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Preface What’s New in Version 4.6

What’s New in Version 4.6

The following enhancements have been made in Datalabs v4.6:

= Add pre-defined events and forms to a patient’s casebook

Datalabs 4.6 introduces the ability for Datal.abs users to publish a set of pre-defined
events and forms to a patient’s casebook. The set(s) of events a user can publish is
determined by the event cycles defined for the study in Designer.

A user’s ability to add events is controlled by security permission.
= Edit or delete unscheduled events from a patient’s casebook

Datal.abs 4.6 introduces the ability for DatalLabs users to edit the information for an
unscheduled event that has been added to a patient’s casebook. Users can rename the
event, add or remove forms, or re-order forms for an unscheduled event. Users also
have the ability to delete an unscheduled event.

A user’s ability to edit unscheduled events is controlled by security permission.
= Blank CRF Report

This report is a hard copy of the electronic Datal.abs patient casebook. This paper
version contains a snapshot of each Datalabs system form displayed on the end-uset's
screen as patient data is entered.

= Disabled event date

Datalabs 4.6 prohibits users from entering an event date for an event identified in the
study design as having a disabled event date.

Datalabs =« User’s Guide 8
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Chapter 1: Getting Started About this Guide

About this Guide

This guide is intended to give you a comprehensive introduction to the DatalLabs system.
This guide is not intended to be an exhaustive guide on everything you may need to know
about DatalLabs. Instead, it is meant to be a jumping off point to get you started and
introduce you to DatalLabs basic functions. This guide assumes that you have a basic
knowledge of and some experience with computers, but at the same time does not expect
you to be a “power user.”

This guide is to be used in conjunction with the instructor-led interactive demonstration and
instruction. The training session is an interactive demonstration that consists of step-by-step
instructions and exercises to assist you in using Datal.abs for entering and reviewing patient
data.

Who Should Read This Guide

This guide is designed for all study personnel who will be using the DatalLabs system to
enter and sign patient data as well as review and monitor patient data. All the topics covered
and the examples used in this guide relate to all users except the paper data entry portal.
Therefore, its intended readers include:

B System administrators
B Data managers

m  Site personnel

B Primary investigators
B Field monitors

B Medical monitors

B Anyone else working in data management, the review process

Datalabs =« User’s Guide 10
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How to Use This Guide

This guide uses the following conventions.

To show which steps and procedures to follow:
B Each step is numbered.

B Any text you need to type is in a typewriter font, which you must type exactly as it
appears.

B Important fields, buttons, and terms are shown in bold text.

®  Keys you press are shown in SMALL CAPS: for example, TAB, ENTER, SHIFT+F3 (hold
down SHIFT and press F3).

B Notes including cautions, notes, tips, and examples:

»  Cautions: Alert you that failure to take or avoid a specific action might result in loss
of data or hinder you from using Datal.abs propetly.

» Notes: Emphasize or supplement information already described.

= Tips: Give you shortcuts or extra information that will make what you are doing
simpler, faster, or with fewer errors.

= Examples: Use imaginary scenarios, case studies, or sample data to illustrate how to
carry out a procedure or to illustrate a concept.

Datalabs =« User’s Guide 11



Chapter 1: Getting Started Setting up Your Desktop and Browser

Setting up Your Desktop and Browser

Before you begin using Datal.abs, make sure your desktop and browser are set up as
described in the sections that follow.

Screen Resolution

Datalabs is designed for screen resolutions of 1024 x 768 or greater. If your screen
resolution is less than this, some Datal.abs pages may not fit on your screen.

Multiple Browser Windows

Open Datalabs in one browser window only. When you open Datal.abs, a session is created
between the browser and the DatalLabs database. Opening DatalLabs in more than one
browser window may cause Datalabs to send or receive the wrong information.

Changing the Browser Security Settings

Your browser must accept cookies in order to log in to DatalLabs. Therefore your Privacy
level can be set to no higher than Medium High in Internet Options.

To change your privacy level to accept cookies:
Start Internet Explorer.
On the Tools menu, click Internet Options. The Internet Options dialog box appeats.
Click the Privacy tab.
Move the slider bar to one of the following settings:
*  Medium
*  Medium High
Do not select any of the following settings:
= Accept All Cookies
= Block All Cookies

Click OK.

To add the study website as a managed site:

Start Internet Explorer.

Datalabs =« User’s Guide 12
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On the Tools menu, click Internet Options. The Internet Options dialog box appears.
Click the Privacy tab.

Click Sites. The Per Site Privacy Actions dialog box appears

In Address of website, enter the URL for the study.

Click Allow.

Click OK.

Disabling Script Debugging and Error Notification

Script debugging is a feature of Internet Explorer that checks a webpage for scripting errors
when the page is loaded into the browser. DatalLabs requires that your browser must have
script debugging disabled. Also, script error notification should be enabled.

By default, Internet Explorer has the Disable script debugging box checked and the
Display a notification about every script error box cleared.

To change your script debugging and Script Error notification settings:
Start Internet Explorer.
On the Tools menu, click Internet Options. The Internet Options dialog box appears.
Click the Advanced tab.
Under Settings, in the Browsing section, check the following boxes:
Disable script debugging
Display a notification about every script error

Click OK.

Adobe Acrobat

Datalabs supports Adobe Acrobat Reader version 7.0 and above. You can download the
Adobe Acrobat Reader for free from Adobe’s official website at

www.adobe.com/downloads.

Datalabs =« User’s Guide 13
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Getting Help

If you encounter any problems while using Datalabs, take the following steps:

Check this guide or the online help to see if it covers your question. For other
information related to possible problems see Appendices: Troubleshooting on page 361.

Contact the technical support desk:

Phone: +1 (888) 998-7941

Email:  techsupport@clinphone.com

Datalabs =« User’s Guide 14



Chapter 1: Getting Started Logging in to DatalLabs

Logging in to DatalLabs

Datalabs is a web application. In order to log in to DatalLabs, you must have the following:
B An Internet connection

B Internet Explorer 6, 7, or 8

B A Datalabs username and password

B The website address of the study you want to access

DatalLabs Usernames and Passwords

Because Datalabs contains critical, sensitive, and confidential data, it is designed to be
highly secure from unauthorized users who might want to explore its contents or alter
information. Your username and password controls who has access to the Datal.abs
application and what parts of the data you have access to.

Every user must have an individual and unique username and password. Users cannot share
a logon, since all activities and study data entered into Datal.abs must be traced back to
individual users. Keep your username and password secret so that no one else can log in to
Datal.abs as_you.

Study Website Address

The DatalLabs application is accessed from Internet Explorer. Since each study is identified
by a unique address (assigned by the system administrator), the address you type is specific
to your study. If you have been assigned to work on more than one clinical trial at a time,
each study will have a different address.

Logging in to the DataLabs System

To log in to the study for your clinical trial:
Start Internet Explorer.

In the Address field at the top of your Internet Explorer window, enter the website
address of the study you want to access.

Press ENTER. DatalLabs prompts you for your username and password.

Datalabs =« User’s Guide 15
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Depending on what version of Windows you are using, your logon dialog box may look

different:
Windows XP Vista
Connect to 1%€30-Front. ga.com Connect to gald FI=]
1{“, §}. 1’;“ g
Connecting to 1xc30-Fronk The server ga04 at ga04 requires a username and password.
User name [ ~| User name: [ 4] -
Passward: ‘ | Password:
[[remember my password [ Remember my password

In the User name ficld, type domainname\username.

Example: For example, if the domain is “vialithival” and your Username is
“Nrichards1” type both separating them with a \ (backslash): vialithival\Nrichards]1.

In the Password field, type your password.
Clear the Remember my password check box.
Click OK.

Datalabs opens the Activity log. This window lists the
last 10 actions you’ve performed in DataLabs, shows the
number of items checked out to you, and shows a
warning if your password will expire in 14 days or less.

Note: If you click the link to change your password, the
Change Password page appears. For more information
on changing your password, see Changing Your
Password on page 50.

Click Close.

Date/Time & Action

07/08/2002 11:03:01 AM GMT
L+ PatientAllSites
07/08/2002 11:03:00 AM GMT
L+ Logged In
07/05/2002 03:31:12 PM GMT
L+ Logged Out
07/05/2002 03:41:24 PM GMT
L+ Patient Portal
07/05/2002 03:34:52 PM GMT
+ DCF #3124
07/05/2002 03:32:28 PM GMT
+ Demographics CRF
07/05/2002 03:30:04 PM GMT
L+ Patient Portal
07/05/2002 03:29:29 PM GMT
L+ PatientAllSites
07/05/2002 03:29:29 PM GMT
+ Logged In
07/03/2002 10:18:01PM GMT
L+ Logged Out

You currently have 6 CRFs checked out.

Your password expires in 14 days.

Please dick here to change your password.

Note: You must close the Activity Log before you can access the Datalabs system.

Datalabs opens with the Patients tab showing all sites and listing the patient count for each
status.

Datalabs =« User’s Guide 16
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Possible Error Messages When Logging In

Note: Your username or password can only be recovered automatically (emailed to you) if
your user account is active and a unique email address is associated with your user account.
The email address associated with your username is set up on the User Preferences page.

The username or password you entered is incorrect. Try logging in again.
You can try logging in again, request your username or reset your password.

= To try logging in again, click the Try logging in again link. The login dialog box
appears. Enter your username and password and click OK.

® To request your username, click the Forgot your username link. The Forgot your
username dialog box appears. Enter the email address associated with your
username. Then, enter the word that appears in the Security Check box and click
Submit.

Datalabs sends an email to your email address. The email contains your username
and a link to the study.

®  Reset your password, click the Forgot your password link. The Forgot your
password dialog box appears. Enter your username. Then, enter the word that
appears in the Security Check box and click Submit.

Datalabs sends an email to the email address associated with your username. The
email contains a link that allows you to reset your password. The link expires 24
hours after the email is sent.

You are required to change your password because this is either your first time
logging in to the system or because your password was reset.

Enter your current password and then enter and confirm a new password.

You are required to change your password because your password has expired.
Enter your current password and then enter and confirm a new password.

Your user account has been locked. Please try again in xx minutes and xx seconds.

Try again after the specified number of minutes and seconds. If you have forgotten your
password, click the Forgot your password link. Enter your username. Then, enter the word
that appears in the Security Check box and click Submit.

Datal.abs sends an email to the email address associated with your username. The email
contains a link that allows you to reset your password. The link expires 24 hours after the

email was sent.

Datalabs =« User’s Guide 17
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You have attempted to login with an incorrect username and/or password too many
times. Your account has been temporarily locked. You may try logging in later or you
may unlock your account now by resetting your password using the link below.

Try again later or click the Forgot your password link. Enter your username. Then, enter
the word that appears in the Security Check box and click Submit.

Datalabs sends an email to the email address associated with your username. The email
contains a link that allows you to reset your password. The link expires 24 hours after the

email was sent.

Your user account has been locked.

You must have your account unlocked manually.

Your user account is not active. Only active users may recover passwords.

You cannot automatically recover your password through Datalabs.

Bookmarking a Study

To avoid entering the address of the study website every time you want to access it, you can
bookmark the study website.

To add the study website to your list of Favorites:
Start Internet Explorer.

In the Address field at the top of your Internet Explorer window, enter the website
address of the study you want to bookmark.

On the Favorites menu, click Add to Favorites.
Type a Name to identify the study within your list of bookmarks.

Click Add.

Logging Out of DatalLabs

When you are finished using Datal.abs, log out. Logging out helps keep the system secure so
that no one can use the system other than authorized users.

To log out of DatalLabs:

B (Click the Log out link at the top of the page.

Welcome, Miles Massey | Study: ASPIRIN

" Patients Inbox {2}

Datalabs =« User’s Guide 18
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Datalabs logs you out of the system and displays a logout page with the message, “You
have successfully logged out of the Datalabs system.”

B C(Click the button on the browser window.

Inactivity Timeout

If you are logged in to Datal.abs but have not taken any recent actions, Datal.abs will give
you a warning two minutes before automatically logging you out of Datal.abs.

If you click Reset to acknowledge the message, you remain logged in to the Datalabs
system.

If you do not click Reset to acknowledge the message, you are automatically logged off of
the Datalabs system.

The amount of time that you must be inactive before Datal.abs automatically logs you off of
the system is called the user inactivity timeout setting. This setting may vary from study to
study, and is set by the study administrator. For more information on the User Inactivity
Timeout setting, refer to the General tab section on page 77.

Datalabs =« User’s Guide 19
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Chapter 2: The DatalLabs Interface

Overview

This chapter covers the following material:

Datalabs page layout
Basic skills

Navigating the Patients tab
Navigating the CRFs tab

Navigating the DCFs tab

Datalabs =« User’s Guide
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Chapter 2: The DatalLabs Interface The DatalLabs Page

The DataLabs Page

In order to use Datal.abs effectively, it is important that you become familiar with the
DataLabs page. A sample layout is illustrated below, followed by a detailed description of

each of the key areas.

Header
iles Massey | Log Sut Study: Aspirin
Tabs "~ Patients | CRFs DCFs Inbox {4)
'ﬁ 100-Los Angeles & | Al Patients » 1011-MK » Demographics Datg Manager Partal |w
Seérfh 24| patiert: § 1011-MK Event: Screening CRF: Demographics (2
Breadcrumbs ||Patient — - -
Study: Aspirind1 Protocal: ASCT-5150 {v1.0) Frimary Investigator: None
e = 1. Birthdate 07/13/1930 ?
Palettes omment . Sex Male
» Freeze CRE . Race Hispanic ar Lakino
» Create DCF Race (i "Other")
* Route CRE
i i 29
Administration » Reset CRE
menu Flags -
7 3Derity ScreeningfDemographics hd
Body T M-Review [Confidential These records should be retained through 12/312222]
D-Review
Subtabs / DCFs T Comments T Warkflow ]
DCF ID Query Description Date/Time Status
Age range violation, 120032009 11:07:57 PM GMT Answered
29/2009 09:55:39 PM GMT
Footer

Header

Displays a logo, who is logged on, the study identifiers, and gives you access to Help.

ome, Miles Massey | Log Out Study: Aspirin

 Patients

'ﬁ 03-Osla “ |» Screened » 1976-KLF » Demographics Data Manager Portal (4

Logo: Displays a logo. This graphic can be replaced during the system setup.

Name: Shows the Display Name of the user who is logged in.

Note: If a valid email address has not been entered for you in Datal.abs, an alert icon _'hi
appears next to your display name. To enter your email address, see Changing Your User
Preferences on page 47.

Log Out: Click this link to log out of Datal.abs.

Study: Displays the study name. If you move your pointer over the study name, Datal.abs
displays more details about the study protocol and version:
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Study: Aspirin

Study Label Protocol Yersion ﬂ
Aspirin 2.0 ASCT-5150 2.0
Aspirin 1.0 ASCT-5150 1.0

Bl B R FanlN] FriiAry” eSS, e

Online Help

There are two kinds of Help in Datal.abs: the system Help (accessible from the header by
clicking the Help icon) and CRF Help (accessible from the form header). CRF Help opens a
help file specifically for the CRF, which is written by the study designer.

3
DataLabs Help O Click here to open Help for the Datalabs system.

CRF Help ®: Click here to open Help for the CRF (if available).

DatalLabs system
Help

Data Manager Portal |+ /—{ CRF Help

CRF; Demographics@ T

To learn how to add custom CRF Help to Datal.abs, please refer to the lnstallation Guide.

Tabs

The Tabs give you access to study data from three W = 1

different starting points as well as access to your
Datalabs inbox:

Patients: Gives you access to the patient data in a patient-centric manner. For more
information about the Patients tab, see The Patients Tab Navigation on page 27.

CRFs: Gives you access to the patient data in a CRF-centric manner. For more information
about the CRFs tab, see The CRFs Tab Navigation on page 33.

DCFs: Gives you access to the patient data in a DCF-centric manner. For more information
about the DCFs tab, see The DCFs Tab Navigation on page 39.

Inbox: Gives you access to the DatalLabs messaging system. For more information about
the Inbox tab, see Chapter 11: Inbox and Messages on page 333.

Breadcrumbs

(13 »
Breadcrumbs show your current “path” in 'ﬁ» T T ———
Datalabs. You can click any of the links on & L

this bar to go back to a previous page in
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your path.
You can also click the All Patients icon (ﬁ) to go to the multi-patient view for the site.

Caution: Do not use your browser’s Back button to backtrack as it may result in inaccurate
data.

Administration Menu

Allows you to access user preferences, the administration features of Datal.abs, the export
functions, or your default portal.

