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IRBNet provides the research community with an unmatched set of secure,
web-based collaboration tools to support the design, management, review and
oversight of research involving human subjects.

This Energizer covers advanced submission topics for
Researchers, Research Managers or Research Coordinators.

This Energizer will illustrate:

e Creating a second package

e Adding and revising documents for a
second package
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Revise Your St

v Note this is the first [

study package in the You can easily revise y
sequence. All versions of your stu
) your electronic study re
IRBNet ID: 95621-1
m”ﬂ
Welcome to IRBNet Project Overview
Amanda Saunders [95621-1] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Indeéiag and Maintas
Study Manager You have Write access to this project. -
Create New Project | Research Institution Metropolitan University, Frederick, MD
Project Administration Title A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the
Project Overvie Induction and Maintenance of Clinical Response and Remission by MLN0OOO2 in
:- Patients with Moderate to Severe Crohn's Disease
-:m;....,_;.::..;.ﬂ.(- Principal Investigator Randall, Alice, MD / PhD
Project History Status Approved
Send Mai | Lock Status Locked by your Board and not editable
5 Keywords Chron, NIH, response
T Sponsor Millennium Pharmaceuticals, Inc.
Internal Reference Number TRA 124-2008

To create a new

. jocuments for this project can be accessed from the Designer.
package INn sequence

icti hitted to:
from an existi e, ppolitan IRB 09/06/2008 Approved 12/01/2006. Review details.
package (ex. 100104-1)
click on: ed with the following IRBNet users
t User Organization Access Type
e Designer ew Olmsted Metropolitan University, Frederick, MD Full
nda Saunders Metropolitan University, Frederick, MD Write

. . Smith Metropolitan University, Frederick, MD Write

e PI‘O_]eCt Histo ry aby Wilson Metropolitan University, Frederick, MD Read

Alice Randall Metropolitan University, Frederick, MD Write
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If you click

You will be take
to add a new doc

Designer
[95621-1] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the InductioMwad Maintena

This package is: Locked

Step 1:
Download blank forms, document templates and reference materials to assist you in assq o Vi
ew
Designer Selecta Library: | Metropolitan IRB, Frederick, MD |3}
Share this Project e Update

Select a Document: iAppIication for Continued Approval

Sign this Pack

sg‘mit this pazﬁeage 0 Delete document
Project History Step 2:

Send Mail Assemble your document package.

Documents in this Package:

bt R Description - Last Modified
_ N ., ferm Consent Form 09/06/2008 11:34 AM _] & X
v Click "Add New Document
to add documents to next protacal o - I
package. Application Form Research Application Form 09/06/2008 11:33 AM J & X
study plan 09/06/2008 11:33 AM E & X
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If you clic
button:

You will be take
need to add a s

iD= (g
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Project History
[95621-1] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Indissigg and Mainteng

The following document packages are available in Project History:
=

’ You are currently viewing this package.

New Project

Share this Project
Sign this Package
Submit this Package
Project History Your current document package has already been submitted and is presently locked by your Board. You may prepare new
Send Mail or modified documents (such as Revision/Amendment materials, Renewal/Continuing Review materials, and Adverse

Delete this Package Event Reports) by creating a new document pack
Create New Package

v" Click “"Create New
package.
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Revise You

It is necessary to
preserve the aud

Package
[95621-1] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Ind

is Locked

Your current document package has already been submitted and is presently locked by your Board.

You may contact your Board and request that they unlock the package. This will allow you to make modifications
directly to this package instead of creating a new package.

I You may prepare new or modified documents (such as Revision/Amendment materials, Renewal/Continuing Review

| materials, and Adverse Event Reports) by creating a new document package for this study. Creating a new document

I package will allow you make changes while also automatically retaining the current versions of all documents as part of
l' your electronic audit trgj
L

|

|

Share this Project
Sign this Package
Submit this Package
Project History
Send Mail

Delete this Package

( Cancel (Create New Package)

v Before you make a new package by

clicking “"Create New Package”, check

with your local coordinator for specific
local instructions.

v This will save time and effort for all
parties and result in more efficient
processing of your submission.
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Revise Yo
Creating a seco

[95621-2] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Induction aronramen:

The following document packages are available in Project History:

02/02/2009
09/06/2008 09/06/2008 12/01/2006

Work in progress

Share this Project
Sign this Package
Submit this Package
Project History
Send Mail

Delete this Package

Approv

O L e e

’ You are currently viewing this package.

v Note that a second

package is created. v Now click on the New
Document Package to
v The Study History begin building the
indicates all packages in package.

the study lifecycle.
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Bring forward

submitted, or s

Share this Project

Designer
[95621-2] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the InducticWintenar

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

Select a Library: ﬁ Metropolitan IRB, Frederick, MD m

Sign this Package

Submit this Package

Project History

Send Mail

RS Sls E kg

Select a Document: | Application for Continued val .
i <o v'Documents from the previous
So— submitted package are
Assemble your document package. referenced.
New and Revised Documents in this Package: v'To add a new document, click
“Add new Document”.
There are currently no documents in thiy v To update an older document:
Download the previous
version to your computer,
IRBNet allows you to revise your existing project documents and maintain v modify as required and save
to your package. Learn more. ’
@ Click on the pencil (update)
( Add New Document icon
OR

Documents from Previous Packages that you can Revise: When shoul | do this?

