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Preface

This manual describes the main activities of the Investigator-role in OpenClinica 3.4.x: Entering data,
Handling Discrepancies and Signing Subjects.

To use this manual an account with the role of Investigator is the only requirement.

Please contact us for other manuals for the roles of Clinical Research Coordinator or Monitor or if you
would like a tailor-made manual, based on this one.

Gerben Rienk Visser

GerbenRienk@trialdatasolutions.com

The manual is a distributed under the Creative Commons Attribution-ShareAlike 3.0 Unported License.
This means you are free to copy, distribute and transmit the work, and to adapt the work under the
following conditions:

1 you must attribute the work in the manner specified by the author (but not in any way that suggests
that they endorse you or your use of the work.); please contact us for details

2 if you alter, transform, or build upon this work, you may distribute the resulting work only under the
same, similar or a compatible license.
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1 Choosing your browser and starting

To use OpenClinica you need a browser. You can use
Firefox (Mozilla) version 3 or higher, or Microsoft
Internet Explorer version 7 or higher.

p

Launch Internet
Explorer Browser

You can not use Chrome (Google) or Safari (Mac),
because these programs are not compatible with
OpenClinica. Mozilla Firefox

Furthermore your browser must be set up to execute A
Java-script. ==

=5

In FirefOX you can CheCk th|S by CIiCking the menu- Tab; Content Applica;ions Privacy Sécurity Advanced

)

option “Tools”-"Options”. In the window that opens,
click on the tab “Content” and make sure “Enable
JavaScript” is checked.

[ lock pop-up windows

]

Load images automatically

[9] Enable JavaScript

Fonts & Colors

Default font: | Times New Roman

Choose your preferred language for displaying pages

Languages

ok | [ Cancel | [ Help

In Internet Explorer you can check if Java-script is enabled by clicking menu option “Tools”, “Internet
options”. In the window that opens click on tab “Security”. Then you click “Custom Level ...” Scroll
down to “Scripting” and check if “Active Scripting” is set to “Enable”.

- 2 ; P
Internet Options L Security Settings - Internet Zone
General | Security | Privacy | Content | Connections | Programs | Advanced Settings
|| Websites in less privileged web content zone can navigate in A
Select a zone to view or change security settings. O Disable
Y 2 @ Enable
y O Prompt
0 oA 4 @ IR
} &) scripting
Internet Localintranet Trusted sites  Restricted = . .
Stes | Active scripting
O Disable
Internet = @ Enable
@ This zotnﬂe‘ is fulr {nsarnit wheeizytez, = | () Prompt
except those listed in trusted an &
Festictad s, | Allow Programmatic dipboard access
O Disable
; . O Enable
Security level for this zone @® Prompt
Allowed levels for this zone: Medium to High ] Allow status bar updates via script
Medium-high @® Disable N
- Appropriate for most websites | () Enshla
- Prompts before downloading potentially unsafe i€ 2
content *Takes effect after you've restarted your computer
~Unsigned ActiveX controls il not be downloaded FoLYe T A o n e =
Reset custom settings
Enable Protected Mode (requires restarting Internet Explorer) Resetto: | Mecium-high (defoult) = Reset...

Custom level...

Reset all zones to default level II] Cancel

OK Cancel Apply
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2 Loggingin

To start OpenClinica, type in the address you've been given. You will automatically be routed to
https://www.trialdatasolutions.com/OpenClinica/pages/login/login;jsessionid = and the login-screen
appears.

You can log in with the user name and password that e 2 e
have been sent to you by mail. Click on button Login. Open Source for Clinic

Login Ab1

User Name
sberding

Password

3 Changing your password on first time log-in

Because this is the first time you log in to OpenClinica, you will be asked to change your password. In
the form that opens, “Reset password”, you are asked to once more type in the password you've been
given, Old Password. In the next input you type your new password, directly followed by the same
password, New Password and Confirm New Password.

* indicates required field.