Diaka Manager Porkal |w

‘Data Manager Parkal

User Preferences
Study Adminiskrakion
Expart

Feporking

Palettes

Using the palettes on the left column of the page, you can:
B Perform simple and complex searches.

B Perform a variety of actions and commands.

B View and change flag status.

B View a summary of the data.

There are four basic kinds of palettes:

Search Action Flags Summary
Search A Actions a Flags A Site Summary 5
Pakient ID: » Enroll Patient 3 D-Review
| |[Go | » Fall Patient 3¢ M-Review ) Screened: 44
Patient Status: » Add Unscheduled Event 8 sD-Verify ﬁ Failed: 1
w # Request Signature
Signature Status: » Freeze CRFs lﬁ Enralled: 3
b » MBeview CRPs |D Discontinued: 0
Diaka Stakus: » D-Review CRFs
w » SD-Verify CRFs Iﬁ Completed: 0
» Mark CRFs Mok Collected d? cioned 0
igned:
@ Frozen: 1]
B Locked: 1]

You can also collapse or expand palettes to conserve screen real estate.
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To expand a palette:

®  (Click the Expand button = at the top of the palette.

Search Search ES
Patient ID: @ Patient ID:
[ leo] | |[Go |
Patient Status:
Signature Status:
Drata Skatus:
R

To collapse a palette:

B (Click the Collapse button = at the top of the palette.

Actions Thd | Actions Ll |

» fudd Patient pw
» Freese Patients

Body

Allows you to list patients, CRFs or DCF's; or to display patient data. The body is your
“work area.” In the example below, the body contains a CRF form.

Patient: @ 1976-KLF Event: Screening CRF: Demographics (Z)
Study: AspirinMew Protocol: ASCT-5150 (v2.0) Primary Investigator: None
[] 1. Birthdate 10/31/1977 iy
Z. Sex

O " [Blank]

" Male

* Female
[] 3 Race [Other v
0] 4 e "othr)
] 5 Age [Elanik]
Note: Patient must be 15-35.

Save & Submit Cancel Check Dut
[Confidential These records should be retained through 12031/2222]

Subtabs

Allows you to view background and related information to the information contained in the

body.

DCFs T Comments T W'k ko ]

DCFID Query Description Date,Time Status
¥ 1 AgeRange 11/14)2005 10:47:15 AM PST Sent
® 4 ¥ou selected "Other” For Race, but did not provide more detail, 11/14/2005 0Z:44:39 PM PST Sent

Here are a couple of examples of subtabs:
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DCFs: Lists all DCFs generated for the CRF, including manually created and automatically
generated DCFs, as well as active and closed DCFs. Clicking on the DCF opens the DCF.

DCFs T Comments T warkflow ]

DCFID Query Description Date/Time Status
¥ 1 AgeRange 11)14/2005 10:47:15 AM PST Sent
® 4 ¥ou selected "Other” For Race, but did not provide more detail, 11/14/2005 0Z:44:39 PM PST Sent

Comments: Lists all comments associated with the CRF, either pertaining to specific
questions, or the entire form. Clicking on the comment opens it in view mode.

[CFs T Comments T W'k ko ]
# ¥alue Comment Date, Time
Form  [Blank] Patient was unsure of their Father's race, 11/14)2005 02:48:26 PM P3T

Workflow: Lists each action taken for the CRF (or DCF), showing the most recent action

first.
[CFs T Comments T Workflow ]
Action Date/Time User
IMigrakion to ASCT-5150 (w200 11/14/2005 10:54:15 AM PST System User {syskem)
Submitked 11/14/2005 10:47: 14 AM PST Miles Massey (mmassey)
Published 11/14/2005 10:46:25 AM PST Miles Massey (mmassey
Footer

Displays Datalabs’s version number, conditions of use, copyright info and the server’s
current date and time (which may not be the same as yourlocal time).

Inc., &l rights ed. : ne: 12,/30,/2009 04:53:43 PM GMT
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The Patients Tab Navigation

The Patients Tab Navigation

The Patients tab allows you to work with a study in a patient-centric manner. Within the
Patients tab, you can access four different pages, or views. As you progress, or “drill down,”
through the views you can perform various tasks.

The four views on the Patients tab are as follows:

Patients: Multi-Site View

Patients: Multi-Patient View

Patient View

CRF View

This introduction provides a high-level overview of the Patients tab. For more detailed
information, see Chapter 5: Patient Workflow on page 155.
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Patients Tab Navigation

e, Miles Massey PatlentS MU|tI-SIte V|eW

" Patients DCFs T Inbon(4) |
All Sites v
m § Screened ! Fai 7| Enrolled i Discontinued
88 100-Los Ang‘ﬁbs 13 Miles Massey Patients: Multi-Patient View
'ﬁZDD -Dublin 4 Patients DCFs " Inbox {4) ]
all Sites Totals: 17 'ﬁ | 100-Los Angsles |+ |» All Patients
TR e
Patient ID:
. X | || Go | ﬂ 100-ABC Enrolled Screening
Click a site or a ] Bl Patient View
subtotal to see Actions = ﬂ 1011-M e, Miles Massey | Log Ol
the Patients: * Add Patient ﬂM "~ Patients Inbox {4)
: H » Freeze Patients
Multi-Patient ﬂ 1031-FR. Enro'ﬁ 100-Los Angeles + | » Al Patients » 1011-MK
i Site Summary o~
VIEW. 'ﬂ 104-F3 Faile | 252rCh Patient: 'a 1011-MK Status: Enrolled
G Screened: 13 Iﬂ Patient IC:
105-LE Faile
@ Failed: 2 | “ Lo |
- [+] 2 t CRF DCF
ﬁ Enrolled: 9 EM Erro M ctions o s s
@ Ciscontinued: 2 § o710 Enro| * Discontinue Patient = Comman
» Complete Patient
» fudd Unscheduled Event E % V
» Request Signature Enralled W
Use the Search » Freeze CRFs .
R - cree
palette or click a - > * ;DRVEI'_'F ii? Welcome, Miles Massey | Log Qut CRF View
. » M-Review CREs ¥ i
patient ID to see - DReviow CRE Dosin
h . . LohEview LRTS — Patients CRFs DCFs Inbox {4}
the Patient view. » Patient Stakus Override
+ Mark CRFs Mat Collected Pain 'ﬁ 100-Los .qngeles w | All Patients = 1011-MK » Screen Patient

Search Patient: ﬂ 1011-MK Status: Enrolled
Patient D
| || Go | 1. Screen ID:
2. Patient Initials:
Actions LS
i 3 Screen Date:
Click a CRF » Add Comment

toseethe ——» » Freeze CRF

CRE view = S e

= Route CRF [Confidential These record:
Flags o
T SD-verify
: DCFs
" M-Review _—
DCF ID Query Description

" D-Review

Datalabs « User’s Guide




Chapter 2: The DatalLabs Interface

Patients: Multi-Site View

The multi-site view is the main view for the Patients tab. It presents patient information at
the highest level.

ome, Miles Massey | LogQut

" Patients Inbox {4}

| all Sites

'ﬁ 100-Los Angeles
{200 -Dublin 4

(3]

1

All Sites Totals: 17

Ln

21

On this page you can see how the patients are progressing through the study by looking at
the status columns. The status columns display the number of patients currently in each
status.

For more information about patient statuses, see Chapter 5: Patient Workflow on page 155.
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Patients: Multi-Patient View
The multi-patient view shows a list of patients and their status within the study.

There are three ways to access the multi-patient view:
*  View all patients at a site.
®  View patients at a site with a certain status.

=  Search for patients.

Welcome, Miles Massey | Log Suk Study: As

" Patients Inbox {4}
'ﬁ| 100-Los Angeles |3~ All Patients

Search x| | T mmm

Patient I0:
| || Go | 'ﬁ 100-6BC  Enrolled Screening o
Actions —| W10tk Envolled ¢
» Add Patient § 1021-HH  Errolled v o
» Freeze Patients
§ 1031-FR  Envolled o v

Site Summar N

ﬂ . § 104-F5  Failed W v

Screened: 13
105-LE Failed

ﬁ Failed: 2 ﬁ— v L4

'i Enralled: 9 ﬁm Enrolled o »

f Discortinued: 2 § 1071-DL  Errolled o o

On this page you can see how the patients are progressing through the study by looking at
the status icons and flags. The goal is a row of green check marks (¥).

For more information about the Patients tab, see Chapter 5: Patient Workflow on page 155.
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Patient View

The patient view is a summary of all events and forms associated with a patient.

There are three types of events:

Events: A patient protocol is broken out into a series of events. Each event—depending on
how the study is set up—has a set of CRFs that are to be submitted.

Common: CRFs that do not correspond with one particular visit, but still contain important

and necessaty information regarding the patient. Common forms include patient status

forms as well (screened, entolled, etc.).

Unscheduled: Events that are not part of the original study design, but are necessary to

collect patient data. For more information about adding unscheduled events, see
Unscheduled Events on page 180.

come, Miles Massey

Patients

'ﬁ| 100-Los Angeles |>a=- All Patients » 1011-MK

| Log Ok

Study: Aspi

Inbox (4}

% Discontinue Patient

» Complete Patient

» idd Unscheduled Event

#» Request Signature I
% Freeze CRFS

® SO-Yerify CRFs

#» M-Review CRFs

#» D-Review CRFs

» Patient Status Orverride

® Mark CRFs Mot Collecked

search X1 | patient: § 1011-MK Status: Enrolled
Patient ID:

| || Go |

Actions = m

Conmon -

[=] Screening

Znone =

v v

®

Demographics

Patient

Recruitrnent
Method

Medical

Hiskary

T % €<

On this page you can how the patient is progressing through the study events.
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CRF View
The CRF view shows a single CRF for a patient.

ome, Miles Massey | Log Ouk
" Patients Inbox {4}

'ﬁ| 100-Los Angeles  » |» All Patients = 1011-Mk » Demographics

5 h )

— = Patient: 'i 1011-MK Even

Patienk IC:

| || Go | Study: Aspiring1 Protocal:

_ 1. Birthdate
Actions ES
2 5

# fdd Comment =

» Freeze CRF 3. Race

» i_reate DCF 4, Race {if "Other™)

#» Rouke CRF 5, Age

Flags ~ | | Mote: Patient must be 18-35,

W sD-Verify

T p-Review Screening)/Demo

On this page you can enter patient data.

To ensure that only one user at a time is working on a CRF, DatalLabs has a check in/out
feature. You can check out the CRF on this page by clicking Check Out, or you can set your
user preferences to automatically check out a CRF when you open it.
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The CRFs Tab Navigation

The CRF's tab allows you to work with a study in a CRF-centric manner. Within the CRFs
tab, you can access four different pages, or views. As you progress, or “drill down,” through
the views you can perform different tasks.

The four views on the CRFs tab are as follows:

The CRFs Tab Navigation

CRFs: Multi-Site View

CRFs: Multi-Patient View

Multi-CRF View

CRF View

This introduction provides a high-level overview of the CRFs tab. For more detailed
information, see Chapter 6: Entering Patient Data (CRFs) on page 184.
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CRFs Tab Navigation

Al Sikes A

'ﬁ 100-Los nnﬁeles
& 200 -ublin

All Sites Totals:

Click a site or a
subtotal to see the
CRFs: Multi-Patient
view.

.

Datalabs = User’s Guide

Miles Massey

Patients

Expecte:

488

| 1S

The CRFs Tab Navigation

CRFs: Multi-Site View

Inbox (4)

CRFs: Multi-Patient View

ome, Miles Massey

| Patients Inbox (4)

8 10 < bt
915 [search
Patient ID:
G
| | Lo | § 100-nec
Actions 20| 011 T e Multi-CRF View
» Freeze Patients @ - i g
1021-H
Site Summary = . Patients Inbox (4)
§ 10s1-Fr 'ﬁw» &l Patients » 1011-MK
Expected: 488 'i - = _ |
Submitted: 58 Patient 10 (R I .
D-Reviem: 1] 'i 105-1E | | | Go | ﬂ 1011-MK Comman %IScreened
DR Changed: 0 EM Actions = ﬂ 1011-MK Camman S Enrolled
Signed: 0 1071-DL # Freeze Patients . ]
T — 1011-MK Screenin )
» Mark CRFs Not Callected ¥ ®  Demographips
: gPatlent
Sile Summary, = ﬂ 101 1-MK Screening Recruitment
Method
Use the Search Expected: 488
palette orclicka — Subrmitked: 58 ﬂ 1011-MEK come, Miles Massey | Lig Dk CRF View
fhau%ntt.lD :O see D-Review: o § to11-me | Patients | CRFs DCFs
e Patient view. .
DR Changed: 0 ﬂ (DL Iﬁm» &ll Patients » 1011-ME * Demographics
Signed: o Search
~ £AIC Patient: {f 1011-MK E
Patient 10
| | [ Ge | Study: Aspirind1 Pratoc
= 1, Birthdate
Actions £
. » fdd Comment 2. Sex
Click a CRF » Freeze CRF 3, Race
_—>
to see 'the » Create DCF 4, Race (if "Othet")
CRF view. »Boute LRE R
» Reset CRF a9
Note: Patient must be 18-35,
Flags E
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CRFs: Multi-Site View

The multi-site view is the main view for the CRFs tab. It presents CRF information at the
highest level.

Welcome, Miles Massey | Log Qi Study: Aspirin
Patients ~ CRFs  DCFs Inbox (4)
| All sites
W 100-Los Angeles 0
W 200 -Dublin 427 a7 0 0
All sites Totals: a15 a5 0 1]

On this page you can see how the sites are progressing through the study by looking at the
status columns. The status columns display the number of CRFs cutrently in each status.
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CRFs: Multi-Patient View
The multi-patient view shows a list of patients and the status of their CRFs.

There are two ways to access the multi-patient view:

*  View all patients at a site.

= Search for patients.

me, Miles Massey | Log Ok Study: Aspirin

Patients Inbox {4}

'ﬁ| 100-Los Angeles  w |>a- All Patients
search w
i -
Patient 10 Patient ID Expected
G
| | (6o | § 100-neC 25 3
Actions - ﬁ 1011-ME 25 g
#» Freeze Patients
W 1021-HH 75 2
Site Sumimary o~
W 1031-FR 25 2
Expected: 488
W 104-Fs 15 2
subritked: 58
_ W 1056 15 2
D-Review: o
DR Changed: 0 'i A061-J4 25 2
Signed: 0 ¥ 07100 25 2
Frozen: 0 i§ 1081-5G 25 2
Locked: 0 ﬂ 109-FM u l

On this page you can see how the patients are progressing through the study by looking at
the CRF status subtotals.
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Multi-CRF View

The multi-CRF view shows a list of CRFs for one or more patients at a site.
There are three ways to access the multi-CRF view:

®  View all CRFs for a single patient at a site.

= View all CRFs with a certain status at a site.

= Search for CRFs.

Welcome, Miles Massey | Log 2ok Study: Aspi

Patients ; Inbox {4}
| 100-Los Angeles + |» Al Patients » 1011-MK

Search w

Patient 10 n
| | [Go | || W to11-mx Camman 2 Screened

Actions = 'i 101 1-MEK Commarn % Entolled

» Freeze Patients . =
—_— 101 1-Mk Screenin .
» Marl CRFs Mot Collecked Ii s Demogr aphics
Site Summary S 55 Patient
§ 1011-MK Screening Recruitment
Expected: 488 Method
Submitted: 58 # 1011k Soreening  Lodiedtd
D-Review: 0
EIE § 1011-MK Screening == Cardin Risk
DR Zhanged: o
'i 1011-MK Screening ‘% Inclusion
Signed: 0
Frozen: 0 Ii 1011-MK Screening [ Exclusion
Locked: 0 § 1011-MK Dasing = vital Sians

On this page you can see how the patient is progressing through the study events by looking
at the status icons and flags.
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CRF View

The CRF view shows a single CRF for a patient.

ne, Miles Massey

Patients

'ﬁ| 100-Los Angeles  » |» All Patients = 1011-Mk » Demographics

| Log Ok

The CRFs Tab Navigation

Study:

Inbox {4}

S h .

= 2| patient: § 1011-MK Ev
Patient ID:
| || Go | Study: Aspirind1 Prokocd

_ 1. Birthdate
Actions &
» Add Comment 2 Sen
» Freeze CRF 3, Race
S e 4 Race {if "Other™)
» Rioute CRF
» Reset CRF 5. Age
Moke: Patient must be 18-35,

Flags Y
W aD-Yerify

On this page you can enter patient data.

