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About Openclinica

OpenClinica is an electronic data capture system. Data is entered by Research
Nurses/Coordinators at participating sites via the internet.

OpenClinica studies can be accessed via the following website:

https://webcrf.nchecr.unsw.edu.au/OpenClinica for ETHOS study only

https://webcrf.kirby.unsw.edu.au/OpenClinica for all other studies

Always Save Your Work

OpenClinica will automatically not allow you to continue working after a period of inactivity
therefore it is recommended that you save your work frequently. If no activity has occurred for
5 minutes any unsaved data will be lost.

Going Back

It is recommended that you DO NOT use the ‘back’ button on your internet browser. To
navigate back always click save and then use the OpenClinica menu (see navigating
OpenClinica). If you do not wish to save your work simply click on the cancel or exit button in
OpenClinica.

Entering Dates
OpenClinica allows you to manually type a date in or use an electronic calendar.

To use the electronic calendar, click on the calendar icon next to a date field.

A month by month calendar will appear showing the current month.

To select today simply click on ‘Today’ and the date field will be populated with today’s date.
To navigate forward or backward by month click on ‘<’ to go back and >’ to go forward.

To navigate forward or back by year click on ‘<<’ to go back and “>>’ to go forward.

To select the month from a drop down list click and hold ‘<’ or *>’.

To select the year from a drop down list click and hold on ‘<<’ or *>>’,

' L | Mo
7 September, 2009 x ot

W, 4, Today P, W ik

wk | Sun Mom Tue Wed Thu Fri Sat
35 1 2 3 4 5§
s 7 8 9 10 11 12

37 13 1B 16 17 18 1o
38| 20 21 22 23 24 25 26
39| 27 28 29 30 =
Select date o

[55)
o
|| en
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Setting your internet to Australian/European Date format

You must specifically set your internet browser if you want dates to appear in

Australian/European format (dd/mm/yyyy). OpenClinica defaults to US date format. You only
need to do this the first time you use OpencClinica on each computer that you use it.

Open your internet browser and click on ‘“Tools’ on the internet Toolbar.

2 OpenClinica - Windows Internet Explorer

[ bt 1149, T gna0/openclinicafiairvieny

@ S e |2 €8 bookmarks - W check - 8] Transate G AutoRil - 0 G- @thema - By - ke 7
W@ [Eouenc\imca l ‘ ftowe ~ B Pt = [ page - O Tooks -
OpenClinica T8 Report Issue
Support
Login OpenClinica: Managing Clinical Research Studies
User N ©openclinica is a software platform for protocel configuration, design of Case Report Forms (CRFs), electronic data capture,
retrieval, and management, Itis extensble, modlar, standards-based, and open source.
Password: Openclinica alows:
m * Data submission, validation, and annotation
* Data extraction, fittering, and analysis
* Study management, configuration, and reporting
* System oversight and auditing
Login or Request an Account ta access your study or site. Based on your role and permissions, you will be able to access
selected studies, sites, data, and functionality.
&2
Version: 2.5.6 Akaz
Dot @ Internet E00% -

Select ‘Internet Options’ from the drop down menu.

Internet Options

General |Security Privacy | Content | Connections | Programs || Advanced

Hormne page

/? To create home page kabs, type each address on its own line,
Eh

g nchecr, unsw, edu, auf

[ Use current ][ Use default ][ Use blank

Browsing hiskory

T Delete temporary files, history, cookies, saved passwords,
v ,-' and web form information,

Delete, .. ] [ Settings ]

Search
p Change search defaults, Settings
Tabs
— Change how webpages are displayed in Settings
| — tabs.
Appearance

Colors k Languages s Fonts Accessibility

[ Ok H Cancel ]
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Click on Languages in the bottom left corner.

Language Preference f'5__<|

Language Preference

Add the languages vwou use ko read websites, listing in order of
preference, Only add the ones you need, as some charackers can
be used to impersonate websites in okher languages.,

Language:

English {Australia) [en-au]

Prefix and suffix options

[]Da not add ‘wwse' ko the beginning of typed web addresses

specify the suffix (For example .net) that should be added ko
byped web addresses when yaou press Ckrl + Shift + Enter.

Suffix: ) I:I

[ 8]4 H Cancel ]

Click on ‘Add’ and select ‘English (united Kingdom) [en-GB]’ by scrolling through the list,
selecting it and clicking on ‘OK’.

Add Language r5_<|

Language:

English {Belize) [en-BZ]
English {Zanada) [en-CA]
English {Caribbean) [en-029]
English {Ireland) [en-1E]
English {Jamaica) [en-IM)
English {Mew Zealand) [en-HZ]
English {Philippines) [en-PH]
English {3outh Africa) [en-Za]
English (Trinidad) [en-TT]

13

lish {United Kingdom} [en-&E]
English {United States) [en-113]
English {Zimbabwe) [en-2wW]
Estonian [et-EE]

Faeroese [Fo-Fio)

| £

ser defined: ‘ |

I oK l[ Cancel ]
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‘English (United Kingdom) [en-GB]’ will now appear on your list of languages.

Language Preference rz|

Language Preference

Add the languages wou use to read websites, listing in order of
preference, Only add the ones vou need, as some characters can
be used ko impersonate websites in other languages.

Language:

English {Australia) [en-au]
English (United Kingdom) [en-GE]

Move up

Remove

Prefix and suffix options

[ ]Dpa not add 'www' to the beginning of typed web addresses

Specify the suffix (for example .net) that should be added ko
typed web addresses when you press Ckrl + Shift + Enter,

Suffi: ) I:I

I (a4 H Cancel ]

Highlight it and then click on ‘Move up’. Repeat this process until it is at the top of the list.

Language Preference

Language Preference

Add the languages vou use to read websites, listing in order of
preference. Only add the ones vou need, as some characters can
be used to impersonate websites in ather languages.

Language:

{United Kinadom) [en-GE
English {Australia) [en-au]

Maove down

Remove

Prefix and suffix options

[[Joo not add "' ko the beginning of typed web addresses

Specify the suffix (For example .net) that should be added to
byped web addresses when vou press Ctrl + Shift + Enter.

SufFis:

]

X

[ Ok ] [ Cancel

]

Now click on OK and then OK again.

Dates will now appear in dd/mm/yyyy format in OpenClinica
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Allow Pop-ups

In order to see Notes and Discrepancies you must turn off the ‘pop-up’ blocker on your
internet browser.

Open your internet browser and click on ‘“Tools’ on the internet Toolbar
Click on the ‘Pop-up Blocker’

Then Click on the ‘Turn off Pop-up Blocker’

a - Windows Internet Explorer ==

= nches. " @[] [ ik
ew  Favorites  Tools  Help

-[a~ ooo VB co [ nens [150new] + K products v - @XD@ iy cadgets + Fg Cool st + B Useiul + WA NoDeta (3 E-mail Notfier

ﬂ;louenclwnica x [@maung Rules | Operclirica .‘-‘]sangle { ‘ v B - @ - [2rpRg - ook -

OpenCliniéa®

Open Source for Clinical Research

Login News

@ B @ v o Page v |Gk =

Delete Browsing History...

Turn Off Pop-up Blocker Pop-up Blocker »
Pop-up Blocker Settings Phishing Filter 4
Manage Add-ons

Work Offline
Windows Update
Full Screen F11
v Menu Bar
Toolbars »

Diagnose Connection Problems...

Internet Options
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Logging in
Open the internet and go to the website

https://webcrf.nchecr.unsw.edu.au/OpenClinica for ETHOS study only

https://webcrf.kirby.unsw.edu.au/OpenClinica for all other studies

Enter your username and password.

When logging in for the first time the user will be asked to change their password. See
‘Changing Password- First time user’ for instructions.

Click

User Name

Password

©2004-2011 Akaza Research LLC and collaborators. The Program is provided AS IS, without warranty. Version: 3.1.1
. The program is free software; you can redistribute it andfor modify it under the
terms of the GNU Lesser General Public License version 2.1 as published by the Free Software Foundation.
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Changing Your Password — First time user
The first time you log into OpenClinica you will be required to change your password.

Your new password must consist of 8 or more characters. Both numbers and letters can be
used.

Log in with the username and password given to you by your study coordinator at The Kirby
Institute.

OpenClinica’

Login News
User Name
|
Passwort d
® 2004-2011 Akaza Research LLC and collaborators. The Program is provided AS 1S, without warranty. Version: 3.1.1
ensed under LGPLV2 software; you can redistribute i for modify it under the OpenClinica Enterprise

Licensed under LGPLY2. 1. The program is free software; y
terms of the GNU Lesser General Public License version 2.1as published by the Free Software Foundation

Enter ‘old password’, ‘new password’ and confirm ‘new password’.

Then click ‘change password’.

7> OpenClinica - Windows Internet Explorer | = - [=EE]

arch < o0 0+ @ i [ <] €F Bookmarke - | % Check < (#a] Translate = T Autoril = v senm s @By - Lok 7
W g | opendinica | i Home - [ A PLnt - [} Reos v (¥ Taok -
OpenClinica 'T===
Reset password
A,
Done @ Intormnet oo -
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Changing Your Password

Once you have logged in you can change your password any time by clicking on ‘Tasks’ and
selecting ‘Update Profile’.

Enter your ‘old password’, ‘new password’ and confirm ‘new password’.

Then click ‘confirm profile changes’.

Your new password must consist of 8 or more characters. Both numbers and letters can be
used.

