Change Tracking for Full-Amendment

When the user submits a Full-Amendment, you will see the button for View Modified Study Workspace on the Amendment’s workspace.

Current State Amendment: Amendment 18 for IRB Study #IRB12-0050
Principal Investigator: Richard Baron Amendment Type: Full
[ T Edit Amendment ] Primary Contact: — Amendmfer!t Approval Date:
Study Approval/Determination Date: 4/7/2013 IRB Administrator:
@ Print-Friendly Amendment | Study Expiration Date: 4/6/2014
- Written Summary of Changes:
[ B edit modified study ] e Yy 9
[E. Print-Friendly Study ] List of Changes:
| View Modified Study Workspace | Other changes

View Modified Study Workspace button directs you to the “Modified Study” workspace.

On the “Modified Study” workspace, you will see “View Difference” and “View Amendment Changes” buttons

1) View Difference button compares changes between the current version and past versions of the project.

View Changes to Study: MS18_IRB12-0050

Version 33.0 is the version of the modified study

Show Changes made between Current Version (32.1) and 33.0 3/29/2013 10:42 AM Modified Study Changes - e before it was submitted to IRB

Changed Steps:| 1.1 Study Identification hd [ Limit Steps to Current SmartForm Path Close
1.1 Study Identification . .
1.1 Study Ide}.17.1 Additional Supporting Documents Displays all views that user performed the changes

This is the first step in your IRB Application. As you complete this application, you will automatically be guided to the appropriate forms needed to complete your submission. Flease note that you will see only those sections
which apply to your submission based on the information you provide.

1. * Full Study _Title:_ )
EE Issfameet'”g Minutes Override Display the original content before the changes
KK AM 3/29/13
KK Add more changes
111111111111

KK Test Meeting Minutes Override
PCto FB

KK AM 3/29/13

KK Add more changes

2. * Short Study Title: (Limit to 25 characters. This short title will appear with the IRB number for tracking within AURA) Short Title — This is the title that
KK Test Meeting Minutes 2 you will use for searching and
wilf appear in reports.

3. * Principal Investigator:
Richard Baron
q. Will the Principal Investigator be obtaining consent?

Yes Mo



View Changes to Study: MS18_IRB12-0050

Show Changes made between Current Version (22.1) and 23.0 3/29/20132 10:42 AM Madified Study Changes -

Changed Steps: 17.1 additional Supporting Documents |;]

Limit Steps to Current SmartForm Path

1.1 Study Identification
EF AWVl liif=sN] 171 Additional Supporting Documents

1.

Please upload the study protocol document here:
Name
Add new document

=) Differences

(») Added: Add new document{0.01)

Use this space to attach any additional supporting documents. Please be clear and concise in the "Title” field when attaching a document, so the

IRB can readily identify documents.

User can click the drop down arrow to view additional information for a particular change

T attach documents here that are requested throughout the SmartForm, including Informed Consent Forms,
uvestionnaires, Surveys, etc. Use the "Tump To™ menu above to navigate to the appropriate section to ensure that all

ttached in the proper sections.

PLEASE NOTE: Do
Advertisements,
documents a

Type of Document
Audit Report
Other

.02)
st(0.01)

‘= Differences
(=) Changed: IDO00000O57
Location: IDO0O0O00DO057.Document Type
New Value: Audit Report
Old Value: Lay Summary

View Changes to Study: MS18_IRB12-0050

Show Changes made between Current Version (33.2) and |33.0 3/29/2013 10:42 AM Modified Study Changes ~
33.2 4/15/2013 11:47 AM Modified Study Changes
33.1 4/15/2013 11:39 AM Modified Study Changes
33.0 3/29/2013 10:42 AM Modified Study Chanaes

Changed Steps: 1.1 Study Identification -

1.1 Study Identification
This is the first step in your IRB Application. As you complete this application, you will automaty

those sections which apply fo your submission based on the information you provide.

1.