Screening/De

In order to ensure that only one user at a time is working on a CRF, Datalabs has a check
in/out feature. You can check out the CRF on this page by clicking Check Out, or you can
set your user preferences to automatically check out a CRF when you open it.

For more information on working with CRFs, see Chapter 6: Entering Patient Data (CRFs)

on page 184.
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The DCFs Tab Navigation

The DCFs tab allows you to work with a study in a DCF-centric manner. Within the DCFs
tab, you can access four different pages, or views. As you progress, or “drill down,” through
the views you can perform different tasks.

The four views on the DCFs tab are as follows:

DCFs: Multi-Site View

DCFs: Multi-Patient View

Multi-DCF View

DCF View

This introduction provides a high-level overview of the DCFs tab. For more detailed
information, see Chapter 8: DCF Management on page 264.
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DCFs Tab Navigation

DCFs: Multi-Site View

Patients Inbox {4)

e

'ﬁ 100-Los Anﬂeles
§ 200 -Dubiin o

DCFs: Multi-Patient View

ome, Miles Massey

All Sites Totals: 0 Patients ¥ nbox (4) 1
'ﬁ W + All Patients
Click a site or ratlent = [Go | || @006  Enroled L
a subtotal to . § L011-ME  Enrolled
see the DCFs: Site Summary a ; ;
Multi-Patient Drraft: 0 QM Enrolled ome, Miles Massey Multi-DCF View
view. Sent: 3 Bimorer  Eroled Patients " Inbox (4)
Viewed: 1 §10eFs  Faied 8| 100-Los Angeles + | m » all Patients » 1011-MK
Answiered: 2 Ii 105-LB Faled |Search m
Resolved: Z ﬁm Envalled |P2Hent I0: = @ 1011-MK % Answered  Age range vi
Closed: B 107100  Envoled ——— — | o 4 viewed  touddnote
» DCF Prink Wigard # wimk s me, Miles Massey | Log.0 DCF View

» Set Ready Ta Print

§ to11-me &

Patients CRFs " Inbox {4}

Site Summary e
Use the Search : o | 100-L0s angeles + | W » &ll Patients » 1011-MK » DCF
A Draft:
palette, click a sent: 3 Search Patignk: 'i 1011-MK Prirmary Irwestigator: M
patient ID, or - > . ) rat'e”t 10 = DCF ID: 3 DCF Status: Ansun
. Yigwed: L]
click a subtotal , Related Formis) Event Reference
to see the Multi- Answered: Flags 2 || Demographics Screening 1: Birthdate
. : 0 )
: 1 A S
DCF view. Resolved  Ready to Print Query Description: &ge range violation,
Actions = Action Request: Patient must be between 15-35 at the sta
» Print DCF Response: answer this dcf
Click a DCF —_—p * Route DCF [Confidential These records
ID to see the Site Summary ~ Workflow ]
DCF view. Draft: o Action Date/Time
cent 3 Answered 12/04f2009 11:16:31 PM GMT
ent:
1 Wigwed 12/04f2009 10:57:19 PM GMT
Yigwed: Sent 1Z{032009 11:07:57 PM GMT
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DCFs: Multi-Site View

The multi-site view is the main view for the DCF tab. It presents DCF information at the
highest level.

Welcome, Miles Massey | Log 2ok
Patients ; " Inbox {4}
4l Sites v |
'ﬁ 100-Los Angeles ] 0 4
i 200 -Dublin 0 0 0
All Sites Totals: 1] 0 4

On this page you can see how many DCFs have been created and if they are being resolved in a
timely manner.

The status columns display the number of DCFs currently in each status (Draft, Sent, Viewed,
Answered, Resolved, Closed).

For more information about DCF statuses, see Chapter 8: DCF Management on page 264.
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DCFs: Multi-Patient View
The multi-patient view shows a list of patients and the status of their DCFs.

There are two ways to access the multi-patient view:

*  View all patients at a site.

= Search for patients.

ome, Miles Massey | Log Quk

Patients Inbox {4}

'ﬁ| 100-Los Angeles |3~ All Patients
Patient 10
| G0 | || ®100-88C  Enrolled 0 1
1011-MK  Enralled 0 3
Site Summary o Iﬁ — nrole =
1021-HH  Enralled 1] 1]
Draft: o Ii—
_— 4 § 1031-FR  Enrolled 0 0
Wigwed: 1 'i A04-F3 Failed 0 0
Answered: 1 § 10518 Failed 0 0
Resalved: 0 § 106134 Enralled 0 0

On this page you can see how the patients are progressing through the study by looking at the

DCEF status subtotals.

Datalabs =« User’s Guide

42



Chapter 2: The DatalLabs Interface

Multi-DCF View

The DCFs Tab Navigation

The multi-DCF view shows a list of DCFs for one or more patients at a site.

There are three ways to access the multi-DCF view:
*  View all DCFs for a single patient at a site.

= View all DCFs with a certain status at a site.

= Search for DCFs.

Welcome, Miles Massey

Study: Aspirin

Patients

" Inbox !4!

| 100-Los Angeles + |» allPatients » 1011-MK (Sent)

# et Ready To Prink

Site Summary &
Draft: o
Senk: 4
Wigwed: 1

Search LS8 patient ID + | DCF ID m Query Descriptior
Patient ID:

| || Go | 'i 1011-Mk 4 tou did nat enter th
Fr— —| @011k 5 ‘ou did not enter th
# DICF Print ‘Wizard li 1011-ME & You did not enter th

On this page you can see the IDs and statuses of the DCFs, along with a brief description of the

issue.
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DCF View

The DCF view shows a single DCF for a form.

ome, Miles Massey

| Log 2k

Patienkts

Inbox {4}
| 100-Los Angeles + |» All Patients » 1011-MK » DCF
Search 2| patient: § 1011-MK Primary Investig
Patient I0:
DCF ID: 4 DiCF Status:
| || Go |
Related Formis) Event
Flags = || ¥ital Signs Dosing
3 Ready to Print Query Description: You did not enter the patient's temperat
Actions = Action Request: Please enter the patient's temperature,
» Brint DCF .
* Answer [Confidential T
¥ Close
» Route DCF Workflow
Action Date,/Time
Site 5
e L e 2 | | viewed 12{10/2009 11:42:45 PM GMT
Drraft: o Sent 12/03/2009 11:09:57 PM GMT

The DCFs Tab Navigation

For more information on working with DCFs, see Chapter 8: DCF Management on page 264.
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Chapter 3: User
Preferences



Chapter 3: User Preferences Overview

Overview

You can personalize your User Preferences for your Datalabs user account. On the top-right

corner of the page is the Administration menu. By choosing User Preferences you can:

Change your display name

Change your email address

Choose to forward to your external email when you receive a new email message
Change the default portal to open when you log in

Turn CRF auto checkout on (or off)

Select your view options for CRF change history

Receive notification that there are signature requests

Receive query notification

Set your date and time options

View what sites you are a member of—which sites and patient-related information you can
view and edit

View your assigned permissions—which actions you are allowed to perform

Change your password

To go to your user preferences:

Click the Open List button on the Administration menu.

Click User Preferences.

The User Preferences page appears.
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Changing Your User Preferences

The User Preferences page displays the details of your user account and from it you can update

some of your preferences:

8 miles Massey

Username: MMZ7ymmassey

Display Mame:

Email Address: |mmassey@massey.com A

Email Forwarding: (Forwards to your external email when vou receive a new mail message or signature request in your Inbox)
Portal: | Data Manager Portal ¥ |

CRF Auta Checkaut: [

CRF Ch

Histmv:ange () Complete Change History (2 Basic Change History

Messagin

Directc?ry:g ®ncude  OExcude {Indicate if wou want to be included in the message recipient lisk)
Signature

Nc-gtificatinn: (3ends notification of signature requests o wour Inboc)

Query Motification: [ (Sends an alert when a notification query is received in your Inbax)

Date & Time: Format
| Use Default System Settings M| OO Farmatb uses Hhe 24 howr clock,
Time Zone
| Use Default Svstem Settings w |

| Save || Cancel |

Username: Displays the username you use when you log in to the study. The system

user within Datal.abs.

Display Name: Defines your “proper name”—this is how you are identified throughout
Datalabs. If the system administrator hasn’t created a Display Name for you, Datalabs uses
your Username by default.

Note: Datalabs identifies a user two different ways: by Display Name (“Miles Massey”) or by
Username (“mmassey”). Your Username is assigned in Windows Integrated Security (WIS) and
cannot be changed in DatalLabs. Your Display Name can be changed in your user preferences.

Email Address: Defines your current email address, which the system administrator may use to

contact you.

Note: If you do not enter an email address, an alert icon 3 appears next to the Email
Address field on the User Preferences page and next to your display name in the header.
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Email Forwarding: The Email Forwarding box is only available if an outgoing email server has
been configured for Datal.abs.

If cleared, new mail messages sent to your Inbox are not forwarded to your email address.

If selected, new mail messages sent to your Inbox are forwarded to your external email address.
(You must enter a valid external email address to be able to forward email.)

If you select the Email Forwarding box and your DatalLabs inbox already contains messages,
new email messages will be forwarded to your external email, but the existing messages are not
forwarded.

can choose one of the following portals to be your default:
Data Manager Portal — Typically used by the sponsor and CRO personnel.
Site Portal — The portal for site personnel.
Field Monitor Portal — Typically used by field monitors to verify source documents.

Medical Monitor Portal — Typically used by medical monitors to review patient medical
information.

Paper Data Entry Portal — The portal for users performing double data entry (sometimes
called “two pass verification”) from paper CRFs.

CRF Auto Checkout: Turns auto checkout on or off.

If selected, a CRF is automatically checked out when you open it. When you “check out” a
CRF, Datalabs keeps anyone else from opening it: much like checking out a library book.
This keeps multiple users from editing the same form at the same time. The first user can
check it out, update it, and check it in; the second user then can check out the updated
form, and perform any additional updates.

If cleared, each CRF must be checked out individually.

Tip: Users who mostly enter data and update forms will want this option turned on.
Reviewers and others who mostly view the data—but not update it—should have this
turned off. (If a reviewer does make changes, they are prompted to “check” the form back
in.)

CRF Change History: Select one of the following:

Complete Change History — View the entire change history for CRFs.

Basic Change History — View only the change history from when the CRF was
“Submitted” forward.

Messaging Directory: Select one of the following:
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Include — You are included in the message recipient list.

Exclude — You will not receive mail messages from other users, but will continue to

receive system generated messages.

Signature Notification: If you need to monitor signature requests for a site, select this box to
receive an email in your Inbox whenever you are sent a request for signature.

Query Notification: If you need to monitor query processing for a site, select this box to
receive an email in your Inbox whenever a query has finished processing.

Date/Time: Selects the format to use when displaying dates and times in DatalLabs (though not

the display format on CRFs or for event dates). Time Zone selects the time zone to display. The
default displays the time zone of the Datal.abs server. You can also have the display time adjust
automatically for Daylight Saving Time changes.

Note: The time zone list is based on the standard time zone list within the DatalLabs database.
If a time zone from that list is not present within the server’s registry, the system will display
UTC format.

Subtabs:

Sites — Lists the sites that you are allowed to access. The study administrator determines
these. For more information about sites and setting them up for use, see Site Management

on page 102 or User Management on page 65.

Permissions — Displays the actions you are allowed to perform. The study administrator
determines what permissions are given to each group. For more information about group
permissions, see Group Management on page 55.

To change your preferences:
From the User Preferences page make any changes to your settings.

Click Save.
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Changing Your Password

If you want to create a “strong” password that is difficult for others to guess, you can use the
following guidelines when creating your password:

B Your password should not contain your username, real name, company name, ot a
complete dictionary word.

B Your password should be significantly different from previous passwords. Passwords that
increment (Password1, Password2, Password3...) are not strong.

B Your password should contain at least seven characters.

B Your password should contain at least one character from each of the following categories:
English uppercase characters (A through Z)
English lowercase characters (a through z)
Base 10 digits (0 through 9)

Non-alphabetic characters/symbols, including " ~!1 @ #$% & * () _+-={} | []\:"
<=2,/

An example of a strong password is Nrechard1#.
To change your password:

From the User Preferences page, click Change Password on the Actions palette.

The Change Password page appears.

e, Miles Massey | Log Out  Study: Aspirin

Patients Inbox (4)

User Preferences » Change Password User Preferences hd |

&EI Change Password for Miles Massey

Current
Password | |

Mew Password | |

Retype | |
Password

Type your Current Password.

Type your New Password and then Retype your Password.

Click Save.

DatalLabs = User’s Guide 50



Chapter 3: User Preferences

Datal.abs checks:
= Whether the Current Password is correct.
*  Whether the New Password and Retype Password match.

®  Whether the new password meets the password length and complexity requirements
(defined by the system administrator).

After changing your password, a message appears:

For security purposes, you will be logged out of the system after changing your password. Y ou can then log
back in using your new password. Click Cancel to go back, or Continue to save your new password and log
ont.

Click Continue.

DataLabs logs you out of the system and displays a logout page with the message, “You
have successfully logged out of the Datal.abs system.” You must log in with your new
password to continue.
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Chapter 4: Study Administration Overview

Overview

Note: This Functionality is specific to Data Manager portal users.

This chapter covers the following material:

B Adding and maintaining sites

B Adding and maintaining groups of users

B Adding and updating users

®  Uploading a study version from Designer and testing it
B Moving a study into production

B [ocking a study

B Defining the signature attestation

B Managing derived fields

B Managing queries

B Printing a Blank CRF Report
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Accessing Study Administration

Study Administration gives study administrators access to the system management tools. It
covers everything crucial to setting up and conducting a study.

Note: Only users who have proper permissions have access to study administration tools.

To go to study administration:

Click the Open List button (™) on the Administration menu (which is near the top-right
corner of the page).

Click Study Administration.

The Study Administration page appeats.

Study Administration Skudy Administration v

Site Management
Add and maintain sites, or give users access to sites,

Study Management
Load or reset a study, set study parameters, or lockfunlock a study,

Group Management

Signature Management
Add user groups and set their permissions,

Define the text of the PI signature attestation,

Query Management

Wiews, run or search for queries,

User Management
Give users site access, set their default portals, or reset their passwords,

FHag Management
Manage flag permissions and requirements,

Derivation Management
Wiew, run or search for derivations,

Integration Management

Casebook Management
Define general and critical criteria,

Manage casebook reports,

CeeEe
CeCEeE
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Group Management

A group is a collection of users who inherit the same system permissions. System permissions
are assigned to groups, and users by being members of the group receiving (or inheriting) those
permissions when the group is active.

Groups must first be defined by the system administrator in WIS—including assigning
individual users to groups—before the groups can be added to Datal.abs.

You can use Group Management to:
*  Add and edit groups.

= Set users’ security permissions.

To access group management:

B From the Study Administration page, click O Group Management.

The Group Management page appears.

E
i
|
g
:
|
5
]

Mamibers ane alowed bo leunch, actrvate s use Destribabed C0M objects on the madhene.

SERRRE E

Depending on the Study Status you can perform the following actions:

Action Production Maintenance Test
Add group(s) Yes Yes Yes
Edit a group Yes Yes Yes
View permissions Yes Yes Yes
Edit permissions Yes Yes Yes
Delete group(s) No No Yes
Synchronize users Yes Yes Yes

Each of these is detailed in the following pages.
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Adding a Group

You can use the Add Group command on the Actions palette to add user groups already
defined in Windows Integrated Security (WIS) to the study.

Note: Users added to a group in Windows Integrated Security after the group has been added
to DatalLabs will be added as “Active.”

To add a group:

From the Group Management page, click Add Group(s) on the Actions palette.

The Add Group(s) page appears, listing all user groups which are defined in WIS but have
not yet been added to Datal.abs.

Welcome, Miles Massey | Log Qut Study: Aspirin
Patients Inbox {4)

Study Administration » Group Management = Add Group{s) Study Administration
User Group Filter S & Add Group(s)

| || Save |

O bregins with Group Name Default Portal

@ contains

L] Study Administrators
O ends with

[Pl Skudy Coordinators

L] Skudy Managers

|_Add | cCancel |

Select each group you want to add by selecting its check box.

When you select a group, DatalLabs prompts you to supply the Default Portal.
From the menu, select what the group’s Default Portal will be.

After you have selected all the groups, click Add.

When a group is added, all users that are members of that group in WIS are also added to
Datal abs.