{= OpenClinica - Windows Internet Explorer EEE
@ \:: ~ |2 http:fy143.171. 101 5218080/ OpencliicafUpdetProfle v[#][x] | J[2]-
e Edt Yew Favortes Took Help o

Google | v A search v - & - |&| % Bockmarks + | "% Check + 54 Translate + ] AutoFil = K Qs @y - Lok 7
w l@ouenchmca lil i Home [ APt v [y Bage - ChTook

OpenCiinica 'E=8

Report Issue | Support

Alerts & Messages v

Change User Profile [ ? ]

Instructions.
Info - *indicates required field.
Study: HITS FirstName: | Test

Site: 5t Vincer

LastName: | Test

Start Date: 04/14/2003 Email: | Test123@test.com

End Date: N/A Institutional Affilation: | TES
PL: Profe: i g
Defauit Actve Study: || St Vincents Hospital Sydney ~|
Protocol Verification /IR
Approval Date: Password Challenge Queston: || Ciy of Bith ¥ -

;w\éﬁ;t Subject Date of Password Challenge Answer: | Sydney
irth? Ve:

number of Subjects

(leave it blank i you dor't want to change password)
Confirm New Password:

9385 0500

Phone:

versian: 2.5.6

@ et Hao -
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If you forget your password

If at any time you forget your password contact your study coordinator at The Kirby Institute to
have it reset.

Your study coordinator will assign you with a new password.

When you log in for the first time with this new password you will be asked to change it (see
‘Changing your password — First time user’).
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Logging Out

To log out of OpenClinica click on the ‘Log Out’ link on the top right corner.

Oﬁen(‘.‘ﬁnica“
ENTERPRISE

Welcome to OpenClinica,
Sharmila Siriragavan.
You last logged in on 31-
Jan-2012.

ETHOS : Test Site 1 (ETH_001) | Change Study/Site

shasri (Clinical Research Coordinator) e

Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v

Report Issue | Support [Ga

Alerts & Messages = |_

Welcome to ETHOS ® %

Notes & Discrepandies Assigned to Me: 0

If needed you may change
the study/site or request
access to a new study with a
different role,

Instructions - |_

Study: ETHOS
Site: TestSite 1
Start Date: N/A
End Date: NjA
PL: Greg Dore

Protocol Verification /IRB
Approval Date:

© Kirby Institute

OpenClinica User Manual, Version 2.0 dated 22JUNE2012

Other Info - L

Subject Matrix
| | show Mare || Select An Event | Add mew subject
Study Subject ID Enrolment (Form 1) | Follow Up (Form 3) | Treatment (Form 4) | Lost to Follow Up {(Form 5)

Apply Filter  Clear Filter

0905-61220-0010
0905-61221-0001
0905-61222-0001 o
0905-61222-0002
0905-61222-0003 &
0905-61222-0004 ) o

Results 1 - 6 of 6.
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Moving Between Studies

If you are using OpencClinica for more than one study at the Kirby Institute or at more than one
site you can exit one study/site and start working on another without logging out.

Click on ‘Change Study/Site’ in the top left corner.

OpenClinica’
ENTERPRISE

Welcome to OpenClinica,
Sharmila Siriragavan.
You last logged in on 31-
Jan-2012.

If needed you may change
the study/site or request
access to a new study with a
different role.

Study: ETHOS
Site: Test Site 1
Start Date: NJA
End Date: N/A
PI: Greg Dore

Protocol Verification/IRB
Approval Date:

Alerts & Messages

Instructions

Other Info

ETHOS : Test Site 1 (ETH_001) shasri (Clinical Research Coordinator) en | Log Out

| Home | Subject Matrix | Add Subject | Motes & Discrepancies | Tasks «

L

Report Issue | Support (ST L)

Welcome to ETHOS ®

Notes & Discrepancies Assigned to Me: 0

Subject Matrix
| 15 %] | show More || Select An Event B Add New Subject

!—l !—ll—ll—\ Apply Fiter Clear Fiter
0305-61220-0010
0505-61221-0001

| | osos-s1222-0001
0905-61222-0002
0505-51222-0003
0905-61222-0004 & x2

Results 1 - 6 of 6.

A list of studies and sites that you are involved with will be displayed.

OpenClinica’
TERPRISE

v

ATAHC II (1002) | Change Study/Site shasri (Dats Entry Person) en | Log Out

‘ Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks «

Report e | Support | CET TR (ool

T Instructions

v

| Change Your Current Study @

Other Info
Study: ATAHCII

Start Date: 01-Jul-2010
End Date: N/A
PI: Dr Gail Matthews

Protocol Verification/IRB
Approval Date:

L

Your current active study is ATAHC II, with a role of Data Entry Person.

N

Plezse choose a study in the following list:

©) ACTIVATE (Data Manager)
(5] Training Test Site (Data Manager)

© ATAHCII (Data Entry Person)
ETHOS

© Test Stte 1 (Clinical Research Coordinator)

© Ineke's Test study (Monitor)

Change Study

Select the study/site you wish and click on ‘Change Study’ and then click ‘Confirm’.

© Kirby Institute
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Data Entry Flow

v

Log on
Enter username and password

First time user?

A 4

Change Password

A 4
A

\4

Change password
Click on ‘Tasks’ then ‘Update
Profile’

Correct Study and Site
Ensure you are logged into the
correct study and site.

Change Study/Site
Click ‘Change study/site’ and
select correct study from list

<
€

\4

\4

View All Subjects
All enrolled subjects for your site
are displayed on the homepage

Enrol New Subject
Click on ‘Add New Subject’
and enter required
information

Update enrolled subject
Locate subject on subject list

l

Assign Study Event
Schedule the study event

Update scheduled study event
Locate study event on the subject
list

<
l

v

Trouble Shooting
Contact Kirby Institute

Enter Data
Select the CRF to be entered

'

© Kirby Institute
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A 4

Logging Off
Always log off as session

completed
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Navigating OpenClinica — How to move through the system

OpenClinica has two ways of accessing its functions.

1. Clicking on the action you want in the navigation bar such as;
1. Home —is the main page of the current site/study

2. Subject matrix — is a table with event information for all subjects in the
site/study

Add Subject — allows to add a new subject to site/study

4. Notes and Discrepancies — is a table with all the queries that arise when
capturing, monitoring and cleaning the data

5. Search box — allows to search a particular subject ID within the site/study

w

_ ATAHCII: Training Site (TEST1002) | Change Study/Site

shasri (Clinical Res

Home | SubjectMatrix | AddSubject | Notes &Discrep ~zs | Tasks ~ Reportssue | Support SRR IC N (G2

Alerts & Messages - ®

Your current active study

has been changed Notes & Discrepandies Assigned to Me: 0
sssssss fully.

ore || seleet an Event (W] add

Trstructions LS st sutvect o soreenng |22 et Jes [es o Jwa Jwa [we wa [wia[wi|wao|w. -lwos w32 [w3s [wao [was | was w72 | woc | svRi2]sveas|rus U2 [orug Admin]| Conmed] AL [Termination|central Labs | Actions
1f needed youmay change Apply Filter Clef

the studysite or request

access to.a new study witha 1002-81402-01

diferent role. 00-61402-02
Other Info - 1002-61402-03

Study c 1002-61402-04

1002-61402-05

Results 1-5of 5.
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2. Using the ‘Tasks’ drop down menu to access the functions such as;

1

©®NO TR ®WN

. Subject matrix

Add Subject

Notes and Discrepancies
Schedule Event

View Events

Import Data

Update Profile

Log Out

Ifnesded youmay change
the studysite or request
access to a new study with a
different role.

Other Info -
Study: ATAHCTT
Site: Trairing Site
Start Date: N/A
End Date: N/A

PI: Barbara eung

Protocol Verification/IRB
Approval Date:

UpenUinicaortal  Help

ATAHC I1: Training Site (TEST1002) | Change Study/Site shasri (Clrical Research Coordnator) en-gb | Log Out
T ————————.ee—e.. e
WL I o | cuec et | Adosubiet | Mot & Dmcrepanis | Tasks
Alerts & Messages  — | Welcome to ATAHC II ® Subject Matrix Schedule Event
Your current active study Add Subject View Events
has been changed Notes & Discrepancies Assigned to Me: 0 Notes & Discrepancies Import Data
successfully. . "
| update profile Log Out
| Show More |[ Select An Event (W] Add NETETBEET
Instructions -

et B e B b ] s [ ] s e e R
(—(— EIIIEEIIIEEIIIEEIIIZ E][jC

1002-61402-01
1002-61402-02
1002-61402-03
1002-61402-04

1002-61402-05

[ 1 AeplyFilter

E@e@e
mmmmmﬂ
mmmmm
EEEEE

Results 1-5of 5.

Contact © 20042011 AKEZ3 Hesearch LLC and colaborators. 1Ne Program is provided AS 1S, WIout warranty.
Licensea unger LGHLYZ 1, INe program s Tee SOTUWaNE; you Can FEgISTIDUTe It and/or modiry It under e
TErms 07 the GNU Lesser General FUDIC LICENSE Version 2. 1.a5 pubisned Dy Te Fee Soriware Foundaton.

version: . 1-Community
OpenCinica Commurnity
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OpenClinica Home Page

OpenClinica Home page will have information panels on the left hand of the screen
Here will be contained:

1) Alerts and messages

2) Instructions on how to perform actions

3) Other Info — displays the information about the study and site

4) Icon key — an explanation of what the symbols used by OpenClinica mean

o ETHOS :Test Site 1 (ETH_001) | Change StudyjSite shasri (Clinical Research Coordinator) en | Log Out
OpenClinica . - - . ;

ENTERPRISE Home | SubjectMatrix | Add Subject | Notes & Discrepancies | Tasks ~ Report Issue | Support @' ‘
Alerts & Messages -

Welcome to OpenClinica, | Alerts and Messages %
Sharmila Sirirag: . - ned to Me: 0

You last logged in on 31-
Jan-2012.

Subject Matrix

15 % || Show More || Select An Event ™| Add New Subject

= [T - o e ) o 3 e Form )t G e
Apply Filter Clear Filter

If needed you may change
the study/site or request

access to a new study with a 0905-61220-0010  §) N] = ® =
dfferent role. 0905-61221-0001 {3 = @ 5] @
Other Info - = B ) (El} ] ®
Study: 5 Information about 5 @ @ @®
N ]

- the Sudy
Site: Test — o] (E] (B} (]
Start Date: N/A 0905-61222-0004 (&) ] - @ (B
End Date: N/A Results 1 - 6 of 6.

