MODIFYING AN APPROVED PROTOCOL

You will need to upload the following documents:

1.

Modification Request Form
Any relevant project documents you need to modify, these could include:

Informed consent documents, parental permission forms, surveys, recruitment letters or emails, introductory
scripts, be sure to include anything you will use in your study that will help the review committee understand
your research topic and how you plan to conduct your research.

Log into IRBNet (http://www.irbnet.org).

Click on “My Projects” and click the title of the project you want to modify.
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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 running
smoothly. (Learn More)
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3. Click on “Project History” located on the left-hand side of the page. Then click “Create New Package”.

Project History

[438287-1] Test Project #1

The following document packages are available in Project History:

New Project Pending Review 03/01/2013 03/01/2013

pthy viewing this package.

Step #3b

Step #3a

You may prepare new
al/Continuing Review materials, and Adverse Event

Hocument package has already been submitted and is pr
aocuments (such as Revision/Amendment matenals, R
Reports} by creating a new document package.

Forms and Templates

e Click “Project History” tab again and choose “Work in progress (not submitted)”.

Project Hlstory

[6951372] test Step #3c
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4. Click “Work in progress (not submitted)” to begin adding or revising documents.
e Click “Need Forms? Show Form Libraries”



[1011853] Test Project

Package: w 1011853-2 Workin progress (Not submitted)

Click to add & package description or notes.
Meed Forms? Show Form Libraries
1 . Assemble your document package here. You can add new project documents, revise existing project documents while
Project Overview maintaining version history, and link your project team's Training & Credentials to your package. | Learn more |
Designer
Share this Project Documents in this Package:

Sign this Package
Submit this Package
Delete this Package
Send Project Mail

There are no documents in this package.

Reviews
Project History

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

Track Training (7} (29)

Forms and Templates _ {When should | do this?)

Library Manager

Documents from Previous Packages that you can Revise: (When should | do this?)
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e In“Step1”:
e Download the “Forms — Modification Request Form” to your computer. This will ensure
that you are using the most current versions of the IRB forms.

Package: w 1011853-3 Work in progress (Not submitted)

Click to add & package description or notes.

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

gfﬂg this Pron Select a Library: | Bowling Green State University Institutional Review Board. Bowling Green, OH v |
Sign this Package Selecta Forms - Amendment Request Form v
Submit this Package Document:

Delete this Package
Send Project Mail
Reviews
Project History

Step 2:
Assemble your document package here. You can add new project documents, revise existing project documents while
maintaining version history, and link your project team’s Training & Credentials to your package. | Learn more |

Documents in this Package:



e Once the Modification Request Form is completed, click “Add New Document” to upload
the completed form.
e In“Step2”:
e Torevise an older document, download the version to your computer, make revisions, and
upload the revised document by clicking “Add New Document”

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
New and Revised Documents in this Package:

There are currently no documents in this package.

Forms and Templates

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

IRBNet allows you to revise your existing project documents and maintain version history, or add entirely new documents to your

package. Learn more.
[AGENEWDOEUTERE] (vihen <houid 1 do is?)

OR

Documents from Previous Packages that you can Revise: (When should | do this?)

e To upload new documents, click “Add New Document”.
e When uploading new or revised documents, select the “Document Type” and “Browse” for

the file. Then click “Attach”.
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Attach Document

[423302-2] Test Project

You may attach documents to this package by chcking the "Browse..." button to locate a document and then by clicking "Attach”.
The "Docurment Type" and oplional "Descnphion” are mformational helds o assist you in managing your attached documents

Document Type % atian -
Descripti [Madificaton 224113 |
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5. Sign the package. PlIs (and faculty advisor, if the Pl is a student) must sign the package before it is

submitted.
e Click on the “Sign this Package” button located on the left-hand side of your screen. Select your

role, and click “Sign”.
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Sign Package

[423302-2] Test Project

| Research Comphance, as =, cenify that to the best of my knowledge the information contained in
this package is accurate and complete, has been prepared in accordance with all appicable i a and is
ready for submession. | further cemty that this elecironic S:aZs §gd=d 10 be the legaly binding equivalent of a tradinonal
handwrnitten signature.

Ta sagn on behall of another person, swilch (o Designé

This package has no! bean signed.

6. When your project is ready to be submitted to Board. Click on “Submit this Package” button on the left-
hand side of your screen.
e Make sure that “Bowling Green State University Institutional Review Board” is highlighted in the
“Select a Board” box. Ifitis not, type the word “BOWLING” in the “Search for an Organization”
box and click “Continue”.

[1011853-1] Test Project

Submission Manager IRBNet supports multiple models of review. Using the "Submit” feature, you may electronically submit this document

Agendas and Minutes package to either a single Board, or to multiple Boards. Each Board you submit to will be notified of your submission and

My Projects given access to view your electronic documents. Each Board will also be permitted to electronically record their review

Create New Project 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 |_ _

[#| Only show My Default Boards

Bowling Green State University Institutional Review Board -
Bowling Green State University Institutional Animal Care and Use Committee

Project Overview
Designer
Share this Project
Sign this Package
Submit this Package
Delete this Package
Send Project Mail
Project History

Select a Board *

Track Training (7) (29)
Forms and Templates
Library Manager

* required fields




e Inthe “Submission Type” drop-down menu, select “Amendment/Modification” and click
“Submit”.
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Submit Package

[423302-2] Test Project

The ing IRBNet users at Bowling Green State University Human Subjects Review Board will be automatically
notified of your submission:
Hagemyer, Kristin
Harms, Hillary
Heineman, Jamie
Submission Type: % | Amendment/Modification v

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

Your Comments:

N’
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