Caution: It is not recommended that you add groups that have administrator rights to
Datal.abs. If you do so, you may create an unnecessary security risk since you will be giving
users the ability to reset Windows passwords from within Datalabs.

The primary example of a group with administrator rights in a domain is the Domain Admins
Group; the primary example of a group with administrator rights in a local server is the
Administrators Group.

Note: When a Group is added, the default Group status is Inactive and all permissions are set
to either “Deny” or “Hide” while all users in the group are set to “Active.” Once you have
made any necessary changes to the permissions you must change the Group status to Active
before the member users can log in.
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IT Admin Group

The group which is created during the installation of Datal.abs, the I'T Admin group, is given
administrative security rights (all permissions set to “Allow”). This group will have access to all
features and functionalities. Due to this high level of access, special features are in place to
protect this user group from changes or deletion from those users who do not have I'T Admin
group status. This provides an extra layer of study protection.

Note: Only members of a user group identified as I'T Admin with the Group Management
permissions of “Edit” or “View” will be allowed to edit other IT Admin groups or users of that
particular group. Users who have the Group Management permission of “Edit” or “View” but
are not assigned to the I'T Admin group will be restricted from accessing the group management
page for the I'T Admin user group(s) or the user management page of users within the I'T
Admin user group(s).

After installation you can add more groups with I'T Admin rights using the Installer and
selecting the Configure Existing Install option. For more information about configuring existing
install guide see the Install Guide: Configuring an Existing Install for more details.

Caution: It is recommended that as few groups as possible have IT Admin “super user” rights.
It is a higher security risk; the more groups that can alter user and study properties.
User Group Filter

DatalLabs has the ability to filter the user groups from the Add Group(s) page through the use
of the User Group Filter.

User Group Filter oy

|Data || Save |

O beqins with
@' conkains
() ends with

This is located in the Actions palette and allows you to filter text by one of the following three
methods.

Does the Group Name:
B Begin with the filtered text
B Contain the filtered text

B End with the filtered text
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Any groups which have the requested requirements will be filtered through and populate the
choice of groups to be added.

Note: Only groups with I'T Admin rights will have the ability to save the User Group Filter
preferences.
Editing a Group

When you edit a group, you can add a description to a group, change its status, edit its
permissions, or delete it.

To edit a group:

From the Group Management page, click the Group name.

The Edit Group page appears.

“Welcome, Miles Massey | Log Out Study: ASPIRIN
Patients Inbox (2)
Study Administration » Group Management » el earningGroup Study Administration s
Actions — @ elLearningGroup
= Edit Permissions
» Delete Group
Description: |eLearningGroup |
| Save |
Users T Permissions ]
Name Username Status
Debra Margan qal&\dmorgan Active
Dirk Hamilton gal&idharnilton Active
Ed Crane galdiecrane Active
Martha Webb qal&\mwebb Active
Milas Massey qal8immassey Active
Sara Garcia gal8isgarcia Active

Make any necessary changes to the Description and Status.
Click Save.
The “Save Successful” message appears.
The Edit Group page contains the following information:
Description: Displays a short, meaningful description of the group.

Status: Selects the group status:
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& Active — A group currently allowed access to Datal.abs.

&2 Inactive — A group not being used by DatalLabs. Users in an inactive group are not
able to log in to DatalLabs (unless they are a member of another active group).

Note: Users can be members of more than one group. Users that are members of multiple
groups inherit the cumulative permissions of all their groups.

Subtabs: The Groups Management page has two subtabs, the Users and Permissions.

Users Tab — Lists the users that are members of this group, as defined in Windows
Integrated Security; and their status, as defined in Datal.abs. For more information
about user groups, see User Management on page 65.

Users T Petmissions ]
Mame Username Status
Catl Showalker sshowalter Active
G.H. Daorr ghdarr Active
Gus Petch gpetch Active
Marge Gunderson mgunderson Active
Miles Massey mmassey Active
Morville Barnes nbarnes Active
Ulysses Everett Mol uerncgil Active
Marylin Rexroth mrexrath Active

Name — Lists the user’s Display Name.
Username — Lists the user’s Windows Integrated Security (WIS) Username.

Status — Lists the uset’s current status.

Permissions Tab — Lists available permissions and its current setting for the group the
user is a member of. To edit a group’s permissions, click the Edit Permissions
command on the Actions palette. For more information on editing group permissions,
see Editing the Permissions for a Group on page 60.

Viewing Permissions

The Permissions subtab on the Edit group page shows you security and system permissions
given to all users who are members of the group.

To view a group’s permissions:
From the Group Management page, click the Group name.

From the Edit Group page, click the Permissions subtab.
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me, Miles Massey | Log Out Study: ASPIRIN
Patients Inbox (2)
Study Administr ation » Group Management * el earningGroup Study Adminiskration
Actions A

@ elearningGroup
» Edit Petmnissions

= Delete Group

Description: |eLearningGrc-up |

Status:

|_Save |

Lisers T Permissions ]
[=] study Permissions
Study Administr ation Allowy
Study Management Edit
Edit Preferences Al
Manage Study VYersions Allow
Lock Study Allow
Reset Study Allowy
Unlock Study Al
Upload Study File Al
Delete Study File Allow
StagefPublish Study Allow
Recall Study Allowy
[=] site Permissions
Site Management Edit
Add Site(s) Al

Note: In the Study Permission section, the first item, “Study Administration,” cannot be edited.
Instead, it shows the cumulative status of the Study Administration permissions. When setting
the permissions, there are six management options that are part of the Study Administration
menu: Study, Site, Group, User, Query, Derivation, and Signature Management.

For example, if a user has any one or combination of these sections set to “View” or “Edit,”

then the Study Administration permission display “Allow.” If a// of these options are set to
“Hide,” then the Study Administration permission will be set to “Deny” and the user will not be
able to access Study Administration menu page.

Editing the Permissions for a Group

A permission is a unique security right which controls a user's access to certain functions or
sections of Datal.abs.

You can use the Edit Permissions command on the Actions palette to update the permissions

for a user group. Permissions set to “allow” give you access to portals, pages, tabs, actions and
fields.

To change a group’s permissions:
From the Group Management page, click the Group name.

From the Edit Group page, click the Edit Permissions command on the Actions palette.

DatalLabs = User’s Guide 60



Chapter 4: Study Administration Group Management

The Edit Permissions page appears.

‘Welcome, Miles Massey | Log Out Study: ASPIRIN

Patients Inbox (2)
Study Administration » Group Management » eLearningGroup » Edit Permissions Study Administration

& Edit Permissions for eLearningGroup
Expand All | save |

Study Permissions

[E] site Permissions

Allow Deny Hide Yiew Edit
Site Management - - O O @
fdd Sitels) ® 0] - -
Manage Users @ O - -
Migrate Patient{s) & O - _
Manage Site Wersions @ O - -

Group Permissions
User Permissions
Derivation Permissions

Query Permissions

Signature Permissions

Make any changes to the permissions that are necessary.
Click Save.

The “Save Successful” message appears.

For each set of permissions, you can choose from two classes of settings.

Actions: Either allows or denies users in the group to perform the selected action.
Allow — Allows the users to perform this action.
Deny — Denies the users from performing this action.

Hide, View or Edit: Determines whether users are able to view or edit this category.
Hide — Hides this from the users.
View — Allows the users to view this, but not edit.

Edit — Allows the users to edit this.

Deleting a Group

Deleting a group from Datal.abs removes the group from the Group Management list but does
not remove the group from Windows Integrated Security.

Once a group is deleted from Windows Integrated Security, the next time a Datal.abs user
accesses the Study Administration Page, the deleted group will be set to Invalid and then deleted
from the Group Management list. Since the group will no longer show up in Group
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Administration, it will not be obvious to a DatalLabs system administrator that the group was
deleted from WIS.

If you delete a group in WIS it does not take effect immediately, but can take some time
(sometimes up to half an hour or more) varying on how Datal.abs is setup.

Deleting a group also deletes users that are members of oy that group. Users who are members
of other groups as well as the deleted one are not deleted. The historical record of the Group
and the Users is never deleted.

You can use the Delete Group command on the Actions palette to delete the group you
currently are editing.

Note: This command is only available if study status is “Test.” For more information about
how to set study status, see Study Management on page 74.
To delete more than one group:

From the Group Management page, click Delete Group(s) on the Actions palette.

The Delete Group(s) page appears.

ame, Miles Massey | Log Out Study: ASPIRIN

Patients Inbox (2}
Study Administration » Group Management » Delete Group{s) | Study Administration

a Delete Group{s)

e rome ot oescoton ]

El 8 elearningGroup Ackive elearningGroup

18 xcusers Active

Delete Cancel

Select the group(s) you want to delete.
Click Delete.

The “Deleted Successfully” message appears when you are returned to the Group Management
page.

To delete the current group:
From the Group Management page, click the Group name.
From the Edit Group page, click the Delete Group command on the Actions palette.
A warning box appears.

Click Continue to delete the group.
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Note: If you delete a group, and a user belonging to the group has a form checked out, the
group can still be deleted. However, the form check out is cancelled and any changes to the
CRF are not saved.

A group that is renamed in Windows Integrated Security will appear to Datalabs as if the
group has been deleted. The group will have to be re-added to DatalLabs under the new
name.
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Synchronizing Users

If users are added or removed from Windows Integrated Security groups, they are not
automatically updated in Datalabs’s groups and users management. You can use the
Synchronize Users command on the Actions palette to synchronize DatalLabs with WIS.

To synchronize groups:
1 From the Group Management page, click Synchronize Users on the Actions palette.
A message box appears.

Sycnhronize Users

Synchronizing users may take several minutes, Do wou wank to
continue?

~  Click Continue.

The “Synchronized Users Process Started” message appears. The synchronization can be
tracked in your Inbox.

3 Click the Inbox tab.

A “Synchronizing Users with Windows - 100% complete” message appears in the Inbox when
the synchronization is complete.

Welcoms, Miles Massey | Log (ot Study: Aspimin

Inbax || Brsks Manager Portal (v
[ Sender Subject Sike Dake. Time
El System  Syrehronizing Lisers with Windows - 100°% complete. 1107 [ 2005 003 £X0:02 PP PST

To delete synchronization message:
1 Click the check box for the message(s).

2 Click Delete.
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User Management

A user is any individual working on the study and given access to DatalLabs, whether they are
responsible for designing and setting up a study, managing study data, inputting patient data,
editing CRFs, reviewing it, creating and responding to DCFs, signing off, or locking patients
and studies. Not every user has full access to Datallabs and the data; therefore, each of these
actions is determined by their group permissions. For more information about editing group
permissions, see Editing the Permissions for a Group on page 60. Each of these users must be
created first as a system user and have a unique and personal username and password.

You can use User Management to:
* Edit and delete users.
"  Reset users’ passwords.

= (Give users access to sites.

To access user management:

B From the Study Administration page, click &) User Management.

The User Management page appears.

B i atew ety Aty e g TR ditecr
Btme Archer narchar Dot Managens RCTTHLN tren
B B rdeer P Farkd Mol ors{Sa T IVE) Ftron
o Tt dshimghid Fiek] Mordtors{ &CTIVE) AiTped
Brdce acrare Dt Eritry Parsorral(ACTIVE] vy
B fveren vl el Daat s Managorl AL TIED hitren
B F s depong Faraorad Wi A TTVE) hiren
B e bk febwenks Meddcal Mororsl ACTTVE) tien
B Ly Rrsiegiand Stn Pericrrsl AL TIVED itren
Bt b B panh gt Sie Perpornal ACTIVE] Airen
B M e Madicsl Ford el ACTTH tien
sl | ek ikl Dt Enlry Paricrrel ATTIVE] Ailrer
Bt Falor, o oy bl ATV itren
s ey sy W Aelmra ACTTVE) ctren
g T g WA AT T Sclearts s ora{ A V) datrer
L0000 treunkDESTOROTERTRges |

From the User Management page you can:
=  Edit a user

" Reset a uset’s password

= Give a user access to sites

Each of these actions is detailed in the following pages.
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Updating a User

From the Edit User page you can edit a user’s display name, email address, change their status,
change their default portal, turn on auto-checkout, set how they view change history, set date &
time view option, reset their password, and give them access to sites.

To update a user:
From the User Management page, click the user’s name.

The Edit User page appeats.

ne, Miles Massey | Log Out

Patients Inbox (2}
Study Administration » User Management = Miles Massey Study Administration |+
Actions — 8 Miles Massey

» Reset Password
» Manage Sites

Usernanme: qal8\mmassey
Display Mame: |Miles Iassey |
Email Address: |mmassey@massey.com |
Emnail ) (Farwards ta vour external email when vou receive a new mail message or signature request in
Forwarding: your Inbosx
Status:
Partal: | Data Manager Portal ' |
CRF auta
Checkout: O
CRF Change
Histary: " (@] Complete Changs Histary, (%) Basic Change Histary,
Messagin
Directogry:g @ indude  OExcude [ Lock {Indicate if vou want to be included in the message recipient list)
Signature
NEtiFication: O {Sends notification of signature requests ko your Inbox)
En;lgfriiation: il (Sends an alert when a notification query is received in your Inbox)
Date & Time: Format
| Use Default System Settings b | 50 Format ures the 24 Aowr dock.
Time Zone

Use Default System Settings v |

| save || Cancel |

Make any necessary changes to the user.
Click Save.
The “Save Successful” message appears.
The Edit User page contains the following information:
Username: Displays the User Logon Name from Windows Integrated Security.

Display Name: Defines the display name of a user—this is how the user is identified
throughout Datal.abs. This can also be changed by the user in User Preferences.
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Email Address: Defines the user’s current email address. This can also be changed by the
user in User Preferences.

Note: If you do not enter an email address, an alert icon ﬁ appears next to the Email
Address field on the User Preferences page and next to the user’s display name in the
header.

Email Forwarding: If cleared, new mail messages sent to the user’s Inbox are not
forwarded to the user’s external email address.

If checked, new mail messages sent to the user’s Inbox are forwarded to the user’s external
email address. If you check the Email Forwarding box and the user’s Inbox already contains
messages, new email messages will be forwarded to the user’s external email, but the
existing messages are not forwarded.

In order to be able to forward email messages, you must enter a valid email address for the
uset’s account in Email Address.

The Email Forwarding box is only available if an outgoing email server has been
configured for Datal.abs. For information on configuring an outgoing email server, see Mail
Tab on page 85.

Status: Selects the current user status:
& Active — A user currently permitted to access Datal.abs.

& Inactive — A user currently not permitted to access Datalabs. The user cannot log
in, regardless of what groups the user belongs to. The Inactive status overrides any
group statuses.

Note: From within Datalabs, there are two ways to prohibit a uset’s ability to log in to
Datalabs: by setting an individual uset’s status to Inactive, or by setting the group’s status
to Inactive.

Caution: If a user is deleted in Windows Integrated Security, they will not be permitted to
log in to Datal.abs, but the user’s status in DatalLabs will still appear as “Active”—until a
Synchronize Users is executed on the system. Once users are synchronized, the deleted user
is removed from Datalabs.

Note: The “Invalid” status is controlled exclusively by Datallabs. A user is assigned
“Invalid” status if user is deleted, disabled or password expires in NT Security. When a
user’s status is “Invalid,” they are no longer displayed in Datallabs though they are not
completely removed from the system. If the account is resolved within NT Security, the
system automatically changes the status to “Active” and you now have the ability to change
their status.
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security level, you can select one of the following portals:
Data Manager Portal — Typically used by the sponsor and CRO personnel.
Site Portal — The portal for site personnel.

Field Monitor Portal — Typically used by field monitors, and focuses on the source
document verify.

Medical Monitor Portal — Typically used by medical monitors, and focuses on the
medical review flag.

Paper Data Entry Portal — The portal for users performing double data entry
(sometimes called “A/B entry”) from paper CRFs. For more information about the
paper data entry portal, see the PDE Guide.

Tip: Users who mostly enter data and update forms will want this option turned on.
Reviewers and others who mostly view the data—but not update it—should have this
turned off. (If a reviewer does make changes, they are prompted to “check” the form back
in.)

CRF Change History: Select to view entire change history for CRFs, or only the change
history from when the CRF was “Submitted” forward. The default is “Submitted forward.”

Messaging Directory: Select one of the following:
Include — Add the user to the message recipient list.

Exclude — The user should not receive mail messages from other users, but should
receive system generated messages.

Signature Notify: If the user is to monitor signature requests for a site, checking this box
has DatalLabs send a notice to their Inbox whenever the user is sent a request for signature.
For more information about signature notify, see Signature Process on page 308 or
Signature Request Inbox Messages on page 315.