PI: Greg Dore

Protocol Verification/IRB
Approval Date:

Icon Key =
— Icon key -

Slatuses statuses

@ Not Started

Scheduled

@ e

® Stopped

(m Skipped

Completed

signed

@ | mrtenn

© Kirby Institute
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The home page shows the Subject Matrix for the site.

The Subject Matrix is a table with the event/visit information for all of the subjects enrolled in
the study at the site.

The home page will also display the name of study and the site, the data entry status for each
patient enrolled and the number of notes & discrepancies for the site.

OpenCli

Alerts & Messages

Jan-2012.

Instructions

different role.

Other Info
Study: ETHOS

Site: TestSite 1
Start Date: N/A

End Date: N/A

Approval Date:

Icon Key

Statuses

@ Not Started
Scheduled
® e
(@) Stopped
m Skipped
Completed
signed
(5] ) clondd

o ETHOS:Test Site 1 (ETH_001)

Change Study/Site

shasri (Clinical Research Coordinator) en

SAETARE e s 1 mosunet 1 ot o | to - e oo T o |

Welcome to OpenClinica,
Sharmila Siriragavan.
You last logged in on 31-

1f needed you may change
the study/site or request
access to a new study with a

Protocol Verification/IRB

Welcome to ETHOS @

Notes & Discrepancies Assigned t0 Me! 0 gr———

Subject Matrix

Study Subject ID

0905-61220-0010
0905-61221-0001
0905-61222-0001
0905-61222-0002
0905-61222-0003

0905-61222-0004

Results 1 - 6 of 6.

15 ¥/ | Show

®
]
®
@

Study that the user

loggedon to

More | Select An Event

77

e Ts

Notes & Discrepancies

assigned to individual
user

x2

(¥l| Add New Subject

Eriment form ) ot U o ) Testment o ) ot o Fllow U Form ) ctiors—————|
App ter Clear Filter

®
(%)
&
(]
@
®

ks

Subjects enrolled
and data entry
status of each

eventivisit
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OpenClinica Icons

OpenClinica uses different coloured icons to help you through data entry

Administrative Editing

Archive

Calendar

Completed

Create New

Delete

Discrepancy Note - Add
Discrepancy Note - Closed
Discrepancy Note - New
Discrepancy Note - Not Applicable

Discrepancy Note - Resolution

Proposed

Po

Discrepancy Note - Updated
Double Data Entry
Download

Edit

Enter Data

Export

Form contains changed/unsaved data

Form has unchanged data

Help
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Initial Data Entry Completed

Invalid
Locked

New Version
Not Started
Print
Reassign
Remove
Remove Role
Restore
Scheduled
Sbv

Set Role
Sign

Skipped
Started
Stopped
Un-Archive

View
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Navigating OpenClinica — Study and Site Details

Study and Site details appear in several places on the OpenClinica Homepage.

o ETHOS:Test Site 1 (ETH_00)4==™mol Mame of the Study and

shasri (Clinical Research Coordinator) en | Log Out
s | the Site thattheuser | ReportIssue | Support EIPNENTIR) [Go) ‘

Alerts & Messages  — L

Welcome to OpenClinica,
Sharmila Siriragavan.
You last logged in on 31-
Jan-2012.

Instructions - L
If needed you may change
the study/site or request

access to a new study with a
different role.

Other Info - L
Study: ETHOS

Site: TestSite 1
Start Date: N/A
End Date: N/A
PI: Greg Dore

Protocol Verification /IRB
Approval Date:

Icon Key - L
Statuses

@ Not Started

) Scheduled

@  stopeed

([]] Skipped
Completed

g signed

2] 4 addnd

| loggedin to |

Welcome to ETHOS | Nameof the Study that
Notes & Discrepandies Assigned to Me: 0 | the user loggedin to

Name of the user and
their assigned role in
OpenClinica

R

Subject Matrix

15 % || Show More || Select An Event @] Add New Subject
0905-61220-0010 (&) 2 ™) B
0905-61221-0001 |3 =) (E] N
0905-61222-0001 (E] (5]
0905-61222-0002 {5} '~ ® (]
0905-61222-0003 () (B} @
0905-61222-0004 (&) =) %2 @

Results 1 - 6 of 6.

Apply Filter Clear Filter

gggage
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View All Subjects

To view all the subjects either click on ‘Home’ or ‘Subject Matrix’ in the navigation bar.

L o ETHOS: Test Site 1 (ETH 001) | Change Study/Site shasri (Clinical Research Coordinator) en | Log Qut
OpenClinica — - - - _
ENTERPRISE Home  Subject Matrix | Add Subject | Notes & Discrepancies | Tasks ~ Report Issue | Support | ETETRo10)

Alerts & Messages = |_
Welcome to ETHOS @
Welcome to OpenClinica,
Sharmila Siriragavan. Notes & Discrepancies Assigned to Me: 0
You last logged in on 31-
Jan-2012.
Subject Matrix
15 % || Show More || Select &n Event || Add New Subject
Instructions - |_ Study Subject ID Enrolment (Form 1) | Follow Up (Form 3) | Treatment (Form 4) | Lost to Follow Up (Form 5) m
If needed you may change Apply Filter  Clear Filter
the study/site or request
access to @ new study with a 0905-61220-0010 ) [} (=] (=] (=]
different role. 0905-61221-0001  [5) '] ] B
Other Info - | |osos-61222-0001 Subject: 0905-61221- X =]
Study: ETHOS » ” LB
v B @ Event: Enrolment

- Form 1) -

Site: Test Site 1 0905-61222-0003 ( S
Status:data entry
Start Dates NjA 0905-61222-0004 stagted
Click for more options

End Date: N/A Results 1 - 6 of 6.
PI: Greg Dore
Protocol Verification/IRB
Approval Date:

The subject matrix indicates what stage data entry is up to. Each study event/visit will be listed
. e . . [Ug
and the icon will indicate the status of that event i.e. Scheduled , data entry not started ,

initial data entry started & , data entry completed .

To view the status of a study event/visit for an individual patient place the cursor over the
study event/visit for the patient you require and the status will be shown.
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View Study Event/Visit

To view the details of an individual study event/visit for all subjects, select the desired study
event/visit from the ‘Select An Event’ drop-down list, located above the column header. This
action allows you to view the sections/CRFs within an individual study event/visit and their
status.

ETHOS : Test Site 1 (ETH_001) | Change Study/Site shasri (Clinical Research Coordinator) en | Log Out
OpenClinica’
| Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks «
ENTERPRISE
Alerts & Messages v
Instructions v Subject Matrix for Test Si%_\
Other Info -
L 1821 shew vore s [Enroiment (Form 1) LggPac e subject
e [P (v0905) | orm Sections 9 to 13| Form Section 14 | Actions __|
Site: Test Site 1 [ Apply Filter
\ Il Il Il b Il Il Il Il | Clear Fiter
Start Date: /A 0905-61202 17-0ct [ ]
End Date: N/A 2008
EEiE 15-Jan- L X ]
PL: Greg Dore ooo3 2012
Protocol Verification/IRB 0305-61222- 10-Oct- =
Approval Date: 0010 2010
Testd 03-Feb- o B
2011
0905-61222- 1s-Jan- =
o004 2012
T bR 03-Feb- =
0022 2012
0305-61222- 19-Jan- L
0002 2010
el 17-Jan- L
o001 2011
0905-51220- 10-Oct- ©a
0010 2010
TEEEE =] 04-Feb- &©3
2011
0305-61222- 18-Jan- =
0001 2011
Results 1 - 11 of 11.
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View One Subject

To view an individual subject’s event/visit's CRFs click on the view icon in the actions column.

OfenCIinica“’
ENTERPRISE

Alerts & Messages - L
Welcome to OpenClinica,
Sharmila Siriragavan.

You last logged in on 31-
Jam-2012.

Instructions - L
If needed you may change

the study/site or request
access to a new study with a
different role.

| othernfo - |
Study: ETHOS

Site: Test Site 1

Start Date: N/A

End Date: N/A

PI: Greg Dore

Protocol Verification/TRB
Approval Date:

Icon Key - L
Statuses
Mot Started
Scheduled

Data Entry
Started

Stopped
Skipped
Completed

signed

=
m
=
==

ETHOS : Test Site 1 (ETH_001) | Change Study/Sit=

Home | Subject Ma | Add Subject | MNotes & Discrepancies | Tasks ~

Welcome to ETHOS @
Notes & Discrepancies Assigned to Me: 0

Subject Matric

[15 ]| show More | [Select An Event 8| _Add New Subject

Apply Ngter  Clear Filter

0905-61220-0010
0905-61221-0001

0905-61222-0001
0905-61222-0002
0905-61222-0003
0905-61222-0004

Results 1 - 6 of 6.

All the event/visit

CRFs will be displayed and their data entry status indicated by the icons.

ETHOS : Test Site 1 (ETH_001) | Change Study/Site

shasri (Clinical Research Coordinator) en | Log Out

OpenClinica’ |

Home | Subject Matrix | Add Subject |

Notes & Discrepa

ENTERPRISE
Alerts & Messages v L
Instructions |
Other Info - L
Study: ETHOS

Site: Test Site 1
Start Date: NfA
End Date: N/A
PI: Greg Dore

Protocol Verification/IRB
Approval Date:

Icon Key - L
Statuses

Mot Started

Scheduled

Data Entry
Started

Stopped
Skipped
Completed

EEE@E ©

signed
Locked

Inwalid

view All Icans

View Subject: 0905-61221-0001 ®

@ Study Subject Record

EEvents
Page 10f 1 [ Schedule New Fvent
Event (Occurrence Start Location|Status | Actions CR.Fsh!lame, Version, Status, Updated, Actions)
Number) pate &
Follow Up (Form 3) (1) |17Feb- dats Form 3 Sections 1010 13 |2
2012 entry - y
started Form 3 Section 14 2
DASS21 (v0905) 1
MINI (v0905) Followup[~]
Form3 Sections 1to 7 1 17Feb-2012
(shasri)
Lost to Follow Up (Form | 17-Feb- scheduled. [EW | |Form 5 Lost to follow up 1 =
5) 2012
Treatment (Form 4) 18-Jan- data Form 4 Section 3 1
2012 entry ) . N
started Form 4 Section 1 1 i}
Form 4 Section 2 1 18-Jan-2012
(shasri)
Enrolment (Form 1) 17-Jan- data Form1 Section 14 2
01 entry o | |Form1Sections 1to 7 1 20-Jan-2012
started
(shasri)
DASS21 (v0905) 1 17-Jan-2012 (2 W& ]
(shasri)
MINI (v0905) 1 17-Jan-2012
(shasri)
Form1 Sections 9 to 13 3 18-Jan-2012
(shasri)
Resource Usage (1) 17-Jan- data Resource Usage Form 1 17-Jan-2012 =
2011 entry (shasri)
started
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Add new subject

Once you enrol a subject at your site you must add them to OpenClinica before data entry can
be started.