Consent Form Consent Form g
1 Protocol protocol 09/06/2008 09/06/2008 Approved ‘m &
11:31 AM i
1 Research Application Research Application 09/06/2008 09/06/2008 Approved j &
Form Form 11:33 AM
1 Study Plan study plan 09/06/2008 09/06/2008 Approved 3 &

11:33 AM
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Attach Doc

Browse and locate
your computer, a
button..

Attach Document

[95621-2] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Inducti®
You are updating an attachment. To help you identify the file that was attached:

® This attachment was loaded from the file ASM981 C2439 Protocol.pdf.
® |t was attached on 09/06/2008.
® [t has a size of 361131 bytes.

Project Overview
Designer

Share this Project Document Type * ( Protocol @
gft;‘mﬂ:fmpsa;':lg(eage Description [updated protocol |
Project History File | ( Browse... )
. Update Cancel
v Browse your hard drive C )
for documents, and = [edfields

attach.

v This view is for
updating a document
from package 1. The

view for attaching a new
document is similar.

a____ B
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Document
Powerful tools

[95621-2] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study o VIeW

Study Manager | Step 1:

Designer

Create New Project | Download blank forms, document templates and reference materials to assist you in as e View revision histo ry
| Selectalibrary:  [Metropolitan IRB, Frederick, MD B e Update
Select a Document: erppIication for Continued Approval o Delete docu ment
; . » Step 2:
“b"“t thjs Package | Assemble your document package. \ 2R 2R / 1
\/ o - I New and Revised Documents in this Package:
Note that after DR " Last Modified
revising, the " Protocol updated protocol 02/02/2009 10:19 AM B Oy X
document is . R o .
IRBNet allows you to revise your existing project documents and maintain version history, or add entirely new documents
removed from the to your package. Learn more.
ViSible I|St Of (Add New Document) When should | do this?
documents from
previous packages OR

Documents from Previous Packages that you can Revise: When shoud | do this?

Consent Form Consent Form 09/06/2008 09/06/2008 Approved J &
11:34 AM

1 Research Application Research Application 09/06/2008 09/06/2008 Approved ] &
Form Form 11:33 AM

1 Study Plan study plan 09/06/2008 09/06/2008 Approved ] &

11:33 AM
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Revision

The revision hi
review.

F=— P
Designer

[95621-2] A Phase 3, Randomized, Placebo-Controllied, Blinded, Multicenter Study of the Induction and Maintenar

Step 1:

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

Selecta Library: | Metropolitan IRB, Frederick, MD |} v The Document Revision

Select a Document: | Application for Continued Approval HiStory lists the most recent
document and every previous

Step 2: . q

Assemble your document package. version submitted by package.

New and Revised Documents in this Package:

Protocol

Delete this Package

02/02/2009

updat protocol

Worcin )

10:18 AM progress
protocol 09/06/2008 09/06/2008  Approved @
11:31 AM

sile) e
> %

1 Study Plan study plan 09/06/2008 09/06/2008 Approved
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When the stud
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Designer
[95621-2] A Phase 3, Randomized, Placebo-Controlled, Blinded, Multicenter Study of the Induction and Maintenar

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

Select a Library: ( Metropolitan IRB, Frederick, MD m

Select a Document: | Application for Continued Approval 8 (_Download

Step 2:
Assemble your document package.

New and Revised Documents in this Package:

“Document Type cription ~ Last Modified R
Protocol updated protocol 02/02/2009 10:19 AM m Q_]] & X

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

(Add New Document) When should | do this?

OR

Documents from Previous Packages that you can Revise: When shoud | do this?

Consent Form Consent Form 09/06/2008 091 Approved

11:34 AM j 4

1 Research Application  Research Application ~ 09/06/2008 09/06/2008  Approved ] &
Form Form 11:33 AM

1 Study Plan study plan 09/06/2008 09/06/2008 Approved ] &

11:33 AM
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Where to Get Help...

Your IRB Office can
assistance and train
as well as advice on how to
comply with important policies
and standards as you use IRBNet.
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