Query Notification: If the user is to monitor query processing for a site, select this box to
send an email to the user’s Inbox whenever query processing is complete. For more
information about query processing, see Running Selected Queries on page 131.

Date/Time Format: Selects the format to use when displaying dates and times in Datalabs
(though not the display format on CRFs or for event dates).

Time Zone: Selects the time zone to display. The default displays the time zone of the
Datalabs server. You can also have the display time adjust automatically for Daylight
Saving Time changes.
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Subtabs: The User Management page has three subtabs: Sites, Groups and Permissions.

Sites subtab — Lists the sites that the user is allowed to access.

Sites T Groups T Permissions W

Site ID Site Name Site Status
& o Capenhagen Active
il 03 Osln Active
[ Riga Active
i@ o7 Tallin Active

Groups subtab — Lists the groups the user is a member of.

Sites Groups I Permissions ]
Group Name Status Description
&3 DataManagers Active

Permissions subtab — Lists what actions the user is allowed to perform, as defined by

the group(s) the user is a member of. This is a cumulative view of all their rights, based
on all the groups the user is a member of. For more information about a group’s
permissions, see Group Management on page 55.

Sites T Groups T Permissions ]
Study Permissions

Study Adminiskration Allaw
Study Managemenk Edit
Manage Yersion(s) Allaw
Lock. Study Allaw
Reset Study Allaw
Unlock Study Allaw
Upload Study File Allow
Delete Skudy File Allaw
StagefPublish Study Allaw
Recall Studyw Allow
Site Permissions

Site Management: Edit
Add Sikeds) Allaw
Manage Users Allaw
Migrate Patient(s) Al
Manage Yersions Allaw

Group Permissions

Group Management Edit

Add Groupls) Allaw
Delete Graup(s) Allaw
Edit Permissions Allow
Synchronize Users Allaw

User Permissions

User Managernent Edit
Manage Sites Allaw
Reset Password Allow

Derivation Permissions

Detivation Managernent Edit

Resetting a User’s Password

You can use the Reset Password command to reset a user’s password. You may need to reset a
password if a user forgets his password to deny a user access to Datalabs.
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Note: If you reset a user’s password and the user is currently logged in to Datal.abs, the user
will be disconnected from DatalLabs.

Resetting a password changes the current password to a temporary and random “strong”
password, which can then be emailed to the user.

The strong password generated by Datallabs meets the following complexity requirements:
B Does not contain all or part of the uset's account name
B Contains at least twelve characters
B Contains at least one character from each of the following categories:
English uppercase characters (A through Z)
English lowercase characters (a through z)
Base 10 digits (0 through 9)

Non-alphabetic characters/symbols, including " ~1 @ #$% & * () _+-={} | []\:"
'<>2,./

To reset a user’s password:
From the User Management page, click the user whose password you want to change.
The Edit User page for that user appears.
Click Reset Password on the Actions palette.

The Reset Password page appears.

sk, Hilles Masery [ Lo 00

B ieset Panasied Eoeen bl

[

Click Reset.
Datalabs resets the password and displays the temporary password.
Click the user’s email address to send them their temporary password.

Your email program opens a new message, complete with the temporary password.
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= Temporary Clinical Password - Message (HTML)

i Fle  Edit Wiew Insert Format  Took  Actions  Help

Piigend |l A 4 o ]2 (0 THAttachas AdobePDF [ (2 8| ¢ B | ¥ | [:] options... AF | @)

: Verdana -0 -|AB U= =
[ Te.. | [Eversttmcai
(e

Subject: ‘Temporary Clinical Password

Study: AspirinNew

McGill is a member of in the Windows Domain "DOCO1".
The temporary password is: 3FUBAR2L

Please change your password in User Preferences after logging in.

The password for user Everett McGill has been reset. This reset affects all studies Everett

DatalabsxC Clinical - System Agent

incoming e-mail. Please do not reply to this message.

Please Note : This e-mail was sent from a notification-only address that cannot accept

Add any additional comments to the user, and click Send.

On the Reset Password page, click Done.

You are returned to the Edit User page.

Giving a User Access to Sites

User Management

While you are working with users, you can use the Manage Sites command to give a user access

to sites.

Tip: You may need to add sites to DatalLabs before taking this step. For more information on

how to add sites, see Site Management on page 102.

To give a user access to one or more sites:

From the User Management page, click the user’s Display Name.

The Edit User page appeats.

Click Manage Sites on the Actions palette.

The Manage Sites page appears, containing two lists of sites:
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‘doat ST * Usen Mapanemecs » XL MG * Mansge SArs sty Aemratratn
a, e o) Hwmmtt PcCall
Avaiable Sy ey MembeeshEp
2 isbirey A 0 -Copariamn
- e b [ Add = 3k
- o ol OS-Rigs
S I "
B =Remeve |
1= Lornlirdats
| Lt .

Available Sites: Lists all sites that have been added to Datal.abs that the user does not
have permission to access.

Site Membership: Lists sites the user is currently a member of.

From the Available Sites list, click the site(s) you want the user to be able to access.

Tip: To select more than one site, press the CTRL key while clicking each additional site.
Click Add.

From the Site Membership list, click the site(s) that you do not want the user to access.
Click Remove.

Click Save.

The “Save Successful” message appears. Datalabs saves the changes and returns you to the

Edit User page. The sites associated with the users are listed in the Sites subtab at the bottom of
the page.
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Deactivating a User

While Datalabs does not allow you to delete individual users, you can prevent users from

logging in to DatalLabs one of several ways:

B Deleting the groups that they are a member of.

B Inactivating the groups that they are a member of.
B Inactivating the individual user.

These have all been covered in the previous sections.

Tip: If you need to immediately disable a user, do the following:

In User Management in Datalabs, change the uset’s status from active to inactive.
Disable the user account in Windows Integrated Security.

If you disable or delete the user in WIS first it does not take effect immediately, but can take
some time (sometimes up to half an hour or more) varying on how Datalabs is setup.

Note: Deleted and deactivated users can be updated immediately if you perform a Synchronize
Groups.

Note: If a user has a CRF checked out at the time of being deactivated, the CRF will be
checked back in.
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Study Management

You can use Study Management to:
= Update study settings: status, retention end date, timeout, auto-close.
= Lock studies.
= Move studies from Test to Production Mode or Maintenance Mode.

»  Set other overall study and server/security-related information.

Note: Some of these items are set within Windows Server or imported from Designer, and are
mainly for your information.

To access the study status:

B From the Study Administration page, click © Study Management.

The Study Management page appears.

Welcome, Miles Massey | Log Ouk

Shudy Admintstration » Study Management Shudy Admiristration |
Actions ol | Srudy: ASPIRIN

: Bl Frotocl: ASCT-5150

» Elt Prefarences Choman: a [}

* Mangge Vol fng Shady Sakus MarEenacE v

Warkflow

Actbon Diabe, Tirme User

Locked 11072005 05:39:09 PM PST Miers Masssy (renassey)
Pridudtion 11042005 03:38:58 PM PST Syshess Lsar (5yshim)
Published (v2.1) 11022005 02:56:40 PM PST Furey Arches {aarches)
Risel 107312005 06:31 :43 AM FOT Miles Massay {rimassey)
Published (v2.0) 10/29/2005 01 :26:58 PM FOT Everatt MoGll {usmooll)
| Mairkanancs 10} 2812005 11:26:47 AM FOT Milers Marssy (Frenaessery)
Proghuctinn 10/26/2005 04:17:58 PM FOT Furey Arches (sarches)
Publiched (v1.0) 10/ 242005 0%9:17:43 AM FOT Miles Marssiry (remarsey)
Test 101212005 08:15:36 AM FOT Everstt MoGl {uemooll)
| Masirtanance 10J19)2005 07:15: 16 AH FOT Milers Marssry (renaessey)

The Study Management page contains the following items:

Actions: Your permissions will determine which actions are available to you on the Actions
palette. For more information on permissions, see Group Management on page 55.
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Reset Study — If your study has on/y one published version, this command clears all test
data, republishes the study version and prepares the study to be put in production
mode.

If you have multiple published versions, this command clears all test data that was
entered for all versions, deletes all study files and versions, republishes the last
published study version as version 1.0 and prepares the study to be put in production
mode (see Study Status below).

When you reset a study, DatalLabs lists only two actions in the workflow: Reset and

Published.
Workflow
Action Date/Time User
Published: +1.0 {Aspirin v1 2005-01-25) 11-May-2005 18:57:49 FDT Miles Massey {mmassey)
Reset 06-May-2005 09:15:07 FDT Miles Massey (mmassey)

Note: The Reset Study command appears only when the study is in “Test” or
“Maintenance” mode.

Lock Study — Locks the study so that #o data can be added or updated: the only action
allowed is unlocking the study. Studies ate typically locked when they ate complete and
the data is ready to be turned over for analysis. For more information about locking a
study, see Locking a Study on page 88.

Unlock Study — Unlocks the study if it has already been locked.

Caution: Unlocking a study is an administrative challenge, since studies that have
already been locked should only be unlocked with written justification and approval.

Edit Preferences — Edits the study’s preferences. For more information on editing the
study preferences, see Updating the Study Preferences on page 77.

Manage Versions — Uploads new versions of the study created in Designer to the
server; and maintains study versions that are already in the study database. For more
information on managing study versions, see Study Version Management on page 90.

Study: Displays the study name—which is contained in the XML uploaded from Designer.

Protocol: Displays the protocol name—also contained in the XML uploaded from
Designer.

Note: Both the study and protocol names are determined during the design phase in
Designer, and imported into the Datal.abs system.

Domain: Displays the Windows network domain name. For local security, the local server
name is displayed; for domain security, the domain controller is displayed.
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Study Management

Study Status: Selects the study’s mode: test (the default), production mode or maintenance

mode.

Production — Used for an actual, verified study, ready to collect real clinical trial data.

Maintenance — Used when performing maintenance tasks on a study that is in
production mode.

Test — Used while the study is being set up, to test the forms and scripts that have been
imported from Designer. The study should be reset before it is moved into production
mode.

Workflow subtab: Shows the actions that have been performed for this study: the action, the

date and time of the server at which the event occurred, and the user who initiated the event.

(See the previous Actions palette commands for more information.)

Workflow

Action

Locked
Praduction
Published {+2 .1}
Reset

Published (v2.0%
Maintenance
Praduction
Published (+1.0)
Test

Maintenance

Date,/Time

11/07/2005 05:39:09 PM PST
11/04/2005 03:38:55 PM PST
11/02/2005 02:56:40 PM PST
10/31/2005 06:31:43 AM PDT
10/29/2005 01:26:58 PM PDT
10/28/2005 11:26:47 AM PDT
10/26)2005 04:17:55 PM PDT
10/24/2005 09:17:43 AM PDT
10/21/2005 08:15:36 AM PDT
10/19/2005 07:15:16 AM PDT

User

Miles Massey (imassey)
System User (syskem)
Amy Archer (aarcher)
Miles Massew (mmassey)
Ewerett MoGill (usmogilly
Miles Massew {mmassey)
Ay Archer (aarcher)
Miles Massey (imassey)
Everett MeGill {usmegil)

Miles Massew (mmassey)

Action — Lists the name of the action taken on the study.

Maintenance — Details when the study was moved into maintenance mode—usually
when patients were migrated to a newer study version.

Published (vIN.IN) — Details when a new study version was published, along with the
study version number.

Recalled — Details when a study version was recalled.

Reset — Details when the study test data was cleared to prepare it to go from test mode
to production mode.

Test — Details when the study was moved back into test mode.
Production — Details when the study was moved from test mode to production mode.

Locked — Details when the study was locked to prepare the data to be turned over for
analysis.

Unlocked — Details when the locked study was unlocked.

Date/Time — Lists the date and time the action took place.

DatalLabs = User’s Guide 76



Chapter 4: Study Administration Study Management

User — Lists the user who performed the action.

Updating the Study Preferences

From the Edit Preferences page you can change the study’s preferences: general, CRF, DCF,
sctipt, paper data entry, date/time, and hotkey preferences.

To edit the study preferences:

From the Study Management page, click the Edit Preferences command on the Actions
palette.

The Edit Preferences page appears.

Welcome, Miles Massey | Log Qut Study: Aspirin
CRFs Inbox
LTS = =
Study Administration » Study Management » Edit Preferences | Study Administration | v

Edit Preferences
Retention End Date: 12/31/2222 | mmddievyy
User Inactivity Timeout: @ minute(s)
Administrator Email: l:l
System Notification: Oon ®off

Seroll Text
Proxy Server Host Name: \ \

Make any necessary changes to the preferences.
Click Save.

The “Save Successful” message appears. The Edit Preferences page has nine tabs:

General tab

Selects general study preferences:

[ ceneral [ _Foms | ocks T scupts | papercntry [ Date/Time | Hotkeys | Reports | wai |

Retention End Date: |12/31/2222 | mmadivyy
User Inactivity Timeout: @ minutes (Mote: If less than 3 minutes, users will not be warned.)

Administrator Email: l:l

System MNotification: O on @ off

Scroll Text

Proxy Server Host Name:

Proxy Server Host Uses 55L: [
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Retention End Date: Contains the retention period during which the study data will be kept,
as required by the FDA. This date appears on all CRFs in the study. (The default value is
12/31/2222.)

User Inactivity Timeout: Contains the number of minutes of inactivity before a user’s session
times out. A user’s inactivity is based on how often a page is refreshed, not by the actions a user
performs on a specific page.

The default setting is 30 minutes. This field is required.

Note: The user will receive a warning two minutes before their session will timeout. If the User
Inactivity Timeout is set to three minutes (or less), users will not receive a warning.

Administrator Email: Defines the system administrator’s current email address, in case they
need to be contacted.

System Notification: Creates a notification banner, and defines the message that will appear in
the banner. You can select the text to scroll. Maximum characters are 300.

The Datalabs demner will be ahot down from 0200 to 04:00 AM Thursday 015027 720140,

ek . Miles Massey | Log 0wt Shudy: Aspirin

W-Mmﬁ. - Shudy Adminstration

Proxy Server Host Name: Allows you to define the machine name to be used in hyperlinks
that occur in emails for routing CRFs and DCF's and recovering lost usernames and passwords.

Proxy Server Host Uses SSL: Check this box if the proxy server host uses a Secure Sockets
Layer (SSL). The prefix “https” will be included in hyperlinks that occur in emails for routing
CRFs and DCFs and in recovering lost usernames and passwords. Clear this box if the proxy
server does not use SSL. The prefix “http” will be included in hyperlinks that occur in emails for
routing CRFs and DCFs and in recovering lost usernames and passwords.

Forms tab

The Forms tab allows you to select the following study preferences related to CRFs:

General | Forms | DCFs | Scripts | PaperEntry | Date/Time | Hotkeys | Reports | Mail |
CRF Collection
Allow a user to enter and save part of the data on a CRF and return later for completion and submission of the CRF.
O Form Level Submit @ Ttem Level Submit  Entry Complete Default States | Uncheded %
"Question Not Answered" Values
For each data type, enter a value that will be used for concurrent reporting views for questions that have been marked Not Answered.
Text: Date: vy
Integer: Float:
“Code Prefix" Values
The Code Prefix will be displayed:
“Reason for Change" Values
The Items that wil display for the user in the Reasons for Change list after they change Patient data.
DCF
SEC
SOR
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CREF Collection: You can enter and save data on a CRF as a whole (Form Level Submit) or
enter and save part of the data on a CRF (Item Level Submit) with the ability to complete and
submit at a later point.

Entry Complete Default State — If item-level data collection is used for a study, you can

choose whether the Entry Complete box that appears on CRF forms is selected or cleared
by default.

Unchecked. By default, the Entry Complete box on CRF forms is cleared by default. If
CRFs are typically partially submitted, choosing to clear the Entry Complete box by default
can help prevent users from fully submitting an incomplete CRF. After entering data for a
CREF, the user must select the Entry Complete box to fully submit the form.

Checked. By default, the Entry Complete box on CRF forms is selected by default. If
CRFs are typically fully submitted, choosing to select the Entry Complete box by default
can help users submit CRFs more quickly. A user can fill out a CRF and press ENTER to
tully submit the form. The user does not have to take the extra step of selecting the Entry
Complete box.

“Question Not Answered” Values: Defines the values to be used by concurrent reporting
when a question has been marked not answered. Each of these fields is required and must
contain valid data for each data type. These values must be determined by your organization.
(You can determine whether a user group has permission to mark questions “not answered”
from the Group Management page. For more information on the group management page, see
Editing the Permissions for a Group on page 60.)