You can add a New Subject to a study in three different ways:
1) Click on ‘Add Subject’ in the navigation bar — this option allows for more than one
subject to be added at a time for a study
2) Select ‘Add Subject’ from a Tasks list — this option allows for more than one subject to
be added at a time for a study
3) Click on ‘Add New Subject’ in the Subject Matrix — this option allows only one subject
to be added at a time for a study

. . ETHOS: Test Site 1 1 b shasri )
OpenClinica — —
A BAT UL TR Home | Subiect Matrix | Add Subject ) Notes & Discrepancies | Tasks » LES STl study Subject ID [Go]
1 (3 \ J L
a Submit Data [
Alerts & Messages  — - ) Subject Matrix Schedule Event
Welcome to OpenClinica, View Events
Sharmila Siriragavan. Notes & Discrepancies Assigned to Me: 0 Notes & Discrepan Import Data
You last logged in on 31- h
Jan-2012. Ll

Update Profi

15 v Select An Event C7dd New Subject
i S b ) S e ot 5 e ey

If needed you may change
the study/site or request

e Log Out

Subject Matrix

access to a new study with a 0905-61220-0010 [N (]| 2 = (]} n
et rele 0905-61221-0001 ) 5] ] ]
Other Info = 0905-61222-0001 o7} ) ]
Study: 0905-61222-0002 {3 ) ] ]
Site: Test Site 1 0905-61222-0003 (7} ED
Start Date: 0905-61222-0004 2 @ o &3]

End Date: N/A Results 1 - 6 of 6.
PL

Protocol Verification/IRB

Approval Date:

Enter the following information:

Study Subject ID — study number
The subject ID must be entered in the following format, including hyphens
(unless specifically instructed to do otherwise by your Kirby Institute Study
Coordinator):
Protocol number-Site number-Patient number (e.g. 0905-61222-10)*

- Secondary ID - if required by the study. This may be the subject’s initials or other

secondary subject identifier*
- Enrolment Date — date subject enrolled into the study
- Gender (if required)

The system will check to make sure the values are valid and that the subject does not already
exist.

This is only possible if the subject ID number is entered in the correct format.
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*Always refer to your project specific instructions for the format of the Study Subject ID and
the Secondary ID

» ETHOS:TestSite 1 (ETH_001) | Change Study/Site

L. shasri (Clinical Research Coordinator) en | Log Out
OpenClinica
ENTERPRISE Home | Subject Matrix | AddSubject | Notes & Discrepancies | Tasks ~ ReportIssue | Support ORI (G-
Alerts & Messages v
Instructions . Test Site 1: Add Subject® Ly
Other Info -
Study: ETHOS *indicates required field,
Site: Test Site 1 Study Subject ID: .
Start Date: N/A
Secondary ID
End Date: MNjA
PL: Greg Dore Date of Enrollment for Study' ETHOS " | p2-Feb-2012 - "
Protocol Verification/IRB
Approval Date: sex: | Select- b
P
Save and Assign Study Event J] Save and Add Next Subject el
Workflow -
Add New Subject Sh
OpenClinica Portal  Help “Contact © 2004-2011 Akaza Research LLC and collaborators. The Program is provided AS 1S, without warranty. Version: 3.1.1
Licensed under LGPLv 2. 1, The program is free software; you can redistribute it and for modify it under the OpenClinica Enterprise

terms of the GMU Lesser General Public License version 2. 1 as published by the Free Software Foundation,

From here you can select one of four actions.

1) Save and assign study event — select this to schedule the subject’s study visit
2) Save and add next subject — select this to enrol another subject
3) Save and finish — select this to exit the ‘Add Subject’ screen

4) Cancel — select this if you do not want to enrol the subject whose details you just
entered.

Depending on which option you choose will determine which screen you are taken to next.
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Adding New Study Event

Study Events are Study Visits or stand alone forms such as the Adverse Event and Drug

Administration forms.

Once a subject has been added you must schedule study events before data entry can

commence.

You can schedule a study visit in three ways.

1) Directly after enrolling the subject you can click on ‘Save and assign study event’ (see

previous page)
2) Select ‘Schedule Event’ from the ‘Tasks’ menu

3) From the homepage locate the subject in the subject matrix. Then click on the study

event you wish to schedule. Then click on ‘Schedule’.

ReporIsaue | Spport

., g ETHOS:TestSite 1 (ETH_001 tudy/Site shasri (Clinical Resea
OpenClinica
| Submit Data
Alerts & Messages = Wel to ETHOS Subject Matrix
Welcome to OpenClinica, eicome to ® Add Subject View Events
Sharmila Siriragavan. Notes & Discrepancies Assigned to Me: 0 Notes & Discrepancies Import Data
You last logged in on 31- o
Jan-2012. er
Update Profile Log Out

|

Subject Matrix
15 |¥ | Show More | Select An Event

If needed you may change

the studyjsite or request »_ . . . -
access to a new study with a 0905-61220-0010 {3} (N (] (] (]
o 0905-61221-0001 {3 ) @ ¥ @
Other Info = 0905-61222-0001 | Subject: 0905-61222-  X| [
0003
Study: ETHOS 0905-61222-0002 {3 %] | Event: Follow Up @
- : (Form 3)
Site: Test Ste 1 0905-61222-0003 (g [l occurrence#1 of 1 @®
. Status : not scheduled

Start Date: N/A 0905-61222-0004 (B l'!l (]
End Date: N/A Results 1 - 6 of 6.

PL: Greg Dore

Protocol Verification/IRB
Approval Date:

| Add New Subject
R .5+ 0 [vsorc Usage arment Fom | olow UpFon3) reatmen Fon 4) st o Folow Uy o3 ctons

222882
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o ETHOS:Test Site 1 (ETH_001) | Change Study/Site shasri (Clinical Research Coord en | Log Out

OpenClinica
ENTERPRISE Home | Subject Matrix | Add Subject | MNotes & Discrepancies | Tasks ~ Report Issue | Support D
Alerts & Messages v
Instructions - Schedule Study Event for®
Other Info - = indicates required field. [%
Study: ETHOS

Study Subject ID: "
Site: Test Site 1
Start Date: N/A Study Event Definition: | -Select- ~l .
End Date: N/A . ¥

Start Date/Time: | 02-Feb-2012 v 2] P
PI: GregDore

) End Date/Time: hd ¥ | ODMMMAYYY Hem) T

Protocol Verification/IRB
Approval Date: Leave this field blank if the end date/time is not applicable.

Proceed to Enter Data

OpenClinica Portal  Help ™ Contact © 2004-2011 Akaza Research LLC and collaborators, The Program is provided AS IS, without warranty. Version: 3.1.1

Licensed under LGPLY 2. 1. The program is free software; you can redistribute it and/or modify it under the OpenClinica Enterprise
terms of the GNU Lesser General Public License version 2.1 as published by the Free Software Foundation.

If you have selected either option 1 or 3 then check you have selected the correct subject by
double checking the displayed Study Subject ID in the field.

Check you have selected the correct study event to schedule. If not, choose the correct Study
Event Definition from the drop down list.

Enter the ‘Start Date’. The start date is the date of the visit for visit events or the date that you
are scheduling the event for standalone forms i.e. the baseline visit date would be the start
date for the baseline visit and the day you were scheduling the event would be the start date
for standalone form such as the adverse event form.

Start time and the end date and time are not required. Do not enter event start time or
event end date and time.

Then click SRS EIETTNEENEN

FOR VISITS: START DATE = VISIT DATE

FOR STANDALONE FORMS: START DATE = DATE THE FORM IS BEING STARTED
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Entering Data

You can only enter data once the Study Event/Visit has been scheduled (see ‘Adding a New
Study Event).

There are few different ways to open the CRF for entering data
1) Directly after scheduling an event/visit, click ‘Proceed to Enter Data’

.. . . [uE] . .
2) If the status of the event/visit that you wish to enter is ‘Scheduled’ in the Subject
Matrix, then place the cursor over the event icon and click View/Enter data.

3) If the status of the event/visit that you wish to enter is ‘Scheduled’ in the Subject

Matrix, then click ‘View’ in the actions column. This action will display the ‘Subject
record page’ then select the section of the CRF that you wish to enter.