Old Password: | ®*®®®®®** x

New Password: | ®*®®®®*** =

Confirm New Password: | ®®®®®*®®e® Z
Password Challenge Question: | Favorite Color E} x

Password Challenge Answer: | Blauw|

After that you must choose a question plus the answer to that question. These will be used in case you
have lost your password and have to request a new one. For example: Password Challenge
Question you choose Favorite Color, with Password Challenge Answer blue.
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4 Logging out sberding (Investigator) en | Log Out

When you're finished with data-entry you must log out. This
prevents unauthorized persons from viewing or changing
data. You log out by clicking Log Out in the upper right
corner of the screen.

221+ |Study Subject ID

5 Changing your password

Site sberding (Investigator) en | Log Qut

Report Issue | Support

Submit Data -
Subject Matrix Schedule Event
'@ Add Subject View Events
Notes & Discrepancies Import Data
Extract Data
View Datasets Create Dataset
id Il Other
l Update Profile Log Out
|

You can change your password any time by clicking on menu option Tasks and then choosing
Update Profile.
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Change User Profile ®
Opendlinica is currently being displayed in the English language.

*indicates required field.

First Name: | Sam , =

Last Name: | Berding | =

Email: | Sberding@gcp-service.com ] =

Institutional Affiliation: | Investigator | =
Default Active Study: | Bremen Zli

L

Password Challenge Question: | Favorite Animal

Password Challenge Answer: | Blue g

Old Password: | ®*e®eeess | oz

New Password: | ®®e®e®eee )

(leave it blank if you don't want to change password)

Confirm New Password: | et l

Phone: | 0649321 11 ] =

Confirm Profile Changes Cancel

The form “Change User Profile” appears, allowing you to change data about your account. All fields
with an asterisk * are required. This means you must provide a telephone number for Phone. Of
course this can be any number. To save the changes you must provide your password, even if you
have only changed for example your email. In that case you can leave field New Password blank.
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After clicking button Confirm 3 -
Profile Changes, the screen Confirm User Profile U pd ates
“Confirm User Profile Updates”

opens. Check your account-

data one more time and click First Name: Sam

button Update Profile. In the

: Berdi
left column of the screen the LastNaime Sty
message “Your profile has Emaik sberding@gcp-service.com
been updated successfully”
appears. Institutional Affiliation: Investigator
Default Active Study: Bremen

Password Challenge Question: Favorite Animal
Password Challenge Answer: | Blue

Phone: 0649 321 11

6 When you've lost your password

When you've lost your password you can request a reset of the password. A new, random password
will be sent to the email-address you provided in your account-data. You request this new password by
clicking Forgot Password? in the log in screen. The form “Request Password Form” opens.

Type in User Name your user-name and in Email the email address, as used in OpenClinica. Then
you select the Password Challenge Question and give your Password Challenge Answer. Click
button Submit Password Request and after a few minutes a mail will be sent to you with the new
password. After logging in with this new password, you must change it immediately, just as when you
log in for the first time.

Request Password Form

You must have a valid OpenClinica user account to receive a password. Please fill out all the fields in the following form.
OpenClinica will use the e-mail address assodated with your account to send you the password. If you still have questions, please
contact your OpenClinica Administrator for help.

All fields are required.

User Name : | sberding
Email: | sberding@gcp-service.com
Password Challenge Question: | Favorite Animal

Password Challenge Answer: | Blue

[ Submit Password Request il __ Cancel ]
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7 Change Study/Site

When you log in to OpenClinica, your active study will be the study you last worked on. If you are

assigned to more than one study, you can change to another study, by using the link Change
Study/Site.

You see in the upper-left corner the active Study =
“GCP-Service training study”. If you want to i
change to study “Tolram Study” you click the
radio-button and then click the button Change  Your current active study is Bremen, with a role of Investigator.
Study. The screen “Confirm Changing Study”

opens and here you click on Confirm. Please choose a study in the following list:

3

P, -~ V “ Tt Chricdy
inge Your Current Study @

r\)

' Bortezomib Study (Study Director)
GCP-Service training study

' Bremen (Investigator)

Tolram Study

' Amsterdam (Investigator)

In the left column you see under Alerts &
Messages “Your current active study has been
changed succesfully”.

Alerts & Messages =

Your current active study

has been changed Notes & Discrepancies Assigned to Me: 0
successfully.

Another option is when you have rights to a Study as a whole, so to all the sites, for example the
Bortezomib Study.