Note: Sometimes questions on a CRF are purposefully skipped during data entry. Data
management personnel will want to distinguish between questions intentionally not answered,
and those skipped unintentionally. Mark Not Answered enables the site to mark those CRF
questions that were intentionally skipped. For more information on marking an item not
answered, see Marking a Question “Not Answered” on page 235.

Tip: Since the value you choose is used for data fields with various lengths and types (text,
integer, float, date), you will want to select a small value that can be used by the various field
types, and will not be truncated if the field length is 1.

“Code Prefix” Values: Selects whether to display the Code Prefix value in codelists as defined
in Designer, in the EDC portals, the PDE portal, or both.

“Reason for Change” Values: Sclects which “reasons for change” values will be available
when a user updates an item in a CRF. You can click the Add New button to add additional
reasons to the possible selections. For more information on adding additional reasons, see
Editing a Submitted CRF on page 207.
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DCFs tab

Defines the two optional DCF fields. Since some Datalabs customers—especially PDE users—
may need extra fields to track custom workflow statuses, these two fields enable you to define
two additional codelists:

Aysin-dos= Resohed DCEs: [¥] {rustomaticaly dose o system reschoed DOFs.)

Turn On DOF Barcode: [¥] (Turn on [CF BarCods on Prink DCF )
Restricted Access Forms
=] Restricted DCF Aocess For Restricted Forms

BCF Descrplon Replacement:

e

Custom DCF Fields

Pisid Label: (=) Inssctrve

Add M e

Auto-close Resolved DCFs: When checked, automatically changes DCFs that are resolved to
“Closed” status. For more information on closing a DCF, see Closing a DCF on page 288.

Turn on DCF Barcode: Includes a “scan-able” barcode on printed DCFs.

Restricted Access Forms: If checked, any DCFs that are generated by restricted forms are not
visible to users if they are denied the “View/Act Upon Restricted Access Forms” Group
Permission. Instead, the DCF Description Replacement is displayed. If unchecked, the users
will see the DCF but not have access to the form. (Users with access to restricted forms will
always be able to access the DCFs as well.)

Custom DCF Fields: You can define two custom DCEF fields.

Field Label — Defines the name of the fields as it is displayed on the DCF.

Note: You cannot use the following special characters in a Field Label: ~ ! @#$%"

&*()+{}|:“<>2-=[]1\:°,./.
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Active /Inactive — Selects whether to display the field on DCFs.
Item list — Lists the codelist items you have added using the Add button.

Move Up/Move Down/Remove — Changes the order of a selected list item, or deletes it
from the list.

Add New Item — Type the list item and click Add to add an item to the codelist.

While data saved in custom DCEF fields do not record a change history, they can be used as
criteria when searching for DCFs. For more information about searching for DCFs, see
Searching for a DCF on page 275.

Scripts tab

Selects study preferences related to scripts (queries and derivations):

el | Tam i B Soiets | PaperEaey | DataTeaa ] Matera i | Rapaite | il
S Bubs A TE TN [ inccates if quesy and derrvation scrpls: should become naciive i they encounter an excepson. )
Marusl Derrvafion Flequesis: [=] (riems poding for =anual derrenton recuests on o off.)

Marusl Quey Requests: [#] {Fums poling for manual query requests on or off)
P Quéries on Frogen Patents; ] {aboves bath Aute srd Marusl query reausssts fo be run sgarst Sooen patents.}

Script auto-inactivation: Turns script auto-inactivation on or off. Auto-inactivation inactivates
any derivation or query script that encounters a script error (i.e., the script’s syntax is invalid).
The script will remain inactive until its status is changed back to Active. (The default setting is
“off.”)

Manual Derivation Requests: Turns polling on and off for derived fields. When manual
derivations are submitted to run, they are placed in a run queue. Datalabs polls this queue every
30 seconds, and runs the next run request in the queue. When you turn off Manual Derivation
Requests, DatalLabs will not poll the queue, and run requests will continue to queue up. (The
default setting is “on.”)

Tip: This is useful to reduce server load. By turning off Manual Derivation Requests during
peak system usage, you can delay run requests until the server load is lighter, running them
“after hours.” For more information about turning off derivation requests, see Derivation
Management on page 113.

Manual Query Requests: Turns polling on and off for queries. This works similarly as Manual
Derivation Requests, seen previously. For more information on turning query requests on and
off, see Query Management on page 125. (The default setting is set to “on.”

Run queries on Frozen Patients: Allows queries to be run for CRFs for patients that have
been frozen. (A patient is considered frozen if a// their CRFs are frozen.) If this option is turned
off, queries are run on all forms (including frozen ones) for patients who are not frozen; though
will not run for patients who have all their CRFs frozen. (The default setting is “off.”)
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Note: Queries cannot be run for CRFs belonging to /ocked patients.

Paper Entry tab

Selects study preferences related to Paper Data Entry (PDE):

General | Foews | DoFs | seripts | Paper bty | Date/Time | Hetkeys | meports | Ml

[#] Enstie Faper Gats Eniry
L] Restrict CRF eniry vin EDC after being mavked Receivad
[J Regurs CAFs to be marked Receved pror to paper data entry.
[] Abow one user ta compiets both 15t and Ind pass clata entry for a CRF
|_—| Diesplay mismaiches mmedately after 3nd pass entry, [Ths will only be for users who have nghts B resobee mematcthes, ]

[ aow wsers 1o v forma before completing entry.

[0 ausn-submit completed forms b EDC.

Note: If a PDE license key is used during the installation, the Enable Paper Data Entry box will
be checked as a default, while the options below are unchecked.

Enable Paper Data Entry: Enables CRFs to go through the paper data entry process.

Restrict CRF entry via EDC after being marked Received — Locks a CRF from EDC
data entry when the CRF is marked “received”—when unchecked, CRFs are not locked
until they are in 1st pass entry.

Tip: If your study is not using the Received status, you should make sure this option is
turned off.

Require CRFs to be marked Received prior to paper data entry — For studies that use
a “Received” status, you can require that CRFs must be marked “received” in order to enter
the PDE process.

Allow one user to complete both 1st and 2nd pass data entry for a CRF — Enables a
single user to complete both paper data entry passes. By default, DatalLabs requires 1st and
2nd pass entry to be completed by different users.

Display mismatches immediately after 2nd pass entry. (This will only be for users
who have rights to resolve mismatches.) — If users performing 2nd pass entry also have
permission to resolve mismatches, when they save the CRF, Datalabs will automatically
open the CRF in Resolve Mismatches view if any mismatches are generated. If unchecked,
Datalabs simply saves the CRF without displaying mismatch information (as it would for
those who do not have resolve mismatches permission.

Allow users to save forms before completing entry —

DatalLabs = User’s Guide 82



Chapter 4: Study Administration Study Management

Complete (default). The “1st/2nd Pass Complete” check boxes at the bottom of paper
data entry CRFs are automatically checked.

Incomplete. The “1st/22d Pass Complete” check boxes at the bottom of paper data
entry CRF's are automatically unchecked. This allows users to save a CRE before it is
completed, and marking its status as “Started.” The user can return to the CRF later to

complete it.

Auto-submit completed forms to EDC. When a CRF completes 2nd pass entry—
without mismatches—it is automatically submitted to the EDC process. If there are
mismatches, the CRF is automatically submitted when the mismatches are resolved.

Date/Time tab

Selects date and time study preferences:

General | Forms | ocks | scripts | Papertntry | Date/time | Hotkeys | meports | mat |

Date | Time Format  Date Date Tieme

it Slabes e ey en iy Rhamscss AP TID
Timie Tame
EMT) Casablanca, Mowcrvia L

Date/Time Format: Displays the date format (defined in Designer) to use when displaying
dates and times in DatalLabs (though not the display format on CRFs or for event dates).

Time Zone: Selects the time zone to display. The default displays the time zone of the
Datalabs server. You can also have the display time adjust automatically for Daylight Saving
Time changes (the Automatically adjust clock for daylight savings changes check box displays
only if a time zones that recognize Daylight Saving Time).

Hotkeys Tab

This tab allows you to select the hotkey combinations for paper data entry.
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Nobe: Hotoeys are curmently only svadable in the Paper Data Entry Portal.
Show Quick Find 2 CTRLD
Add Comment : CTRL+HM
Mark lleghle : CTEL4{
Mark Mot Answered 1 CTRL 44

Save CRF [Save : CTRL4S
Save CRF Complebe : CTRL+SHIFT #5
Save CRF Complete, Display hext CRF : CTRL+N

Cancel [ Close 1 CTRLH,
Cancel Thecout, Display et CRF : CTRL-H
Shaw CAF Help : CTRL4H
Shaw Sywtem Help :  CTRL+GHIFT +H
Sheen Hofoeys 1 CTRL4W

To change the hotkey value, click the link, and then press the key combination you want to
assign to the action.

A hotkey combination can only be defined once, and not all hotkey combinations are valid.
If you assign an invalid hotkey (or a hotkey that is already assigned), Datal.abs warns you.

Reports tab

If a reporting server was setup during installation, the Reports tab displays the path and access
credentials for that server. If no reports server was set up during installation, the following fields
will be blank. To set up a reports server, these fields can be populated and saved from this
screen.

Reporting Administration Details:

Bage Lrl: [
Report Folder:
Fuapart Model Folder:
SOL Liser

S0 Password:
Cianmstan Stng: Eu Gonaroe = ocallIritial Cabalon =Dt sbaki 440
Wieh Service Domain:
e Servics User [
el Service Pagswerd: | |

Base Utl: The URL to the server being designated for reporting.
Report Folder: Folder designated for a particular study’s report files.
Report Model Folder: A separate folder that is designated for ad-hoc reports.

SQL User ID: User ID which grants access to the SQL database.

DatalLabs = User’s Guide 84



Chapter 4: Study Administration Study Management
SQL Password: User password which grants access to the SQL database.

Connection String: SQL Setver name and Database name of the Datal.abs database for this
study.

Web Service Domain: Name of the Domain that the Base URL resides on.
Web Service User ID: User ID to the applicable domain.

Web Service Password: Password to the applicable domain.

If you have blank or incorrect fields in the Reporting Administration Details section and try
to access Reporting you will receive two messages and not have access to the Reporting
functionalities.

Reporting Configuration error message:

Missing one or more required Report Server configuration figlds in
Study Preference.

Second, a message explaining what fields are involved specific to the error.

FIEaEE enker —Weh oervice User Password N REeparts tab n otudy
Preference.

Flease enter "web Service Domain” in Reports tab in Study
Preference.

Please enter "30L Passwaord” in Reporks tab in Skudy Preference,
Connection could not be established For "Data Source=(local); Initial
Catalog=DatalabsxC_430" Please correct it in the Report tabin
Study Preference,

Mail Tab

Contains the information for the email server that will be used to send emails to external email
addresses, such as forwarding email from a user’s inbox to an external email address or emailing
a forgotten username or password requested by a user.
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| Genersl | forms | bors | Scripts | Paperbntry | Date/Time | Hotkeys | Reports | mad |

Dutpoimg Imal Server
This feature i uped in sending emady 1o external emad addnesees (1. Emal Forwanding and Pageword Regsnery),

[l Erble Outgeng Emal Server

SHTP Server:

Ligermame;

I

I

Passwond: I
TP Pt |
[

|
|
|
|
Sender Email Address: ]

Enable Outgoing Email Server: When checked, the Email Forwarding feature can be used to
automatically forward email from a uset’s inbox to an external email address. In addition, the
Password Recovery feature can be used to email a forgotten username or password to a user.

When cleared, the Email Forwarding and Password Recovery features are not available.

SMTP Setver: The name or IP address of the SMTP server to be used to send email from
Datal.abs to external email addresses.

Username: The username Datal.abs can use to access the SMTP server.

Password: The password associated with the username that Datal.abs can use to access the
SMTP server.

SMTP Port: The port number Datal.abs can use to connect to the SMTP server.

Sender Email Address: The Sender’s email address that appears in emails sent to external
email addresses.

Changing a Study’s Workflow Status

After the study forms have been loaded from Designer into DatalLabs, and you have tested
them with sample data, you are ready to move the study from test mode into production mode.
This is done in two steps:

B Resetting the study to clear out all test data entered or captured during testing.

B Switching the study from test mode to production mode.

Caution: Moving a study from test to production mode does nof clear the test data. You must
reset a study before you move it to production mode.

There are several things to note if a study has been moved to Production mode:
B The study can no longer be reset.
B A new study version cannot be published.

B A user group cannot be deleted—groups can only be inactivated.
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Resetting a Study

After you have set up the study by importing the XML from Designer into Datalabs, and you
have tested and verified all forms and scripts, you should purge the study of patient test data
before moving it into production by using the Reset Study command.

Caution: You can only reset a study when it is in maintenance mode.

To reset a study:
From the Study Management page, click the Reset Study command on the Actions palette.

A warning box appears, asking, “Study Reset will delete all patient, CRF, and DCF data. Are
you sure you want to do this?”

Click Continue.

. Study Reset will delete all patient, CRF, and DCF data, Are vou
Another message box appears, telling sure you want to do this?

you, “Reset Study Successful.”

Moving from Test Mode to
Production Mode

Once you have reset the test data, you can move the study into production mode to allow users
to begin entering live data into Datal.abs.

To switch to production mode:
From the Study Management page, click the Study Status list and click Production.

Click Save.

The “Save Successful” message appears.

Putting a Study in Maintenance Mode

A study that is in production mode can be put into maintenance mode to perform maintenance
tasks on the study. When the study is maintenance mode, it displays a message page to non-
administrator users that DatalLabs is in maintenance mode and how long it is expected to last.
Administrators have full access to Datal.abs—except they cannot edit patients that are being
migrated.

Note: Maintenance mode is triggered automatically when you migrate all patients as part of the
study publishing process to the most recent study version.

To switch to maintenance mode:

From the Study Management page, click the Study Status list and click Maintenance.
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Click Save.

The “Save Successful” message appears.

Locking a Study

At the conclusion of a study, when all CRFs are completed, encoding responses have been
processed, DCFs resolved and signatures collected, and the data is complete, Datalabs enables
you to lock the study.

To lock a study:
From the Study Management page, click the Lock Study command on the Actions palette.

A warning box appears, asking, “Locking this study will restrict the ability to make any
changes to the study data. Are you sure you want to do this?”

Click Continue.

Another message box appears, telling you, “Lock Study Successful,” and a lock icon appears
to the right of the study name.

‘Welcome, Miles Massey | Log Out study: Aspirin &

Patients

Study Administration d 3 Study Administration v

Actions -

» Unlock Study

Study: ASPIRIN ﬂ

Note: All patients must be frozen and locked before you can lock an entire study.
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Unlocking a Study

In the event you need to unlock a study that has been locked, you can use the Unlock study

command on the Actions palette.

To unlock a study:

From the Study Management page, click the Unlock Study command on the Actions

palette.

Study Management

A warning box appears, asking, “Unlocking this study will allow the ability to make changes

to the study data. Are you sure you want to do this?”

Click Continue.

Another message box appeats, telling you, “Unlock Study Successful,” and the lock icon is

removed from the right of study name. Locking and unlocking a study is tracked on the

Workflow subtab:

Workflow

Action
Unlocked

Locked
Published: (w20
Maintenance
Production
Published:(v1.0)

Date/Time

06/30/2005 02:35:25 AM GMT
06,/30/2005 02:33: 16 AM GMT
06/29/2005 11:34:24 PM a@MT
06/29/2005 11:34:19 PM GMT
06/29/2005 11:15:07 PM @MT
06/29/2005 10:29:17 PM GMT

User

Miles Massey (mmassey)
Miles Massey (mmassey)
Miles Massey (mmassey)
System User (system)
Miles Massey (mmassey)
Miles Massey (mmassey)
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Study Version Management

Study Version Management enables you to update the study design, including the events, CRFs,
queries and derivations. Put simply, you can load a new version of the study, DataLabs validates
the XML, you then “publish” it so that it is available for data entry, and then “migrate” patients
to it so that they use the new file. As newer files are published, older files are marked obsolete
but still exist in Datal.abs for historical purposes.

To access study version management:
B From the Study Management page, click Manage Versions on the Actions palette.
The Study Version Management page appears.

Weliomes, Miles Massey | Log Ok Study: Mo Sty Losded

Upload Date/ Time
11112005 0/9:30:24 PM GMT

The Study Version Management page contains the following items:

Upload File: Uploads the XML files created by Designer into the DatalLabs system. For more
information on how to upload a file, see Uploading a Study on page 92.