P o ETHOS:Test Site 1 (ETH_001) Change Study/Site shasri (Clinical Research Coordinator) en Out
OpenClinica - -
A BRI N AR Home | Subiect Matrix | Add Subject | MNotes &Discrepancies | Tasks ~ Report Issue | Support r—.
Alerts & Messages v
Instructions B Subject Matrix for Test Site 1 ® [%
Info v
Icon Key - 15 ¥ | Show More || Select An Event d Ne
vt Sy 10 e e Gt ) oo Uy o) Trestment (Fo )L Pl o DN
Statuses
) Not Started
! T 0%0s-61202 (@) ® @® @®
Scheduled
@ s 0905-61220- ') 2 ) (') o)
) Data Entry 0010 : = s =
. B 0s05-61221- ) N @ o ®
® Stopped 0001
0305-61222- @ r® & ®
m Skipped e
Completed 0905-61222- .l) ";:!l ﬂ i:gjled: 0905-61222- X ' )
0002
Q signed Event: Follow Up
» 0905-61222- (] ) (i (Form 3) [E])
=
@ Locked 0003
= Occurrence#1 of 1
Invalid 2283'61222' (] ] * Status : not scheduled @
3 @]
Actions 0905-61222- ® @ . {]:> ®
View 0022
(7 I Testl @ @ ® ®
View All Icons fe2 @ ! ) .
Results 1 - 10 of 10. Subject: Test-2 x|
Event: Follow Up
(Form 3)
OpenClinica Portal Help Contact @ 200+2011 Akaza Research LLC and collaborators. |Ooccurrence#1 of 1 Jtwarranty. Versaon 3.11
nse GPLv2. 1. The program is free softwa| 03-Feb-2012 ify it under the OpenClinica Enterprise
!erms of the GNU Lesser General Public License versio| | Status : scheduled wre Foundation.
‘L:: Another Occurrence :
\
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ki

F———

/A
y A
"b Option 1 and Option 2 will ONLY display the ‘Event information’ followed by a table

of all the relevant CRFs that make up the study event/visit.

ETHOS : Test Site 1 (ETH_001) | Change Study,Site shasri (Clinical Research Coordinator) en | Log Out

OpenClinica’ ; - : - ;
E N -I- E R P R | S [ | Home | Subject Matrix | Add Subject | MNotes & Discrepancies | Tasks «

Report [ssue | Support [T ==la]

Alerts & Messages - |_
The study event with

definition "Enrolment

Enter or Validate Data for CRFs in Enrolment (Form 1) @ s

(Form 1)' and subject
‘Test-1' was created Edit Study Event
successfully.
Study Subject ID Test-1
Study Event Enrolment (Form 1)
il /A
Instructions hd |_ Location ! L
Study Subject 0ID S5_TEST1
Info v |_
Study Events - |_ Start Date 03-Feb-2011 ]
Study Events: (1) End Date/Time o
= Enrolment Subject Event Status scheduled
(Form 1) Last Updated by 0
Status: scheduled
Formi CRFs in this Study Event:
Sections1to 7 CRF Name Version Status Initial Data Entry |Double Data Entry | Agl
DASS21 Form1 Sections 1to7 1
(v0905)
DAS521 (v0905) 1 E
MINI (v0905)
Sections 9 to 13
Form1 Sections 9 to 13 3
Form1
Section 14 Form1 Section 14 2

View this subject's ecord — I bxit ]

Workflow - |

Study Event
Overview

I I
p’ | Data Entry | 2 ‘ Mark Event CRF Complete |

Then select the CRF section you want to start entering data on by clicking the ‘Enter Data’
icon next to the CRF section in the actions column.
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Option number 3 will display all the events/visits CRFs that make up ALL THE
SCHEDULED, DATA ENTRY NOT STARTED, DATA ENTRY STARTED and COMPLETED

CREF sections of a selected subject

OpenClinica
ENTERPRISE

Alerts & Messages

L]

ETHOS : Test Site 1 (ETH_001)

Change Study/Site

shasri (Clinical Research Coordinator) en | Log Out

| Home | Subject Matrix | Add Subject | Motes & Discrepancies | Tasks

ReportIssue | Support [T a]

"1

Site: Test Site 1
Start Date: N/A
End Date: MN/A
PI: Greg Dore

Protocol Verification /T
Approval Date:

Instructions v L
Other Info - |_
Study: ETHOS

RB

Icon Key

Statuses

Mot Started
Scheduled
o g
® Stopped
m Skipped
Completed

signed

Locked
Invalid

-L

View Subject: Test-2 @

[ Study Subject Record
B Events

[%Dage lof1

Event (Dccurrence
Number)

Follow Up (Farm 3) (1)

Treatment (Form 4)

Enrolment (Form 1)

Resource Usage (1)

Start
Date

03-Feb-
2012

05-Apr-
2011

04-Feb-
2011

03-Feb-
2011

Location Status | Actions CRFs (Name, Version, Status, Updated, Actions)

scheduled
data
entry

started
scheduled
scheduled

Form3 Sections 1to 7
Form 3 Sections 10 to 13
Form 3 Section 14
DASS21 (v0305)

MINI (v0305)

Form 4 Section 2
Form 4 Section 3
Form 4 Section 1

Form1 Sections 1to 7
DAS521 (v0905)
MINI (v0305)

Form1 Sections 9 to 13
Form1 Section 14

| Schedule New Event
1 A
2 P =
2 =
1
Folowp[7]
: 5]
:
1 {8 17-Feb-2012 =1
(shasri)
1
1
3
1 =

Resource Usage Form

@ Group

Then select the CRF section you want to start entering data on by clicking the ‘Enter Data’
icon next to the CRF section in the actions column.
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The data entry screen will now appear.

To move between data screens click on the tabs or select CRF section from the drop down
list.

B1002_SCREENING 4 (] 1002-61202-10
Jump tabs Drop-down
v CRFHea \ / navigation menu
| engibi..(0/11) | [ Demogra..(0/s) || Hepatit(0/12) | » || SelecttoJump |
Title: Section 1: Eligibility Checklist Eligibility Checkiist
Demographics

Page: ST GEECTIE () Heetis CDagnoss
Medical History - Psychiatric
Date of screening visit Medical History

HIV Disease Status

[ ID * M |Ciinical Examination

Serology
1. Inclusion Criteria Local Labs
. Central Laboratory
a) Male and female patients greater or equal to 16 years of age Concomitant medication

— Select One — (v |* @

b) Recent hepatitis C infection with an estimated duration of Infection less than or equal to 18 months

—SelectOne — o |* @

c) Adequate English to provide written, informed consent and to provide reliable responses to the study interview

(~Sekctone— " ™

d) Provision of written, informed consent

[soecione—9]" ™

2. Exclusion Criteria

Is the Individual considered by the study investigators to be unlikely to participate in intensive follow-up and/or unwilling to provide extra blood samples?
[Ssecione— " ™

3. Eligibility Criteria

a) Has the patient met the eligibility criteria to enter the study?

* P If No, patient is NOT ELIGIBLE please answer protocol exemption questions.

4. Early Acute Infection Substudy
Is the patient eligible to be enrolled in the early acute infection substudy?

— Select One — (w|* 1@

5. Data Linkage
Did the patient consent to data linkage?

[ sekectone - ] ™
ey L save N ea I8
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The CRF header will be collapsed by default.

You can view a CRF header information by clicking on the ‘CRF Header Info’ at the top left
corner of the data entry screen.

B1002_SCREENING 4 & 1002-61202-10

¥ CRF Header Info

Erngihi_{u,.fn}H Demogra..{0/5) || Hepatit...(0/12) | » || —Select to Jump — ||

Title: Section 1: Eligibility Checklist

Page: [ save N Bxt ____ JIN|

Diate of screening visit

| [ May

1. Inclusion Criteria

a) Male and female patients greater ar equal to 16 years of age

—SelectOne — |+ 1@

b) Recent hepatitis C infection with an estimated duration of Infection less than or equal to 18 months

—SelectOne — |+ 1

c) Adequate English to provide written, informed consent and to provide reliable responses to the study interview

—SelectOne — |+ 1

d) Provision of written, informed consent

—SelectOne — |+ 1

2. Exclusion Criteria
Is the Individual considered by the study investigators to be unlikely to partidpate in intensive follow-up andfor unwiling to provide extra blood samples?

— SelectOne — v |* M

3. Eligibility Criteria
a) Has the patient met the eligibility criteria to enter the study?

— Select One — v | ¥ M IfNo, patient is NOT ELIGIELE please answer protocol exemption questions.

4. Early Acute Infection Substudy
Is the patient eligible to be enrolled in the early acute infection substudy?

— SelectOne — w|* @

5. Data Linkage
Did the patient consent to data linkage?

—SelectOne — w|* P
Return to top [ save N Bat WS
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Once expanded, you can collapse the information box by click on the ‘CRF Header Info’ again.

B1002_SCREENING 4 & 1002-61202-10
= CRF Header Info
Event: Screening (02/11/2011) Sex: M
Age At Enrollment: M/a
Study: ATAHC II Date of Birth: %
Site:  N/A Person ID:

Discrepancy Notes on this CRF:

MNew Updated R Clozed Mot
= Applicable
0 0 0 1] 1]
Eligibi...[0/11) | | Demogra...[0/5) Hepatit...[0/12) - | — Select to Jump — v

Title: Section 1: Eligibility Checklist

Page: [ Save N Bdt

Date of screening visit

| =}

1. Inclusion Criteria

a) Male and female patients greater or equal to 16 years of age

— Select One — v |+ T

b) Recent hepatitis C infection with an estimated duration of Infection less than or equal to 18 months

— Select One — v |+ T

) Adequate English to provide written, informed consent and to provide reliable responses to the study interview

—Select One — w |* 18

d) Provision of written, informed consent

— SelectOne — w | T

2. Exclusion Criteria

While you are entering the data always have the ‘CRF Header info’ displayed to make sure
that you are;

- Entering the data for the correct patient ID
- Entering the data for the correct event

When a user is entering data into a CRF no other user will be able to access that CRF. Once
the user has exited the CRF other users may enter the CRF and enter data.
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Enter Data as required.

Any data field marked with ** means that this data is required.

Screening 4 @ 1002-61202-10

¥ (CRF Header Info

There are issue(s) with your submission. The data has NOT been saved. See below for details. L\\.,

* [Missing data in a required field.]