8 Your “Home” in OpenClinica

After you've logged in successfully your “Home”-screen opens. This screen has links to your main
activities in OpenClinica. In your case these are “Notes and Discrepancies Assigned to Me” and the
so-called “Subject Matrix”. We will come back to these in 16 and in 10 .
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a

9 Adding Study Subjects

GCP Service training study : Bremen (TDS0004: Site B) Change Stud

v/Site

Home | Subject Matrix | Add Subject | Notes & Discrepancies | Tasks v
: | Submit Data

Subject Matrix

— Welcome to GCP-Service training study @ Add Subject

Notes & Discrepancies Assigned to Me: 0

Subject Matrix

15 _J More || Select An Event _J

Notes & Discrepancies
| Extract Data

View Datasets

--.J'

When you start entering data, the first thing you must do is add study subjects. This can be done in

three ways:

1. By using the link Add New Subject, in the upper right corner of the Subject matrix

2. By using the menu

-option Add Subject

3. By clicking the menu “Tasks”-"Submit Data”-"Add Subject”

When you choose one of the above the screen Add Subject opens. Here you provide the Study
Subject ID, the Secondary ID, Date of Enrollment and Gender. Type in the following:

*indicates required field.

Study Subject ID:

Date of Enrollment for Study' GCP-Service 5 Jun-2011

Secondary ID

training study ' : e ‘
— — ? Ju 2011 x
Sex: | -Select- _:J\ P ::'da
—— «, <y 3 >y »,
wk |Sun Mon Tue Wed Thu Fri Sat

21
In Study Subject ID you provide the ID that is used to identify the study participant.

1 2 2 A

In Secondary ID you can type anything you want. This secondary ID can be used to find a Study
Subject quicker. It is absolutely not allowed to use this field for data that can be used to identify
someone, so No name, no social security number, no hospital ID, etc.

For Date of Enrollment you type in the date as two digits for the day, the first three letters of the month
and four digits for the year, separated with dashes. You can also use the date picker, by clicking the
calendar-icon. This opens a calendar-utility. Choose a date by scrolling to it and double-clicking it, or

by selecting it and clicking

“Select date”.

After reviewing the data you click one of the three Save-buttons. Make sure the data are correct before
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Study or saving them, because you can not change them afterward. If you've made a mistake, you
must contact the Study-coordinator who can change it.

If you've added a Subiject by clicking the link Add New Subject in the Subject Matrix, you also get the
input fields described above and furthermore the option to add a Study Event. You do not have to do it
at this stage. Adding Events will discussed in 11 .

10 Choosing a subject; a shortcut; the Subject Matrix;
filtering and sorting

If you have many Subjects in your Study or Site, there are three ways to find them quickly.

First of all you can use the input field in the upper right corner
with “Study Subject ID” in it and a button labeled “Go” to the
right of it. If you know the Study Id of a subject, type it here S s
and click Go. The Subject Matrix appears with the Events of [+ 2+ 3]31 |Go
this Subject. For example you want to enter data for Subject :

TFO031. You type “31” in the input field and click “Go”.

In the Subject Matrix that appears you see that under the .
header of the first column, labeled “Study Subject ID” =
your “31” is displayed and that all Events for “TF031” are

in the matrix.

This brings us to the second way the quickly find Subject:

by using filters in the Subject Matrix. You've already seen =500
one example: filtering on Study Subject ID. You do this by 34
typing in the input field directly under “Study Subject ID” a

part of the ID your looking for and then clicking Apply TNeN1s
Filter. When you click Show More, in the header of the Subject Matrix, more fields will be shown, that
can be used for filtering as well, like the Secondary ID.

B 5 - . || Select .

A third way to quickly find Subjects is by using another way of sorting the Subjects than the default
way. By default the Subjects are shown in order of enroliment. If you want them sorted on Study
Subject ID, just click on the blue header with “Study Subject ID”. The subjects are shown in groups of
15 and you can scroll through them by using the buttons in the upper left corner. You can also set the
number of Subjects on the page: 15, 25 of 50.

Another way of displaying the data of the Subject Matrix exists and that is by using “Select An Event”.
Now the Subject Matrix changes in a matrix with all Subjects plus all the CRFs used in this particular
Event. Now you can see not only the status of the Event, but all statuses of all CRFs in that Event.