Study Version Management: Lists all the files of the study that have been uploaded to server.
Name — Displays the user-defined study version label.

Status — Indicates the current workflow status of each file. For more information on the
current workflow status, see Study Version Workflow on page 91.

Uploaded Date/Time — Displays the date/time when file was uploaded.
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Study Version Workflow

As you incorporate different versions of the study into Datal.abs, it will follow a set workflow.

Most current

Not éctive

Tip: Migrating patients from the previous published file to the most recent is done either when
the study is published or through Site Management. For more information about migrating
patients, see Migrating Patients on page 108.

Uploaded: The study XML file created in Designer has been uploaded into the Datal.abs
database. For more information about how to upload an XML file, see Uploading a Study File
on page 92.

Staged: The file has been staged and is ready to be published. For more information about how
to stage a file, see Staging a File on page 95.

Canceled: When you cancel a staged file, its status automatically reverts back to uploaded. For
more information about canceling files, see Canceling a File on page 96.

Deleted: You can delete a file from the database; if necessary. For more information about
deleting a file, see Deleting a File from the Database on page 96.

Published: The file has been moved into an active version. Study data can be entered and
patients can be added to it. There can only be up to two published versions at a given time;
patients are assigned to one or the other.
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Recalled: When you recall a published file, its status automatically reverts back to uploaded.
For more information about how to recall a file, see Recalling a File on page 98.

Obsolete: Since there can only be two published files at a time, when you publish a third study,
the oldest version is marked as obsolete.

Exception: While being published, the file generated an exception and could not be published.
Datalabs creates an exception report. For more information about printing an exception report,
see Printing an Exception Report on page 100.

Compare Report: Creates a report showing all the differences between the current study and
the previously published study. For more information about printing a compate teport, see
Printing a Compare Report on page 99.

Download: Once a file has been uploaded to Datal.abs—as long as it hasn’t been deleted—you
can download the XML. For more information about downloading the file’s XML, see
Downloading the File’s XML on page 99.

Versioning

When you publish a file, DataLabs gives it a version number; the default version for the first
published study is 1.0. Each subsequent published version is incremented.

Increment Example Description

Major 1.0 1.0,2.0,3.0  Changes to the structure of the patient data (for example, form changes,
patient changes, etc.).

Minor 0.1 1.1, 2.3, 3.1 Changes that do not affect the structure of the patient data (for example,
queries).

If a file is published and then recalled, the version number that was assigned to it is available to
be reused by the next published file.

Uploading a Study File

During the design phase, your study design team created all the forms, queries and their
underlying logic using Designer. Designer exports an XML file which Datal.abs uses to create
the study online. You use the Upload Study action to upload the XML file into the Datal.abs
database. For more information about designing a study see the Study Designer’s Guide.

To load a study:

From the Study Version Management page, click the Upload File command on the
Actions palette.

The Upload Study page appears.
Click Browse.

A Windows Open dialog appears.
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Select the study XML file and click Open.
The file name appears in the upload field in the Upload Study page.
Type a study Label so that you can distinguish this version of the file from others.

Since the file name for the XML may have the same name as the other XML files used, the
version of the study you are uploading can be differentiated by assigning it a unique Label.

Study Ackinichation » Shudy Manaoseank » Shudy Varsion Manaoemerk » Upload Study File Study Admivistration v
20 upload Study Fite

Fie: IC:\Documents and Settings\lundeiMy Docur| Browse... |
Label:  Fadden Feskds ]

Click Upload.
At this point, DatalL.abs checks the XML file to validates two things:
B That the structure of the file is valid Designer XML.

B That the study name, protocol name and date/time format are the same as studies that
already have been loaded.

If either of these validations fails, DatalLabs generates an exception and the upload is
cancelled.

Note: When the first study is published it will set the New Patient option to “Allow” for all
existing sites. (This is for the first version only.)

When the XML file has been loaded (and stored in the Datal.abs database in a compressed
format), the “Study file added successfully” message appears and Datalabs returns you to the
Study Version Management page.

Updating Study Version Properties

Once a file is uploaded, you can update the file’s properties: change its workflow status, delete
it, download it and view available reports.

To view or update a file:
B From the Study Version Management page, click the study version Name.

The Study Version Properties page for that version appears.
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Sy Adminstrakion » Sudy Mansgement » iy Yersion Hensgement, » Study Yersion Properties Sudy Administration s

Astions 24| Sty Mame: Aspiinkioe
> Canaed

» [onriond Protoooi: ASCT-5150
» Bubdsh Labal: lspain 1.0

User Date Tame
P FETLL 005 09 40:09 P GMT
FYOLEe LESLLF2005 0381 24 P GMT

The Study Version Properties page contains the following information and options:

Actions palette: Depending on the version’s workflow status, the Actions palette gives you a
set of commands.

Version 3 © 9 _S
Status » -‘3 2 E) % *g
2 & 3 %2 ¢
Action ¥ 5 » o O W see
Stage lv"' Staging a File on page 95
Cancel o Canceling a Filee on page 96
Delete w %" | Decleting a File from the Database” on page 96
Publish # Publishing a File on page 97
Recall @ Recalling a File on page 98
Download o o o o o Downloading the File’s XML on page 99
Compare Report w Printing a Compare Report on page 99
Exception Report g | Printing an Exception Repott on page 100

Body:
Study Name — Imported from Designer.
Protocol — Imported from Designer.

Label — Displays the label that was entered when the study was loaded which can be edited
in the text box.

Status — Displays the version’s current workflow status.

Workflow Tab: Actions that have been performed for this study.
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Workflow
Action User Date,;Time
Published (»1.0% Miles Massey 11/11/2008 04:55:1Z PM P3T
Staged Miles Massey 11/11/2008 04:54:39 PM PST
Uploaded Miles Massey 11/11/2005 04:49:55 PM PST

Action — Name of the action that took place.
User — User who initiated the action.

Date/Time — Date and time of the action.

Staging a File

A file must be staged before it can be published. The Stage command on the Actions palette
stages the uploaded file, compares it to the most recently published file (if any), and creates a
compare tepoft.

To stage a file:
B From the Study Version Properties page, click the Stage command on the Actions palette.

When the file has been staged, the “Study file stage successfully” message appears and Datalabs
returns you to the Study Version Management page. The staged file now has a compate report
attached to it. For more information about printing a compare report, see Printing a Compare
Report on page 99.

When Datal.abs stages a file, it checks for the following things:
* Forms without any table or question items.
= Atleast one event must exist.
®  Hach event must have at least one form.
= Verity properties of key sequence fields on autobuild tables are not changed.
= Verify tables can’t be changed from non-autobuild to autobuild.

* Validate length and format of SAS and CDISC fields.

If any of these conditions generate an error, an Exception Report is created. For more
information on printing an exception report, see Printing on page 100.

Note: Only one version of the study can be staged at any one time.
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Canceling a File

The Cancel command on the Actions palette cancels a staged file, deletes its compare report and
revert its status back to uploaded. Since you can have only one staged file at a time, you can
cancel it if you decide instead to stage and publish a different file.

To cancel a staged file:
1 From the Study Version Propetties page, click the Cancel command on the Actions palette.

The Cancel Study dialog box appears.

Cancel Study

Canceling this staged file will delete the Compare Report and sek
the file's status back to Uploaded. Do wou want o continue?

~  Click Continue.

Note: Only staged versions can be cancelled.

When the file has been cancelled, the “Study file cancelled successfully” message appears and
Datalabs returns you to the Study Version Management page. The file is now in the
“Uploaded” status.

Deleting a File from the Database

You can delete files that have an “Uploaded” or “Exception” from the database, if necessary.

To delete a file:
1 From the Study Version Propetties page, click the Delete command on the Actions palette.

The Delete Study dialog box appears.

Delete Study

Deleting this file will permanently remove it from the database, Do
wiou wank bo continue?

~  Click Continue.
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When the file has been deleted from the database, the “Study file deleted successfully” message
appears and Datal.abs returns you to the Study Version Management page.

Note: You cannot restore a deleted study version.

Publishing a File

You can publish a staged file to set it as an active version where study data can be entered and
patients can be added to it. There can be at most two published versions at a given time, and
patients are assigned to one or the other.

Note: Do a back-up before publishing a study!

To publish a file:

From the Study Version Properties page, click the Publish command on the Actions
palette.

The Migrate Patients dialog box appears.
Do one of the following;:

Click Migrate All Patients to migrate all patients in the study to the new version.
Datal.abs will be switched to Maintenance Mode and all patients will be migrated to this
version. By default, any new patients that are added from this point are assigned to the new

version.

Click Migrate No Patients to retain patients in their current study version. You can use
the Migrate Patients action in Site Management to migrate patients individually. For more
information about migrating patients individually, see Migrating Patients on page 108.

When you publish a file, DatalLabs performs a series of internal checks on the XML file. If
any issues arise an exception report is create.

If any “Read-Only” parameter has changed from true to false, or vice versa, as part of a
study update, then the data for these sites will remain the same (unchanged) during the
migration.

Tip: Once you have published a file, you will need to go to site management to allow sites
access to the new study version. For more information on site management, see Managing
Study Version on page 107.

Note: Once a site is added, DatalLabs will automatically set the New Patient Permissions to
“Allow.” This will apply only to the most recently published study. Any previously published
study versions will default the New Patient permissions to “Deny.”
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When the file is published, the “Study file was published successfully” message appears and
Datalabs returns you to the Study Version Management page. Any DatalLabs users who have
permission to publish a study will also receive an Inbox message that the file was published.

Obsolete Files

If there are two published files, and you publish a new file, the older version is marked obsolete.

Note: You can only publish a staged file if all patients have been migrated to the most recent
published version. If you have patients in both versions of the study, you cannot publish a
staged version since patients cannot belong to an obsolete study version. Migrating patients is
done through site management. For more information on migrating patients, see Migrating
Patients on page 108.

Recalling a File

You can recall a published file and revert it back to uploaded status if no patients have been
added or migrated to the version.

To recall a published file:
From the Study Version Properties page, click the Recall command on the Actions palette.

The Recall Study dialog box appears.

You should perform a complete dakabase backup befare recaling a
study, If wou have not already performed a backup, please do so
before continuing with recalling this wersion,

Click Continue.

When the file has been recalled, the “Study file recalled successfully” message appears and
Datal.abs returns you to the Study Version Management page. The file is now in the
“Uploaded” status.

Note: Only the most recent published file can be recalled.

Note: If you recall a file, DatalLabs restores the most recent obsolete file.
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Downloading the File’s XML

Once a file has been uploaded to Datal.abs—as long as it hasn’t been deleted—you can
download the XML at any time, regardless of its status.

To download a file to your local computer:

From the Study Version Properties page, click the Download command on the Actions
palette.

The File Download dialog box appears.

Caution: Do not uncheck the Always ask before opening this type of file check box. For
more information about the leaving this checked, see File Download Dialog Box on page

363.

Click the Save button.
The Save As dialog box appears.
Choose the folder you want to save the ZIP file to and click Save.

Datal.abs saves a ZIP file with the study XML into the folder you selected.

Viewing and Printing Reports

Datalabs provides two repotts.

Printing a Compare Report

When a file is staged, Datal.abs compares its XML with that of the most recently published
version and generates a compare report. The report shows the all the differences—if any—
between the two files.

Note: A compare report is only created if there is a previous version of the study loaded.

To view a compare report:

From the Study Version Properties page, click the Compare Report command on the
Actions palette.

Datal.abs opens the compare report PDF in a new browser window.

From the PDF, you can view, save or print the report.

An example of the report is shown below:
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Study Name: Test3210 Study Stage Compare Report
Prev. File: TestStudy_Original.xmi (Original) Upload Date: ~ 01/09/2006 04:47:50 PM GIMIT
New File: TestStudy_UpdateA.xmi (Update A) Upload Date: ~ 01/09/2006 10:56:03 PM GMT

Change Type: Updated
Category: Dictienary

Hame: MadRA
Preperty Name Previous Value New Value Action
Dictionary Version - 27 72 Updated

Change Type: Updated
Category. Domain

Hame: Generic

Frepeny Name Previous Value New Value Action

COISC 508 Vanable - Gen - Updated
@

Code List Name Select X¥N - Updated

SAS Field Name T_S2Date SAShd - Updated

COISC 5DS Vanable - sDEnd - Updated

Name

Tem Newltem_Updated — Newltern_UpdateA Mew

Tem :“"em B_Update — NewlternB_Updates M

Change Type: Updated
Category: Domain

Mame. Scripting
Property Name Previous Value New Value Aclion
CDISC 5DE Variable - SASDeriv - Updated
@
tem Newltem2_Update — Mewlitemn2_Updated Mew
A

Page 1 of 39

Printing an Exception Report

If a study version has generated an exception, Datallabs creates a report that details the error.

To view an exception report:

From the Study Version Management page, click the Exception Report command on the
Actions palette.

Datalabs opens the exception report PDF in a new browser window.
From the PDF, you can view, save or print the report.

An example of the report is shown below:
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Study Mame: Test3210 Study Exception Report

File; Exception_14.xmi {11/14/2005 10:34:04 PM GHT)

Details

EventEvent EventwithnoForm dees not contains any forms. At least cne event must be added. At least
ohe Form must be added to the event.

Page 1 of 1
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Site Management

You can use Site Management to:
*  Add and edit sites.
= Give users access to sites.
"  Manage study versions for a site.

"  Migrate patients to the newest study version.

To access Site Management:
B From the Study Administration page, click & site Management.

The Site Management page appears. It lists all the sites that have been defined for this study,
including their Display Names and Status, as well as how many patients belong to each
published study version.

fune. Aspirin

e B 1-Cooeriuon acme : 0
i 0z sty Betroe 0 [
oo Aotree 0 ]
o sedars Btevn 1 &
Biso Activh 0 ]
B moiion Fekive o ]
o1 Fetave i 0
s vies Actin n ]
R Tnactive b ]
B10a0asin Active 0 0
ik Active o L
i L2 Barcsion Bective o [
Lty e Truactive o a
s o Bctive D 0
e Active o Q
R - oo oo oo~ LR

From Site Management you can:
B Addasite
B Editasite

B Permit (or deny) users access to a site
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B Assign a PI (primary investigator)

B Manage study versions for the site

B Migrate patients to the most recent study version

Each of these actions is detailed in the following pages.

Adding a Site

You can use the Add Site command on the Actions palette to add sites to the study. The Add
Site command is only available if the group you are a member of has the proper permissions.
For more information on group permissions, see Group Management on page 55.

Tip: If you do not already have a naming or numbering scheme for your sites, you should
define this before adding sites to Datal.abs. This guarantees that you have a consistent
numbering and name format.

To add a site:

Click Add Site on the Actions palette.

The Add Site page appears.

sty federistatin » S Macacmnert » Add Skn sty Adwribn

[ Y E S
SatmFrowee:

TpyPoaal Code

Cartry

e

Far

Sw s et e M

IMF weill | Diirire

S P Pkl Save &

Fill in each field on the page with the site’s information.
Click Save.

The Add Site page contains the following information:

Site ID: Defines the alphanumeric site ID that you define.

Site Name: Defines the proper site name that you define.
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Note: The Display Name shown on the Site Management page is a combination of the site ID
and site name. For example:

Site ID + Site Name = Display Name
001 + Los Angeles = 001 - Los Angeles
382 + = 382

+ Boise = Boise

At least one of the fields—Site ID or Site Name—must be filled in. Also, the Display Name
(combination of the Site ID +Site Name) must be wnigue for the study.

Address 1 & 2: Defines the site’s street address.

City/Town, State /Province, Zip/Postal Code & Country: Defines the city name, two-letter
state/province abbreviation, ZIP/postal code and country name.

Phone & Fax: Defines the site’s phone and fax numbers; be sure to include the area code.

Site Status: Changes the status of the site. The default is Active.
8 Active — The site currently defined as active.
i Inactive — The site currently defined as inactive. While inactive sites are displayed on the
Patient, CRFs or DCFs tabs, you are only restricted from adding new patients—you can edit CRFs

and perform all other patient actions.

DCF Workflow: Selects which initial status method to apply to DCFs. When a study is created
in Designer, the initial status can be selected for edit checks, range checks and queries when

they fire.
Draft Sent
Electronic workflow Draft Sent
Paper workflow Draft New

Note: Once a site is added, DatalLabs will automatically set the New Patient Permissions to
“Allow.” This will apply only to the most recently published study. Any previously published
study versions will default the New Patient permissions to “Deny.”