Erngibi_{o,f11}|| Demogra...(0/5) || Hepatit...(0/12) | > ||~ select to Jump — |

Title: Section 1: Eligibility Checklist

Page: [ save N Bdt

Date of screening visit

| [= s

1. Inclusion Criteria

a) Male and female patients greater or equal to 16 years of age

SR

b) Recent hepatitis C infection with an estimated duration of Infection less than or equal to 18 months

SER—

) Adeguate English to provide written, informed consent and to provide reliable responses to the study interview

SR

d) Provision of written, informed consent

SR

2. Exclusion Criteria
Is the Individual considered by the study investigators to be unlikely to participate in intensive follow-up and/or unwiling to provide extra blood samples?

E—

3. Eligibility Criteria
a) Has the patient met the eligibility criteria to enter the study?

* W If No, patient is NOT ELIGIELE please answer protocol exemption questions.

4. Early Acute Infection Substudy
Is the patient eligible to be enralled in the early acute infection substudy?

R

Always Save between screens by clicking on ‘Save’.

OpenClinica will only run the rules to check the data once ‘save’ has been pressed on the
CRF page.
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Data cleaning during data entry

Each study database in OpenClinica has been pre-programmed with validation rules to ensure
that the data being entered is consistent with the protocol and study design, is logical, is
consistent with data entered elsewhere in the database for that patient, is within expected
ranges and is clinically and scientifically meaningful.

These data checks ensure that the data is as error-free as possible.

These pre-programmed validation rules are only triggered when ‘SAVE’ is pressed for that
CRF page.

There is an order in which these rules will fire.
First OpenClinica will check for missing data on the CRF page. Then OpenClinica will check
that the data entered is within the expected range. Finally OpenClinica will check that the data

entered on that page is consistent with data entered on other pages, other CRFs and at other
visits.

iiks (1a) | || = Select b Jump -
Ellglhl...[ljh} SEECH 10 Jump \J

Title: Section 1: Eigibility Checklist

Baseline Visit Date Field marked with **’ — if this

=1 h filed leftblank or does not
= comply with expected values
then a manual query has to
Study Am be added to the field justifying
the reason for blank field or
failed validation rule before
EyTi moving on fo the next

e tab/section

foro0nt

Which arm il he patient e envoled nto?

Estimated Date of Infection

The estmated ateofpfecion canbe bt fom e Estimated duration ofinfection worsheet Wit | Field without the ***— if this
field fails the validation check
then the systemwill
automatically generate a
query that will need to be
addressed at a later stage
ey N € when the data becomes

- available

M,

Treatment Regime
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Depending on the type of pre-programmed rule the data item has failed, OpenClinica will
trigger one of two actions:

1) The site will be asked to amend the data item or justify the entry by adding a
discrepancy note. See ‘Notes and Discrepancies — Amend or Justify by adding a
flag/note’ for how to add a discrepancy note.

2) The site will be asked to amend the data item or press save to continue. A discrepancy
note will be automatically generated by OpenClinica if the site chooses to press save
rather than amend the data item. These discrepancies must be addressed at a later
stage (see ‘Discrepancy Management’ for instructions on how to respond to these
discrepancy notes after data entry).

A data field may have more than one validation rule associated with it.
Please read the discrepancy note carefully as it will instruct you on how to proceed to
the next tab/section of the CRF.
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Annotations

Annotations are comments provided by the site to explain a data item. Annotations should not
be used to explain data that has failed a validation check or is a blank field. These should only
be used if required to explain data that has not failed a validation check and only if the
explanation is needed to avoid future queries.

To enter an annotation click on the flag icon/discrepancy note next to the field that you wish to
comment about.

The following screen will appear.

"BL_VISIT" Properties:

Subject: 1002-61202-10 Event: BL

Event Date: 03/11/2011 CRF: G1002_BL_ELIG 1
Current Value: More:

Description:™

Detailed Mote;

Type:* Annotation w

Set to Status:®

When you click on the flag/discrepancy note during ‘Data entry mode’ the type of Discrepancy
note will automatically be ‘Annotation’

Only add an ‘Annotation’ note to explain the data.

TS

Do not enter actual data into an ‘Annotation’ note as this information
will not be analysed and therefore the data would be missed.
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Enter a description (e.g. Section name or number and Question name or number) into the
‘Description’ field.

Enter a detailed description of the additional information into the ‘Detailed Note’ field.

Then click I ELLTIE

ACCOM_3M: Add Discrepancy Note

"ACCOM_3M" Properties: |

Subject: 1002-61202-10 Event: BL
Event Date: 13/01/2012 CRF:  Behavourial Questionaire FU 2
Current Value: Mare: Data Dictionary
Add Note
Description:™ Additional information to Section A Q3
Detailed Note: In the past 3 months client also stayed at

hostel for 2 weeks

Type:™ ” Annotation N “

Set to Status:* | Mot Applicable |

The flag icon will then change to white to indicate that additional information has been added
to the field.

m| > |J—5'BIBCH|:I Jump — v“ %

Title: Section 1: Eligibility Checklist

Page: 0 mark crF complet= (TN EEENCTHEED &)

Baseline Visit Date
| <D

Study Arm
Which arm will the patient be enrolled into?

—Select One— [v|* 19

Estimated Date of Infection
The estimated date of infection can be obtained from the "Estimated duration of infection’ worksheet within the "Enrolment Tracker' spreadsheet.
| @™
Return to top O mark crr complet= (IIESTNINED ECTEEED
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Notes & Discrepancies Descriptions

A Discrepancy Note has four key components;

1. Description — enter the Section and Question number of which the note is being
created. If the Section number or Question number is not available please use the
name of the item.

2. Detailed note- enter the detailed issue about the particular item of the CRF

Type- site users must always use ‘Failed Validation Check’

4. Set to Status- site users must always use either ‘New’ or Resolution Proposed’

w

Notes & Discrepancies — Amend or Justify by adding a flag/note

The site can choose to either amend the data into the field and press save or click on the flag
icon next to the blank field and a discrepancy note will appear.

When adding a flag/discrepancy note site user can either:

1. Leave the Failed validation check status as ‘New’ by only completing the ‘Description’ and
‘Detailed note’ about the field then click ‘Submit’

"HCV_QUAL" Properties:

Subject: 1002-61202-10 Event: BL

Event Date: 03/11/2011 CRF:  Visit

Current Value: More:

Description:* Local Lab Serology_HCW RNA Result
Detailed Note: Awaiting for the ordered blood resutts- will

enter the reauita once became available

Type:™ Failed Walidation Check W

Set to Status:® Hew w

© Kirby Institute
OpenClinica User Manual, Version 2.0 dated 22JUNE2012 Page 39 of 57



This flag will remain ‘Red’ until you address the discrepancy, update the data item in the eCRF
(if possible) and change the status to ‘Resolution Proposed’.

2. Propose a resolution by setting the status to ‘Resolution Proposed’. In this note you need
to complete the ‘Description’ with the CRF section and question number and the details of
the proposed resolution or an explanation into ‘Detailed Note’ section and then click
‘Submit’.

"ACCOM_3M" Properties:

Subject: 1002-61202-10 Event: BL

Event Date: 21/11/2011 CRF:  Behavourial Questionaire FU 2
Current Value: Mare:

Description:* Section A_ Question 4

Detailed Note: Participant stated that he lives at Hostel and

Caravan. Pleaze ﬂd'-.'il:E.l

YpE" Failed Validation Check v

Set to Status:” Resolution Proposed -

This flag will appear ‘Green’ and the Kirby Institute Data Manager will then review your
proposed resolution and action.

If more information is required then the Kirby Institute Data Manager will change the status to
‘Updated’ (yellow flag). The Site Coordinator then needs to provide more details.

If the proposed resolution is sufficient to close the discrepancy note then the Kirby Institute
Data Manager will change the status to ‘Closed’ and the Flag colour will change to ‘Black’.

If the proposed resolution requires data to be entered into the CRF then the Kirby Institute
Data Manager will enter the data into the CRF as provided in the Detailed Note by the site and
change the status to ‘Closed’ and the Flag colour will change to ‘Black’.
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Eligibi..(24) | ¥ |~ Sekctlodump- ¥ .
l If you have NOT addressed the

Title: Section 1: Eligibility Checklist queryi.e., NOT proposeda
resolution then the flag will turn

fromblue to red which means
o D METINND I cmonw o ooy i

Coordinator at a later stage when
Baseline Visit Date the data becomes available

Study Arm If you have addressed the query

i.e., proposed a resolution then
Which arm wil the patient be enrolled into? the flag will turn from blue to
R green_ Then the Kirby Institute
- Select One - ¥ Data Manager or Study

Coordinator will review the green

Estimated Date of Infection flags and ‘update’ if more

The estimated date ofinfection can be bt Estimated dugefion ofnfection| Information are required fo close
of the query (flag will turn from

greenfto yellow). Or Close off the

query (flag will turn fromgreen to

black _
D Mark CRF Complete *_ -ﬂ- |
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Discrepancy Management

Types of Discrepancy notes

OpenClinica has an online discrepancy management system.

There are four different types of Notes and Discrepancies:

1. Annotations

Annotations are comments provided to explain a piece of data. These can be entered at any
time by the site to provide an additonal explanation for data entered. To do this click on the
blue flag next to the data item to be commented on and enter the information into the
discrepancy window. Click submit to continue.

2. Failed Validation Check

Failed Validation Checks are queries generated by the database because the data entered
fails one of the programmed data checks or queries added by the data entry personnel
because data is not available at the time of data entry.

3. Reason for change

Reason for change is an explanation justifying why a data item was changed after a CRF has
been ‘Marked as Complete’.

4. Query

Query is a question usually entered by the The Kirby Institute to query a particular data item.

Qe
M When creating a Discrepancy Note the site user can only use note types
‘Annotation’ or ‘Failed Validation Check’.
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Navigating Notes and Discrepancy module
There are two different ways that you can access the Notes & Discrepancies module.