11 Adding or scheduling Events

Adding a Study Visit for a Study Subject is
called Scheduling an Event in OpenClinica.
Before you can start DataEntry you must J 15 —'—] A Select An Everrt —'—I
schedule the Event. This can be done: i fisit 1 | Visit 2 | Visit
1. using menu option Tasks-Submit Data, 31
Schedule Event

2. from the Subject Matrix

. . . Results 1 - 1 of 1. SRy
3. right after adding a Subject Subject: TDS031
Event: Baseline

In all three cases the screen Schedule Study Status:not scheduled
Event appears, but if you use option 1, via the
menu, you must provide the Study Subiject ID.
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Option 2, using the Subject Matrix, is easiest. Click in the Subject Matrix on the crossing of the row
with the Subject and the column with the Event. If you, for example, want to enter data for the
Screening Visit of Subject TDS031, you click the icon in the Matrix as shown in the picture. A small
floating window appears and you can click on “Schedule”. Now you can provide the details of the
Event, like Location, Start and Stop date, etc.

When you use option 3, i.e. right after adding a new Subject you click Save and Assign Study Event,
in stead of Save and Finish, the same screen appears.

Also in this form all required fields are marked with an asterisk. Finish the scheduling by clicking
Proceed to Enter Data.

The form Enter or Validate Data for CRFs in Baseline appears. This may be a bit confusing,
because an Event can contain one or more CRFs. For this reason this form is displayed so you can
specify for which CRFs you want to enter data.

ST ILS L = < - \ 2 @
Study Subject ID TDS031

Study Event Baseline

Location N/A o

Study Subject OID SS_31

Start Date 25-Jun-2011 o

End Date/Time P

Subject Event Status scheduled

Last Updated by 0

CRFs in this Study Event:
CRFName |Version Status Initial Data Entry Double Data Entry Actions

SCIPE_ Base V01 (]

Each CRF has one or more versions. One version is set as default, but you can choose from all the
available versions. Take the default version, unless you are instructed otherwise by the Study
Coordinator. You start DataEntry by clicking the pencil-icon, to the right of the CRF.

If you only want to view the CRF, you can use the magnifier-icon.

If you want to print the data on the CREF, click on the printer-icon.

12 Data-entry: elements in the screen

The screen “Base V09” is now displayed. In the upper part of the screen you see the name of the CRF,
“Base”, the version, “V09”, and the Subject ID, “TDS023”. By default, more information about the
Event and about the Discrepancies on this CRF is hidden. This information can be displayed by
clicking CRF Header Info.
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Base V09 3 TDS023

¥ (CRF Header Info

PTExam (0/24) | | Symptoms (0/15) FirstDo...(0/20) B |~ Select i Jumg-— —v-l

Title: Pre-Treatment Examinations

Instructions:

The lower part of the screen is used for the input fields. These are divided among one or more tabs.
You select tabs by clicking on them, or by using the select-box to the right of the tabs (— Select to
Jump --). Behind the name of each tab are two numbers, indicating the number of items answered and
the total number of items on a tab.

PTExam (0/24) = Symptoms (0/18) FirstDo...(0/20) ! Select to Jump — Ll
Title: Pre-Treatment Examinations
Instructions:
Page: 4 | Save MW  Bat
Baseline Visit Date Iog- Jun-2011 + P8 (DD-Mmm-YYYY)

When you start entering data, the form will change. To the right of the buttons Exit red and yellow
icons appear, to indicate that the form contains data that have to be saved. Input fields with changed
data get a yellow background.

When you click one of the Save -buttons the data will .
be saved. If the CRF you're working on has more than |—
one tab, the next tab Wi” be displayed @ You have unsaved data. Are you sure you want to go to another section without saving?

If you click Exit or move to another tab and the data
have not been saved yet, a pop-up appears with a = ——

warning message. Click “Cancel” to return to the CRF

and save the data or click “OK” if the changes do not have to be saved.

When the data have been stored successfully, the message appears “Your data has been saved. You
may continue entering/editing data now or return at a later time.”

