muncie N
| Continue | | Cancel |

[m] »

Select a Board

* required fields

27.You ned to select the submission type| eNew Prajectth f r om t he dyowpdow
would like to include any comments that will be sém t@viewers, feel free tosinClick
oSubmit. 6

The following IRBNet users at Ball State University IRB will be automatically notified of your submission:
Byers, Bryan
Mangelli, Chris
Mulcahy, John
Weaver, Jennifer

Submission Type: * \ v

You may also specify additional comments to be included in this notification.

Your Comments:

| Submit | | Cancel |

IRBineL user ivianugikevisea: L1/zZiZulzs
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28.The reviewers will now be notified of your submission and the review process can begin. You
will receive a time stamp for the submission.

IRBNet User ManuaRevised:11/2/2012
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Modification Submission (deferred letter)

Modificaions may be necessary dfielapplicable committdms revieed your initial protocol
submission. This section of the user manual will guide principal investigators in the steps necessary

to submit modification¥.ou will receive anraail indicating frortheChairthad Mo di f i cat i pn:

are Reqguiredo

1. Login towww.irbnet.orgvith your user name and password, and then click aMyhe
Projects button on the left side navigation menu.
-:h B

PS> 3. s,
— My Project;

Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other
- users on the National Research Network. Use Reminders. Tags and Archiving to help organize your workspace and keep it
CU My Projects  running smoothly. (Learn More)

Search: i ] Search By Tag: [ "]

[Seaer ] (G ]

2. Select the project that you wish to modify.

My Projects
Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other

users on the National Research Network. Use Reminders, Tags and Archiving to help erganize your workspace and keep it
running smoathly. (Learn More)

Search: | | Search By Tag: |

Forms and Templates

14 4 1-20t2 p bl [10[5]

Create and Manage Tags Show Archived Projects (1)

IRBNet User ManuRevised: 11/2/2012
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[E progress

¥ 3312081 New Project Cardinal Revision Withdrawn 092612012 E
(£

14 4 1-20f2 p bl [10]<]



http://www.irbnet.org/

BALL STATE
UNIVERSITY.

3. The screen below will appear, clickdh egsnieu mod e r
the left side of the page.

4. Near the bottom of the page, lookunilddbo c u me nt s
Re v i, sseth@enciltoolt o t he right of

changes should be made according to the deferral letter sent to the 4#R8Natddress you

provided).

t

Office of Research Integrity

he OProject Admir

from Previous Pac
the Opkg $tatufso

O
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