1) Click on ‘Notes and Discrepancies’ in the navigation bar
2) Select ‘Notes and Discrepancies’ from a Tasks list

- - ETHOS : Test Site 1 (ETH_001) | Change Study/Site shasri (Clinical Research Coordinator) en | Log O

OpenClinica —
ARTTTTTERR| Home | Subiect Matrix | Add Subject | Notes & Discrepandies | Tegks ¥ Repartlssue | Support  EFNCET=TTRNN (Go

) - | Data ‘r
Alerts & Messages -~ Wel to ETHOS Subject Matrix Schedule Event
Welcome to OpenClinica, eéicome to @ Add Subject View Events
Sharmila Siriragavan. Notes & Discrepancies Assigned to Me: 0 Import Data
You last logged in on 31-
Jan-2012. Other ‘

Update Profile Log Out ]
Subject Matrix
15 ¥ | Show More | Select An Event M| Add New Subject

Instructions = Study Subject 1D Enrolmmt(Fonn 1) | Follow Up (Form 3) | Treatment (Form 4) l.osttorolowUp(ronnS)
If needed you may change Apoly Filter Clear Filter
the studyjsite or request . _
access to a new study with 0905-61220-0010 ) (5] (N (5] (]
et 0905-61221-0001  (3) ) @ %) @
Other Info = 0905-61222-0001 07] @ [N @®
Study: ETHOS 0905-61222-0002 {3} N @ @ @
Site: Test Ste 1 0905-61222-0003 () @ @ @ @
Start Date: N/A 0905-61222-0004 () N @y, @ ]
End Date: NJA Results 1 - 6 of 6.
PL: GregDore
Protocol Verification/IRB
Approval Date:

The patients with discrepancies will be listed in the Notes and Discrepancies module. The
flags indicate the status of the discrepancy and the study event with which it is associated.

You can view a summary of all the discrepancies by clicking on the “show summary statisitcs”
at the left top corner of the list.

© Kirby Institute
OpenClinica User Manual, Version 2.0 dated 22JUNE2012 Page 44 of 57



Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks ~ e | Support [Ga)

,J- Notes and Discrepancies ®

B Hide summary statistics %
4 Query Failed Validation Check  Reason for Change  Annotation Total
New
- 373 - - 373
™
Updated = _ _ _
o
Resolution Proposed 1 4 7 7 5
)
(Closed . . . . .
| L]
| |norappicable ~ B B B .
o
Total 1 377 - 9 387

| showmore [0

Apply Filter
\ I I I \ I ! I I I ! ] Aot i
552 Failed ™ new VHCRP100Z 34 34 Screening  J1002_Behavioural_QU BHG_DOB SCR_BHQ_DOBZ ()
Validation Question 1: Yes
— Check

was answered to
this questionnaire
being completed
therefore please
complate this
question or press

save and a
discrepancy note
will be logged.
552 Failed ™ pew VHCRP1002 30 30 Scresning  B1002_SCREENING HCV_QLDT 15/08/2011 SCR_HCV_QLDT3 ()
Validation HCW RNA

Check qualitative date :

date should not be
prior to visit date.
Please review and
amend or press
save and a
discrepancy note
will be logged.
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Sorting Notes and Discrepancies

From the Notes and Discrepancies list there are few filtering/sorting options which can be
done:

Most commonly used options;

- Search by patient ID
o Type the patient ID that you wish to search into the grey shaded field under the
‘Study Subject ID’ and press ‘Enter’. This action will display all the notes and
discrepancies for that particular patient

- Filter by notes and discrepancies Type
o Place the mouse over the grey shaded area under ‘Type’ then left click to show
the notes and discrepacny type then click on the desired type you wish to filter.

LA Sites only need to review ‘Failed validation check’ and ‘Query’ notes and
discrepancies types.

- Filter by Resolution Status
o Place the mouse over the grey shaded area under ‘Resolution Status’ then left
click to show the resolution status then click on the desired status you wish to
filter.

LA Sites only need to review Red (new) and Yellow (update) flagged queries.
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Other Options:

Search by Days Open
o Type the number of days that the discrepancy note has been open that you
wish to search into the grey shaded field under the ‘Days Open’. This action will
display all the notes and discrepancies for the entered number of days opened.

Search by Days since updated
o Type the number of days that you wish to search into the grey shaded field
under the ‘Days Since Updated’. This action will display all the notes and
discrepancy for the entered number of days updated.

Search by Event name
o Type the event name that you wish to search into the grey shaded field under
the ‘Event Name'. This action will display all the notes and discrepancy for that
particular event name

Search by CRF
o Type the CRF that you wish to search into the grey shaded field under the
‘CRF. This action will display all the notes and discrepancy for that particular
CRF

Search by Assigned user
o Type the user name that you wish to search into the grey shaded field under
the ‘Assigned User’. This action will display all the notes and discrepancies
were assigned to that particular user
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Viewing Notes and Discrepancies
Once you have filtered/sorted your notes and discrepacny list then you can either;

- View the discrepancy note
o By clicking on the icon under action column. This action will ONLY display
the discrepancy note without opening the CRF but will allow the user to update
the thread from the “ View”.

- View the discrepancy note within the record
o By clicking on the icon under action column. This action will not only
display the discrepancy note but also navigate to the CRF page where the
discrepancy was logged

ETHOS : Test Site 1 (ETH_001) | Change Study/Site shasri (Data Entry Person) en | Log Out

Home | SubjectMatrix | AddSubject | Notes & Discrepancies | Tasks = Report lssue | Support @

Notes and Discrepancies ®

[ Hide summary statistics

Query Failed Validation Check  Reason for Change  Annotation Total
New l 12 - - 13
Updated fo 2 - - 2
Resolution Proposed 9 - ~ %9
Closed ] -
liot Applicable fo 2 57 5
Total - 233 2 57 292

nm 1SE Show Mare ﬂ

T st e ottt 5oty e sgtoms

Apply Filter
Clear Filter
0905-51221-  Falled M New ETH_001 0 3 Resource  Resource RU_VISIT_REASON_6b RUF51Q3_6BRREVQU ()
0001 Validation Usage Usage Question 3: As
Check Form 'Review of HCV
treatment side
effects’ was ticked
please answer 'Was
a referral for side
effects made?'
0905-61221-  Failed P Resolution  ETH_001 1 kil Resource  Resource RU_VISIT_REASON_6a RUFS1Q3_BAPREVQU () n@’
0001 Validation Proposed Usage Usage Question 3: As
Check Farm 'Review of HCV
treatment side
effects' was ticked
please answer 'Was
medication for side
effects prescribed?’
0905-51221-  Falled M New ETH_001 0 3 Resource  Resource RU_VISIT_REASON 4a RUF51Q3_4APREVQU () B
0001 Validation Uszage Usage Question 3: As HCV
Check Farm related

education/counselling
and/or support’' was

When selecting the Notes thru Notes and Discrepancies module will only allow the
user to edit the NOTES only. It will NOT allow the user to edit and save any chages in the
actual field within the CRF.
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Responding to a query

Once a discrepancy has been created, the Note Type cannot be changed. The site user must
respond to the discrepancy and propose a resolution by pressing ‘Propose resolution’. The
site’s response will be added to the Note thread.

R
! =

Please DO NOT select ‘Update Note’ when providing a resolution.

F1_DEMO_JIC_6M: Notes and Discrepancies

"F1_DEMO_JIC_6M" Properties: |
Subject: 0905-61221-0001 Event: Enrolment (Form 1)
Ewvent Date: 17-Jan-2011 CRF: Forml Sections 1 to 7
Current Value: More: Data Dictionary
Audit History
Note Details
2 P905F1S2Q15YESNO Question 15: Qu 14 is yes therefore this field must
be completed
Last updated: 17-Jan-2012 by shasri
Assigned to: ()
ID: 15 Type: Failed Validation Current Status: New # of Notes: 1
Check
POOSF152Q15YESND Question 15: Qu 14 is yes Status: New 17-1an-2012 by shasri
therefore this field must be completed
Update Note Propose Resolution

Begin New Thread

Audit History

(Mo chanages have been made to this data point since it was initially entered on 17-Jan-2012.)
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Discrepancies can be responded to in two ways:

1) Subject Matrix Module:

Correct the data by changing it on the CRF and respond to the discrepancy by
providing a description and detailed comment or reason for change

2) Notes and Discrepancy Module:

Respond to the discrepancy by providing a comment or clarification. This should only
be done when the data entered is correct.

R

Selecting a note through the Notes and Discrepancies module, will only
display the CRF in view mode NOT edit mode hence, the field item in the CRF cannot
be updated and saved

Responding to the Notes and Discrepancies through the Subject Matrix Module

To change a data item as a result of a discrepancy you must not only enter the new data in
the appropriate field but also enter the information into the Discrepancy Note and change the
status of the note to ‘Resolution Proposed’. See ‘Entering Data’.

To respond to a note and edit and save the correct value in the CRF, first you must select the
CREF section through the subject matrix module. Then click on the ‘Enter data’ icon.

ETHOS : Test Site 1 (ETH_001) Change Study/Site shasri (Clinical Research C

OpenClinica Reportissue | Support CTTETTEINN (o0

Alerts & Messages -

Your data has been ®
saved. You may continue
entering[editing data m
now or return at a later Edit Study Event
time.
Study Subject ID 0905-51222-0001
Study Event Enrolment (Form 1)
i MN/A
Instructions v Location i/ e
Study Subject OID 55_09056122_ 6999
Info v
Study Events = Start Date 18-Jan-2011 ]
Study Events: (4) End Date/Time 18-Jan-2011 ]
E Resource Subject Event Status data entry started
Usage Last Updated by shasri (19-Feb-2012)

EEnrolment

(Form 1) CRFs in this Study Event:
Status: data entry CRF Name Version|Status Initial Data Double Data Actions
started Entry Entry
DAS521 Form1 Section 14 2 I@ - B,
{v0905) 1 = =
) () 2 K& ]
Form1 Sections DASS21 {vD305) ! shasri nfa A =]
1to71 Form1 Sections 1to 7 |1 shasri nfa @
M MInT (vos0s) 1 MINI (v0905) 1 shasri nfa = =
Form1 Sections FormlSectons 9to |3 shasri nfa @ =
9t 133 13
Ll EECTTETTTT | ST
Section 14 Sub =
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Once you have identified the CRF follow the instructions below;
1) Select the data item with the discrepancy note (RED or YELLOW flag)

2) View the notes to see the previous updates made by OpenClinica or by the Kirby
Institute Data Manager or Study monitor.