In the next section other aspects of Data-entry will be discussed.
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13 Changing the attributes of an Event

Every now and then you may want to change attributes of an Event, for example the Start-date. You
do this by clicking in the Subject Matrix on the Event you want to change. In the floating window that
appears, click on “View/Enter Data”. The screen “Enter or Validate Data for CRFs in [CRF-name]”
appears. Click on the pencil-icon or on the link “Edit Study Event” in the upper right corner.

@
You can now change Location
and Start and Stop date. You also

have the option to change the =3
status of an Event. This will be
discussed in more detail in Study Subject ID S017
section 19 .

Study Event Baseline

14 Data-entry: required fields and error-messages

In a CRF all required fields are indicated with a red asterisk.

If you try to save a CRF by clicking the Save -button and not all required fields are filled in, the
message “There are issue(s) with your submission. The data has NOT been saved. See below for
details.” appears, plus the message “Missing data in a required field.” If the data is available, you can
enter it and save the data by clicking Save.

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

«» [Missing data in a required field.]

Selec &
PTExam (0/24 Symptoms (0/15 FirstDo...(0/19) | » | — Select o Jump 2
Title: Treatment: First Dose
| Instructions:
| Page: 5 ™ Mark CRF Complete | Save I/ Exit 3

1. Instructions on use/deaning of nebulizer and dosing  {+' ves P

regimen given to parents/caretakers e
no
2. Supervised administration of first dose by (e ves o
arents/caretakers
P g e no
3. Complaints following study drug administration ! € ves® 3]
! C no

If the data is and will not be available you will have to make a Note/Discrepancy. You do this by
clicking by clicking the flag-icon, to the right of the input field. A new window will appear, “Add
Discrepancy Note”. The Subject is displayed, the Item concerned and the type of Discrepancy. In this
case itis a “Failed Validation Check”. In “Description” you provide a reason, for example “forgot to
ask.” Now click on Submit. Close the window and click on Save in the CRF screen. Now the data will
be saved and the following message appears: “Your data has been saved. You may continue
entering/editing data now or return at a later time.”
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The Study Coordinator or the Monitor can reply to your Discrepancy Note. In that case the status will
change from “New” to “Updated”. More about this will be discussed in section ..

You follow the same procedure if you get the message that your input is out of range. For example a
Subject weighs 155 kilo, and on entering this, the message “Please provide a weight between 45 and
150 kg.” appears.

15 Adding a Note

When you're entering data you may want to consult the Study Coordinator or the Monitor. For example
the Subject answered to the question “Do you smoke?” not by ticking Yes or NO, but wrote on the CRF
“I quit last week.” You add a Note by clicking on the blue flag-icon and the same screen “Add
Discrepancy Note” appears. The only difference is that “Resolution status” cannot be changed.

16 Discrepancies: filtering by status, type, Event, Subject

You can get a list of all Discrepancies by clicking Notes & Discrepancies in the top of your screen.

Until now we saw two types of Discrepancies: “Failed Validation Check” and “Annotation”. Two more
exist: “Query” and “Reason for Change”

The first type, “Failed Validation Check”, is raised if a value is entered that exceeds a certain range, or
if a Validation check if violated, for example a weight of more than 150 kg.

The second type, “Annotation” occurs when you want to add a note to an input field.

The third type, “Query”, is a lot like “Annotation”, but is made by a Monitor or Investigator. If he/she
wants to ask you a question about data entered, he/she does this by creating a Note of type Query.
You can see which Discrepancies are assigned to you by clicking Home, followed by clicking Notes &
Discrepancies Assigned to Me.

The fourth type, “Reason for Change” is raised when data are changed on a CRF that was already
marked as “Complete” (see section ).

If you open Notes and Discrepancy the discrepancies will be shown in a form similar to the Subject
Matrix.

Query Failed Validation Check Reason for Change Annotation Total
New =
Updated
Resolution Proposed
Closed
Not Applicable

1 - - 1

TETEET

Total — 1 — — 1

15 =]

TDS026 Failed ™ New TDS0004: O 0 Baseline Base V2_complain Did not 0
Validation Site B ask
Check

Results 1 - 1 of 1.

Many extra attributes can be shown, such as CRF, ltem, Value, Error-message and the user whom this
Query is assigned to.

By clicking on the Down-arrow-icon you can download the discrepancies as a PDF or as a comma-
separated list of values.