* Full Study Title:

KK Test Meeting Minutes Qverride
PCto FB

KK AM 3/29/13

KK Add more changes

KK Test Meeting Minutes Override
PCto FB

KK AM 3/29/13

KK Add more changes

* Short Study Title: (Limit to 25 characters. This short title will appear with the IRB number for tracking within AURA)
KK Test Meeting Minutes 2

Close

When uploading documents,
please title the document
appropriately and include a
version date in the title. The
title that is inserted is the
identifier that is printed on IRB
letters and all other
correspondence.

be guided to the appropriate forms needed to complete your submission. Flease nofe that y

User can compare changes between the current version and multiple other versions

Shart Title — This |
you will use for se
will appear in repo



Diagram below illustrates points in Amendment workflow where the “Modified Study’s version” gets incremented
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2) View Amendment Changes button compares the project's MOST current version to the currently approved version.

(e

Currently Approved: IRB12-0050

I Back to Change Log ]

1.1 Study Identification

This is the first step in your IRB Application. As you complete this application, you will automatically be guided to
the appropriate forms needed to complete your submission. Please note that you will see only those sections

which apply to your submission based on the information you provide.

1. * Full Study Title:
KK Test Meeting Minutes Override
PCto FB

KKAM 3/20/13
KK Add more changes

2. * Short Study Title: (Limit to 25 characters. This short
title will appear with the IRB number for tracking within
AURA)

KK Test Meeting Minutes 2

3. * Principal Investigator:
Richard Baron
4, Will the Principal Investigator be obtaining consent?

Yes No

[ Back to Change Log | [ Previous |

Currently Approved: IRB12-0050

17.1 Additional Supporting Documents

1. Please upload the study protocol document here:

Name
There are no items to display

2. Use this space to attach any additional supporting
documents. Please be clear and concise in the "Title" field
when attaching a document, so the IRB can readily
identify documents.

PLEASE NOTE: Do NOT attach documents here that are
requested throughout the SmartForm, including
Informed Consent Forms, Advertisements,
Questionnaires, Surveys, etc. Use the "Tump To”
menu above to navigate to the appropriate section to
ensure that all documents are attached in the proper

sections.

Name Type of Document
View aaa(0.02) Lay Summary
View KK test(0,01) Other

Short Title — This is the titfe that
vou will use for searching and
will appear in reports.

When uploading documents,
Dlease title the document
appropriately and include a
version date in the title. The
title that is inserted is the
identifier that is printed on IRB
letters and alf other
correspondence.

WNUTTDED O Tnodcationi s orr s pade. £
Number of modified page(s): 2
Proposed Modifications
1.1 Study Identification
This is the first step in your IRB Application. As you complete this application, you will automatically be guided to

the appropriate forms needed to complete your submission. Please note that you will see only those sections
which apply to your submission based on the information you provide.

1. * Full Study Title:
K Test Meeting Minutes Override
PCto FB
KK AM 3/29/13
KK Add more changes
111131131311
222222222222
2. * Short Study Title: {(Limit to 25 characters. This short Short Title - This is the title that
title will appear with the IRB number for tracking within yvou will use for searching and
AURA) will appear in reports.

KK Test Meeting Minutes 2

3. * Principal Investigator:
Richard Baron
4, will the Principal Investigator be obtaining consent?

Yes No

Number of modification(s) on this page: |
Number of modified page(s): |

Proposed Modifications

17.1 Additional Supporting Documents

1. Please upload the study protocol document here:

Name
Add new document

When uploading documents,
Dplease title the document
appropriately and include a
version date in the title. The
title that is inserted is the
identifier that is printed on IRB
letters and alf other
correspondence.

2. Use this space to attach any additional supporting
documents. Please be clear and concise in the "Title" field
when attaching a document, so the IRB can readily
identify documents.

PLEASE NOTE: Do NOT attach documents here that are
requested throughout the SmartForm, including
Informed Consent Forms, Advertisements,
Questionnaires, Surveys, etc. Use the "Tump To”
menu above to navigate to the appropriate section to
ensure that all documents are attached in the proper

sections.
Name Type of Document
aaal0.02) Audit Report

View KK test(0,01) Other