3) Click ‘Propose Resolution’ and complete all the necessary fields as appropriate, then
click on ‘Submit’ or ‘Submit & Exit’

4) Change the CRF item as appropriately as instructed by the Data Manager or Study
monitor or correct information as exactly on the subject’s source documents.

5) Then press ‘Save’ in the CRF to update the changes.

A QUKL T ? &
: DASS_1: Notes and Discrepancies
. ] Suggested Stes & Web Slice Gallery v
"DASS_1" Properties:
DASS1 (v0905) 1 0 Subject: ~ 0905-61222-0001 Event: Enrolment (Form 1)
(V ) L EvJﬂtDate: 19-Jan-2011 (R DASS21(v0905)
Current Valse: More: D
v (RF Header Info
Note Details
. - View the Notes
Title: DASS 21 o DASS21-01 v / Last updated: 19-Feb-2012 by shasri
Instructons: Please read each statem nunber which indicates how hsipedt: {
degree, or some of the tme Then Click ‘Save’ odpartod| | m: 1501 Type: Failed Validationy’ | Curent Status: Updated | #of Notes: 3
the two. I patient has dr . 1 3espor Check
response, Add an annota inthe eCRF
DASS21-Q1 Status: New 19eb-2012 by shasri
Page 0 ko oo (ETD (T [Missing datain  requred fild)
L Houndithard o ind o DASS21-Q1 SatsRestonPogosed | 197D W 2by st
Enterthedatain | )0 00050 i ™ | Poricpetscced 1203 Q1
4 the appropriate ofmy nouth - Data convention can be applied for Q1 Status: Updated 19-eb-2012by shasr
field Click on the Red
] Please enter the response as 2 for thi item
U001 or Yellow Flag in
te Note Propose Resolution
3, I couldn't seem to experience any posititve the eCRF [ _
000102020 rfamation” Respond below to Updat Resolve Close this Discrepancy Note:
J0® 102030 noinformation 3 Proposea
4, experienced reatring ity (eg excessvelyrapd breathing breatlessess | | Descton:” DASS21-01 resolutionand
O Bt _ Click ‘Submit or
00®102030 noinformation Detaled Note: Respgsghaqbggnumgd A ‘Submit & Exit
5.1 found if difficult to work up the infiative to do things
000102030 norfumaton” N v
. I tendd o over-react to sitations et toStats:” ResofonProose .
000102030 noinformah’on""
e et o) T &I
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Responding to Notes and Discrepancies through Notes and Discrepancies
Module

To respond to the discrepancy note click on one of the options described above in the section
‘Viewing Notes and Discrepancies’ (View the discrepancy note or View the discrepancy note
within the record).

NEW_NDLE: Notes and Discrepancies

"MEW_NDLE" Properties: |
Subject: Barbara Event: BL
Event Date: 28/10/2011 CRF: I1002_Behavioural _FUQU
Current Value: 1 Maore: Data Dictionary
Audit History
Note Details

5 V_NEW_NDLE2 Question 8: Injected in the last month was not selected,
however this field was completed. Please review and delete, amend or press

save and a discrepancy note will be logged.
Last updated: 31/10/2011 by byeung

Assigned to: ()

ID: 1169 Type: Failed Validation Current Status: New # of Motes: 1
Check

31/10/2011 by byeung

(L e ’

V_MNEW_NDLE2 Question 8: Injected in the last month Status: Mew
was not selected, however this field was completed.

Please review and delete, amend or press save and

a discrepancy note will be logged.

Update Note

Begin New Thread

Audit History
Audit Event Date/Time of Server User Value Type 0Old MNew
Item data value updated 31/10/2011 15:58:13 byeung |MEW_MDLE 1

Item data status changed 31/10/2011 15:58:13 byeung |MEW_MDLE available  |unavailable

Then click on =i iiy

Also from the discrepancy note, the user can see the Audit history of the field.
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PREG_DT: Notes and Discrepancies

"PREG_DT" Properties:

Subject: Sharmila Event: BL
Event Date: 30/09/2011 CRF: Visit
Current Value: 12f12/2012 More: Data Dictionary

Audit History

Note Details

= LAB_PREG_ DT Pret]](na ncy test date: Date should not be in the future or
greater than one week post visit date. Please review and amend or press save

and a discrepancy note will be logged.
Last updated: 05/10/2011 by shasri
Assigned to: ()

ID: BDG Type: Failed Validation Current Status: New # of Notes: 1
Check
LAB_PREG_DT Pregnancy test date: Date should not Status: New 05/10/2011 by shasri

be in the future or greater than one week post visit
date. Please review and amend or press save and a
discrepancy note will be logged.

Update Note Propose Resolution

Respond below to Update ResolveClose this Discrepancy Mote: 6] x |
Description: Local Lab_Pregnancy test date
Detailed Mote: Date entered in error; correct date is
10M1062010]
Set to Status: * Resolution Proposed v |

[ Submit  JI  Submits bt

Enter the description (e.g. Section name or number and Question name or number) and
detailed note (e.g. correct value or explanation for not providing the data) then click either
‘submit’ or ‘submit & exit’.

Submit action will display the edited notes and discrepancies. Submit & Exit action will update
and close the note and discrepancy.

Once the resolution has been proposed by the site the Kirby Institute Study Coordinator/ Data
Manager will review the proposed resolution and if there is any additional information required
will change it to ‘updated’. If resolved it will be changed to ‘Closed’ by the Kirby Institute Data
Manager.
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Marking a CRF Complete

On the last page of each CRF will be a box labelled ‘Mark CRF Complete. This box is used to
indicate that data entry is complete and the data is ready for source verification by the Kirby
Institute Study Coordinator/ or Study monitor. This box should only be checked upon
instruction from the Kirby Institute.

Marking a CRF as signed

The Investigator at your site is the only person who can mark the CRF as being signed once
he/she has reviewed the CRFs and believes them to be complete and accurate.

The CRFs should only be signed once all the information and discrepancies have been
completed and The Kirby Institute Study Coordinator has advised your Investigator to do so.
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Removing a Subject or Changing Subject Identifiers

Occasionally errors are made and in the event that you incorrectly enrol a subject you must
contact your Kirby Institute Study Coordinator.

As a site research nurse you do not have access to remove subjects or change subjects
enrolment details such as the subject identifier, gender, date of birth, enrolment date.

If you require any of these items changed you should open the Study subject record and add a
discrepancy note to the appropriate field that requires change.

Study Subject ID
Secondary ID
01D

Status

Study Name

Sharmila Person

Date of Birth P9

"Date of Birth" Properties:

Subject:
Event Date:
Current Value:

Description:

Detailed Mote:

Type:*

Set to Status:™

© Kirby Institute

S5_SHARMILA Sex P
available Enrollment Date
ATAHC II Site Name
Event: NfA
21/11/2011 CRF:  M/A
Maore:  HNJA

Subject detail DOB

DOB was entered in error; please change the
DOB to 161115980

| Failed Walidation Check W |

| Re=olution Proposed b |

OpenClinica User Manual, Version 2.0 dated 22JUNE2012

Female

15/09/2010

Page 55 of 57



Getting Help
You can get help from various places in OpenClinica.

Many items in OpenClinica will have a ‘?’ symbol next to them. Clicking on “?” will take you to
the OpencClinica Online associated with that item.

Clicking on ‘Report Issue’ will allow you submit details of a problem to the software company

Clicking on ‘Support’ will take you to details of the software company’s support packages.

LU

For the fastest and most reliable support email your KIRBY INSTITUTE Study
Coordinator/Data Manager with your question or problem

(= OpenClinica - Windows Internet Explorer

—
@‘J\v [ heps193.171.101 531000 v+l x |2+

fle > @cConvert - [select

Google -‘] Search =< ]+ &3+ g~ | @sharev B~ [ sicewd - #PCheck + 53 Translate + ] auoFil + 4 - () sig
Lo 4 s | D BB - e G

HITS i : St. Vincent's Hospital Sydney (51202) | Chifffe stugysite
.,UEED,»GI R vome | Subject Matrix | Add Subject | Mo =& Discrepancies | Tasks ~

Study Events - (B et study Ever
Study Events: (1) Study Subject ID 02016120201
Study Event Baseline
Location 51202 P
Study Subject 01D 55_09016120
Start Date 24-Feb-2010 L]
End Date/Time L
Subject Event Status data entry started
Last Updated by agilman (25-Feb-2010)
CRFs in this Study Event:
CRF Name Version Status  Initial Data Entry Double Data Entry Actions
0sa1_eL1 vio agilman na

View tus subjects Record I e ]

Workflow -

© 0032005 2

(3 @ mnemet Fj00% v
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Internet Explorer (IE) Trouble shooting

If the site is using Internet Explorer version 8 (IE8) the compatibility view mode should be set
and the "Automatically recover from page layout errors with Compatibility View” should be
unchecked to prevent data being changed by IE during data entry where xml rules are
running.

To do this, open IE8, From Tools menu-> Internet Options> Advanced> Browsing> uncheck
"Automatically recover from page layout errors with Compatibility View."

| General I Security | Privacy | Content | Connections | Programs | Advanced [

Settings

®
[] Always expand ALT text for images
[] Enable Caret Browsing for new windows and tabs
[] Move system caret with focus/selection changes
[] Reset text size to medium for new windows and tabs
Reset text size to medium while zooming™
[] Reset zoom level for new windows and tabs
j Browsing
Automatically recover from page layout errors with Compa’
[] Close unused folders in History and Favorites™®
Disable script debugging (Internet Explarer)
Disable script debugging (Other)
[ | Display a notification about every script error

[¥] Display Accelerator button on selection
4 1l | P

m | »

*Takes effect after you restart Internet Explorer

Restore advanced settings
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