17 An example of a discrepancy

Let's work out a Discrepancy. You're filling in a CRF and for weight you're entering a number that's out
of range. Our example is from a Study with children and the maximum weight is 60 kg. When the
Save-button is clicked, a message will appear “There are issue(s) with your submission. The data has
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NOT been saved. See below for details” plus in red the message “Value for weight out of range! (8-
60)".

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

« [Value for weight out of range! (8-60)]

| PTExam (0/24) || Symptoms (0/18) || FirstDo...(0/13) ] » | — Selectto Jump — =]

Title: Pre-Treatment Examinations

Instructions:
Page: 4 ( Save MW Bat |
Baseline Visit Date Izg- Jun-2011 + P8 (DD-Mmm-YYYY)
A. Weight/Vvital Signs and Complete Physical Examination
Examination © done * o
€ not done
1. Weight: 1 61 | P ka)

Click on the blue flag, next to the input field and a new window opens “Add Discrepancy Note.”

In this window you give a short description of your problem in the input filed “Description”. In “Detailed
Note” you can give more information. Let's assume that you find the value acceptable. You write this in
the Detailed Note and change “Set to Status” to “Resolution proposed”.

V2_weight: Add Discrepancy Note

"V2_weight" Properties: L

Subject: TDS028 Event: Baseline

Event Date: 28-Jun-2011 CRF: BaseVi1l

Current Value: More: Data Dictionary
Add Note

Description:* | Only just out of range

Detailed Note: Subject is large for her age: acceptable?

Type:* | Failed Validation Check |

Set to Status:* | Resolution Proposed x|
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Click on button Submit and close the window. You are now back in the window with the CRF. The
color of the flag has changed from blue to green, indicating the status of the Discrepancy (Resolution

Proposed). Click on Save. The data will now be saved and the next tab of the CRF opens, and you
can continue data-entry.

Now let's take a closer look at the Discrepancy. A discrepancy is a collection of comments on an item
of a CRF. The comments are called Notes and the collection of Notes is called a Thread.

If you want to see the status of all the Discrepancies of your Subjects, click on menu-option Notes &
Discrepancies.

Notes and Discrepancie

®

(]

B Hide su

Query Failed Validation Check Reason for Change Annotation Total

New ]

Updated ] - -

Resolution Proposed ] 1 - - 1

Closed |od

Not Applicable 3

Total = 1 1
15;J Show More ']. E£5

TDS028 Failed M Resolution TDS0004: O 0 Baseline Base V2_weight 61 Only just () “ @
Validation Proposed Site B out of
Check

range
Results 1 - 1 of 1.

If the Monitor logs in, he/she will check for any new or changed Discrepancies. The Discrepancy you
just created will be in the list and by clicking on the arrow-icon it will be opened. If the value is indeed

acceptable to the Monitor, he/she can close the Discrepancy by clicking Close Note and adding a
comment.
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V2_weight: Notes and Discrepancies

"Vv2_weight" Properties: \

Subject: TDS028 Event: Baseline
Event Date: 28-Jun-2011 CRF: Base
Current Value: 61 More: DataD

b; U

Note Details

= Only just out of range Last updated: 28-Jun-2011 by sberding
Assigned to: ()
D: 21 Type: Failed Validation Current Status: # of Notes: 1
Check Resolution Proposed
fOnIy just out of range Status: Resolution Proposed 28-Jun-2011 by sberding

|Subject is large for her age: acceptable? 1

Update Note |

Respond below to Update/Resolve/Close this Discrepancy Note: 6] x |
Description: * | Accepted
Detailed Note: [1closed the Discrepancy.
Set to Status:* [ Closed =l
Assign to User: [ Berding, Sam (sberding) ;:I\
Email Assigned User: v
[ Submit ]

Now when you log in and click on Notes & Discrepancies, you will see the new status of the
Discrepancy, closed. The colour of the flag is now black.

18 Mark CRF Complete

When data-entry is complete and all Discrepancies have been solved, then the CRF can be marked as
Complete. You do this by going to the last tab of the CRF. Next to the buttons “Save” en “Exit” is a
check-box “Mark CRF Complete”.

Page: [ Mark crF Complet= (IIETT NN GEEE="EEEN (-

On ticking this check-box, a pop-up window appears with a warning message:
://trialdatasolutions.com says:

Marking this CRF complete will finalize data entry. You will be allowed to edit the data later but this
data entry stage is completed. If Double Data Entry is required, you or another user may need to

complete this CRF again before it is verified as complete. Are you sure you want to mark this CRF
complete?

OK Cancel
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After clicking the OK-button, you must save the CRF. If you do not save the CREF, it will not be marked
as Complete.

19 The status of a CRF and of an Event

An Event can have different statuses. These are indicated by icons and these icons ‘
are used for Events and for CRFs, which can be confusing. We'll first discuss the Not Started
status of a CRF.

Scheduled

When nothing has happened yet the status of a CRF will be “Not Started”. Once
you've opened the CRF for data-entry the status changes to “Data Entry Started”, Data Entry
even if you haven't entered any data. After you have entered the data and marked Started
the CRF as complete by ticking the check-box “Mark CRF Complete” the status of
the CRF will change to “Completed”. Stopped
The status of an Event changes in a similar way, but it has more statuses. You can Clinne

. . . Skipped
see these in the Subject Matrix.
If no date has been given for an Event, the status is “Not Started”. @ Completed
If a start-date is given, but no data-entry has been performed the status is 8 Signed
“Scheduled”.
If data-entry has started on one of the CRFs of the Event, the status will change to Locked
Data Entry Started”. Invalid

When all required CRFs of an Event are “Marked as Complete, the status of the
Event will change to “Completed”.

Sometimes a visit is skipped. In that case you can manually set the status on “Skipped”.

In very rare circumstances data-entry of a CRF can be stopped halfway. In that case you can manually
set the status to “Stopped”.

To manually set the status of an Event you first schedule it, if you haven't already done so. In the
Subject Matrix you click the visit and in the floating window you click “View/Enter Data”. In the screen
Enter or Validate Data for CRFs in [Event name] you click “Edit Study Event” or the pencil-icon in
the upper right corner. At the bottom of the screen you can set the status of the Event to “Skipped” or
“Stopped”.

CRFs can be checked, using the source documents, the so called Source Document Verification or
SDV. This is done by the Monitor and it will not be visible to you by a change in icons.

Finally you as the Investigator can electronically sign all CRFs of a Subject. We will discuss this in the
next paragraph.

20 Signing CRFs

Once you've finished entering the data for a Subject, you can “sign” the CRFs. This is done in the
Subject Matrix. In the right column a green icon of a pen appears and in the legend it says “Signed”,
but in this case it means “Click to sign the CRFs of this Subject”.

EB LD 15 =/ show More || Select An Event zf Add New Sb

<

TDSI

()
-
o

¥ B B B (S B X BT

TMCONY S

When you click on the green icon with the pen, a new screen opens with the statement "As the
investigator or designated member of the investigator's staff, | confirm that the electronic case report
forms for this subject are a full, accurate, and complete record of the observations recorded. | intend
for this electronic signature to be the legally binding equivalent of my written signature.”
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For this electronic signature to be valid, you must supply your username plus your OpenClinica-
password. This must be repeated for very subject that you sign.

After signing the subject, the icons of the all the Events change to the green “Signed”-icon; the icons
of the CRFs will stay the same, “Completed”.

21 Changing data in complete CRFs

If you change data in a CRF of an Event with status “Complete”, you must provide a reason for this
change. This indicated by the message in red.

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

¢ You have changed data after this CRF was marked complete. You must
provide a Reason For Change discrepancy note for this item before you
can save this updated information.

PTExam (24/24)  Symptoms (1215 FirstDo...(20/20 p- | —Select toJump — LI

Title: Pre-Treatment Examinations

Instructions:

Page: 4

Baseline Visit Date ! |27- Jun-2011 | * P8 (DD-Mmm-YYYY)

To provide this reason for change, click on the flag of the item you changed. A new window opens in
which you can write your reason. Click Submit & Close and now you are able to save the data on the
CREF. The colour of the flag will change from blue to white.

After changing data of a CRF belonging to a Subject already “signed”, the signing must be done again.
In the Subject Matrix, the status of the Event will change from “Signed” to “Completed”.
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