Editing a Site

From the Site Management page, you can click the site’s Display Name to edit the site and give
users access to it.

Note: It is especially important to give users access to the site—unless a user is given access to a
site, they cannot edit patient data for that site, act as a PI or reviewer.
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To edit the site and assign the primary investigator:

From the Site Management page, click the site name.

The Edit Site page appears.
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Site Management

Make any necessary changes to Site ID and Name, address and phone information.

Select a PI from the list of users associated to the site.

Note: It is highly recommended—though not required—that you choose a PI for each site.

Click Save.

The “Save Successful” message appears. Datalabs saves the changes you made to the site
and returns you to the Site Management page.

The Edit Site page has the same options as the Add Site page (eatlier), but includes some
additional actions and information:

Actions palette:

Manage Users — Gives users access to the site. For more information about managing
users, see Giving Users Access to a Site on page 106.

Manage Versions — Selects which study version(s) new patients added to this site can be
assigned to. For more information about selecting study versions, see Managing Study
Version on page 107.

Migrate Patients — Selects which patients to migrate to the latest study version. For more
information about migrating patients, see Migrating Patients on page 108.
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Primary Investigator: Selects the primary investigator. (P1) from the list of users.

Study Versions subtab: Lists the currently published study versions (maximum two).

Study ¥Yersions T Users ]

¥Yersion Patients Default
2.0 ] v
1.0 a

Version — Lists the version numbers of each published study.
Patients — Lists the number of patients assigned to each version.

Default — A check mark notes which version is the default when adding a new patient to
the site.

Users subtab: Lists all the users associated to this site.

Skudy Wersions T Users ]

Name Group{s} Primary Investigator
Miles Massey* wCadmins] Active), o

Ed Crane Data Entry Personnel{fokive),

Carl Showalter Field Monitors{Ackive),

Ewerett Mol Drata Managersi Active),

Name — Lists the display name of user. For more information about the display name, see
Chapter 3: User Preferences on page 45.

Group(s) — Lists which user group(s) the user is associated to. For more information about
user group association, see Group Management on page 55.

Primary Investigator — A check mark notes which user is designated as primary
investigator for the site.

Note: The PI is displayed in the header of all patient-related data pages.

Giving Users Access to a Site

Once you have added a site, you can use Manage Users to give users access to a site.

Tip: Before you give users access to a site, you need to ensure that you have added all users
first. For more information about giving user groups access, see Group Management on page 55
and User Management on page 65.

To give (or deny) a user’s access to a site:
From the Edit Site page, click Manage Users on the Actions palette.

The Manage Users page appears, containing two lists of users:
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Available Users: Lists all users who have been added to Datalabs but are not given access to
this site.

Site Users: Lists the users already given access to this site.

Afuruly stor - Cird Showalier
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Note: If a Primary Investigator has already been defined, an asterisk (*) appears next to the
user’s name.

From the Available Users list, click the user(s) you want to give access to the site.

Tip: To select more than one user, press the CTRL key while clicking each additional user.

Click Add.

From the Site Users list, click the user(s) you want to deny access to the site.

Click Remove.
Click Save.
The “Save Successful” message appears.

DatalLabs saves the changes and returns you to the Edit Site page. The users given access to the
site are listed in the Users subtab at the bottom of the page.

Managing Study Versions

The Manage Versions page selects which study version users can add new patients within this
site. You can select one or both published versions. See Study Version Management on page 90.
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To manage the study version for each site:
From the Edit Site page, click Manage Version on the Actions palette.

The Manage Versions page appears, listing only the study versions that are currently
published and all obsolete versions.

Select whether you want to Allow or Deny users to add New Patients to the study version.

Note: When a site is added, DatalLabs will automatically set the New Patient permissions to
“Allow.” This will apply only to the most recently published study. Any previously
published study versions will default the New Patient permissions to “Deny.”

If you set New Patients to “Allow” for both versions, you can select which version will be
the Default when users add new patients to the site.

Note: The Default selection is only available if there are two published study versions and
you allow new patients to be added to both.

Click Save.

If you migrate all patients to the most recent study version at the time that study is published,
that version will be set to “Allow” for all sites in the study and will become the default. Also, the
preceding study version will be automatically set to “Deny” for all sites in the study.

Note: The Manage Version action is only available if you have a published file.

Migrating Patients

The Migrate Patients command selects the patients to move from the earlier published version
of the study to the most recent one. Once patients have been moved to the most recent version
they cannot be moved back.

B When a published study already exists and new study is published:

If you select Migrate Patients when you publish the study, all sites will have the New Patient
permissions set to “Allow” for the newly published study. While the previous version of the
study will have New Patient permissions set to “Deny.”

When you select Do Not Migrate when you publish the study, all sites will have the New
Patient permissions set to “Deny” for the newly published study. The old study version will
not be modified.
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Site Management

To migrate patients from the earlier study version to the most recent one:

From the Edit Site page, click Migrate Patients on the Actions palette.

The Migrate Patients page lists the patients that have not yet been migrated to the most

recent study version. It contains the following information:

Patient ID: Lists the Patient ID and appropriate status icon.

Status: Lists the current workflow status of the patient.

Migrate: Selects the patients to migrate to the most recent study version.

Select which patients you want to Migrate to the most recent study version.

Note: If the patient is locked or any of the patient’s CRFs are in the process of Paper Data

Entry, the patient cannot be migrated until all forms in the process have been submitted. (If

any of the patient’s forms are checked out and are in electronic data entry, the CRFs

checked out status are cancelled during the migration process.)

Click Save.

DatalLabs begins migrating the patients, temporarily locking each patient as the are

migrated, prohibiting users from accessing patient data; however, there is a slight delay

between when the migration request is submitted and when patient CRFs are locked.

A “Migration of Site for Study file (StudyName v.N) — complete” message appears in the

Jobs section of the Inbox when the patient migration is complete.
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To delete the migration message:
1 Click the check box for the message(s).

Z  Click Delete.

e The Migrate Patients command is only available if you have #wo published versions of a
study.

e You can migrate frozen patients.

o All derivations and queries for the patient are run when a patient is migrated. (The
exception is when a new item is added to the new study version. In this case, the query
or derivation attached to it will not run until the item on the form is updated and the
form is saved.)
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Signature Management

The Signature Management section defines the language or text of the Primary Investigator’s
attestation assigned when an electronic signature is applied to a CRF.

Note: If you update the attestation during the study, any signatures up to that point will carry
the previous attestation. Anything signed after the attestation has been changed will carry the
new text.

To update the signature attestation page:

From the Study Administration page, click @ Signature Management.

The Signature Management page appears in view mode.
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Click PI Signature to edit the attestation.

The Signature Management Entry page appears in view mode.
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Edit the attestation as necessary.
Click Save.

The “Save Successful” message appears. DatalLabs saves the text you updated, and returns
you to the Signature Management page.

Note: The new text will appear on every form requiring a PI’s signature (for example, the

Sign Casebook page, below).

Datalabs =« User’s Guide 111



Chapter 4: Study Administration

PI
Signature

£ Anparin

raiwri; 1073 wAM ahsi: Emralied Probooct ASCT-S180 (wl O} Priary Eseestigator: Sorwr

¥ s Canebiook:
e R bsiree e depapture fatin of Weady” wre deidleped n the b

Sl =
-_-_-——_____ hhmmmugw:-HpMMouqmlu-munﬁMmhwmﬂHhm '-HJ-

Purpsant b Saction UL D00 of 6 71 of the Coda of Feder s Reputore, Sa aitn
MMIHMM&HMWHI#hNMMMﬂHqMWh

Lnmrrusm: | o |

Datalabs « User’s Guide

= il Fatirty » LETHEAH » Sion Casetek Euta Marage Portdl ¥

Signature Management

112



Chapter 4: Study Administration Derivation Management

Derivation Management

A derivation is a calculation based on one or more parameters—data entered into CRF fields
(including external fields) and other study variables—using a user-defined derivation script.

fields, derivations and derivation scripts are created and written during the design phase in

Designer.

Example: For example, a Patient_Age derivation calculates the age of the patient at the start of
the study using the BirthDate and TodayDate parameters and stores it in the derived field.
Uses for Derivation Management

Derivation management is primarily useful in two cases:

B A study’s derivations have been updated as part of a study update in Datalabs.

B Viewing derivations that have encountered a script error and have been inactivated. For
more information about inactivated derivations, see Inactivated Derivation Scripts on page
117.

Since derivations are run automatically when parameters used by the scripts change, manually
running derivations is unnecessary except in the above circumstances.

Run Methods

While all active derivations are normally ot automatically ran—that is, their value is calculated
when a CRF is checked out, or a parameter is changed and the CRF is saved—sometimes
derivations may be run manually.

For a derivation to run it must be triggered by a parameter changing on a CRF or elsewhere in
the study. Some derivations used by a CRF are triggered when a parameter on the form itself
changes, while other parameters are triggered when other CRFs or study parameters change.

Derivations are triggered three different ways:

Normal: Derivations are run when a CRF is checked out or submitted. This updates the CRF
with the latest information, collecting the latest values for the derivation’s parameters—whether
the parameter data is on the same form, a different form, or non-form data—and calculating the
new value for the derived field. This is the typical method in which a derivation is run.

Auto: Derivations on other CRFs that use parameters from the current form, are automatically
run whenever the parameters are changed and the CRF has been saved.
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Additionally, when non-form data changes such as event dates, signature statuses, etc., which

are parameters to derivations, those derivations automatically run.

Note: Since the process of performing derivations can be intensive, auto and manual
derivations are queued and run in sequence by DatalLabs, spacing out the load so on-line users
do not experience delays. Therefore, it may take several minutes before your derivation is

queued to run.

Manual: Though all derivations are either “auto” or “normal” triggered, they can still be run

manually from Derivation Management.

Tip: All derivations for the sites and patients that you select will be run, even if there is no
result. In other words, if you select a site, all derivations for all patients at that site will run. To
control the load on Datal.abs, you should select only the detivations that need to be run.

When you run derivations manually, this is basically what happens:

Datalabs creates a list of derivations that will be run for each of the sites and patients

selected in the derivation wizard.

Datalabs collects a list of forms with derived fields pointing to the selected derivations.
Only published and submitted forms are included in the list.

Datal.abs builds a master list of all instances of the detivations that need to be run.

Datal.abs runs the instances of the derivations on the master list.

Study Versions

If your study uses multiple study versions, only derivations used by the published version(s) are
available in derivation management. If a derivation is used by two versions of the study, each
version of that derivation is listed. Derivations that have changed from the earlier version are
flagged (.ﬁ) For more about study versions, see Study Version Management on page 90.

Note: Only the derivations associated with a patient's study version are run. For example, if a
patient is in version 2.0, only the valid derivations from version 2.0 will be run for that patient.

Accessing Derivation Management

The Derivation Management page is used to view, run and search for derivations.

To access derivation management:
B From the Study Administration page, click 2/ Derivation Management.

The Derivation Management page appears.
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e, Miles Massey |

The Derivation Management page has the following information:
Search palette: See Searching for Derivations on page 119.
Actions palette:

Run Wizard — See Running the Derivation Wizard on page 119.

Name: Displays the name of the derivation (and its status icon—see below). Click to view the
derivation. If a derivation is used by two versions of the study, each version of that derivation is
listed.

Status: Displays the derivation’s current status: Active (&), Inactive (M), or Inactive with error

B4 Active — The script is currently active and has run without errors.

¥ Inactive — The script’s status has been changed to inactive and will not run until its
status is set to Active.

B Inactive with error — The script has invalid syntax and generated an exception when it
last ran. See Inactivated Derivation Scripts on page 117.

Version: Lists the study version for both the eatlier and later derivations. If the most recent
derivation has been updated from the earlier version, it is flagged (ﬁ)

Description: Displays a description of the derivation script.

External ID: Displays the reference identifier for the derivation.

Viewing a Derivation

You can view a derivation by clicking on the derivation’s Name. When you view a derivation
you can also change its status, view a list of the forms that use it, view a list of the parameters
that contribute to it, and view the derivation script itself.

To view a derivation:
B From the Derivation Management page, click the derivation Name.

The View Derivation page appears.
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The View Derivation page has the following information:

Search palette: See Searching for Derivations on page 119.

Name: Displays the name of the derivation script and its status icon.

Study Version: Displays the version of the study that the derivation belongs to.
External ID: Displays the derivation reference ID.

Description: Displays a description of the derivation script.

Status: Changes the derivation script’s status.

By changing a scripts status to Active, the script can be run, either automatically or
manually.

By changing a derivation’s status to Inactive, the script will not be run. Datal.abs will not
automatically fire derivations changed to inactive, nor can you manually run derivations
changed to inactive.

If a derivation has invalid syntax (this could be for a variety of reasons), DataLabs will
generate errors when the script is run, and may change its status to Inactive with errors.
See Inactivated Derivation Scripts on page 117.

Usage subtab: Lists where and how the derivation is used.

Event Form Question # Data Item
Screening Deragraphics 5 Age
Screening Inclusion 1 PatientAage

Event, Form, Question # — Lists all questions that use this script, including which event
and form the question is on.

Data Item — Lists the specific data item on the form that is being derived.

Parameters subtab: Lists the parameters that the derivation references.
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Usage T Parameters T Scripk ]
Mame Reference
BirthDate Data. Screening. Demo, Birthdate, Birthdate Yalue

Name — Lists all parameters referenced for this derivation.

Reference — Lists the specific data reference for the parameter.

Script subtab: Displays the full script of the derivation. You can only edit the script in
Designer.

Usage T Parameters T Script ]

Source

Function PatientdgeStudyStart (BirthDate)
PatientigeltudyScart = Dateliff{"vyyy" . BEirchhate Now)
End Function

To change the status of a derivation:
From an open detivation, you can change the Status.

Click Save to keep your changes and return to the Derivation Management page.

Inactivated Derivation Scripts

If script auto-inactivation is enabled, any derivation script that encounters a sctipt error is
inactivated. The script will not run again until its status is changed to active.

Run-time errors occut when the script attempts to perform an action that cannot be processed
correctly. Some examples of when this can occur are:

B The parameter value passed to the script is in the wrong format.

B The parameter value passed into the script is the wrong type of data, such as passing text or
a date into a function that expects an integer value.

B A text or date parameter value is passed to a function that performs arithmetic.
B Integer parameter values are passed to a script that results in division by zero.

Syntax errors occur when the script contains a statement that violates the grammatical rules of
the VBScript scripting language. Some examples of when this can occur are:

B A statement contains typographical errors.
B A statement is missing a symbol, such as a comma, single quote, or parenthesis.

B For paired statements, such as Function / End Function, one of the statements is missing.
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After you have identified the problem, make the appropriate corrections to the script (in
Designer), update the study, and change the script’s status to active.

Example: Script auto-inactivation is turned on. A derivation uses the patient’s birth date, but
the script uses an improper operation—(Clnt(BrthDt)). Since birth date is a date-time parameter
and not an integer, the script is invalid and will generate an exception when it is run, inactivating
the derivation and generating a single error message. This derivation will run for no further
patients until its status is changed to Active.

Note: You can turn script auto-inactivation on or off from the Study Preferences page.

Note: You can check for inactive derivation scripts and reset a derivation script’s status on the
Derivation Management page.
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To reactivate a derivation:
Cortrect the conditions that caused the sctipt to generate an exception.
From Derivation Management, click the Inactive with error (%) script’s Name.
Change its Status from “Inactive” to “Active.”
Click Save.
A confirmation box appears.
Click Continue.
Checked Out, Frozen and Locked CRFs

There are three situations that derivation scripts run atypically:

CRFs Situation Action
Checked A form on which the derived field DatalLabs runs the derivation on a checked out form while
out resides is checked out. leaving the form checked out.
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Frozen A patient for which the derivation is run  Datal.abs runs detivations on frozen CRFs.
is frozen.

Locked A patient for which the derivation is run ~ Datal.abs s&jps derivations on locked CRF's.
is locked.

Searching for Derivations

Though there are usually no more than 20-30 derivations for a typical study, you may still find
the Search palette useful to find derivations. For each search option you add, the more narrow
your search range becomes, and the fewer results are returned.

To search for derivations:
Click the Expand button » at the top of the Search palette to see all the search options.

Enter or select your search criteria.

Tip: You can enter a partial Name or External ID.

Click Go.
The Search palette gives you the following options:

Name: Searches for derivations based on a Name.

Tip: The Name field considers every character you type to be included in the search criteria, so
if you happen to include a [space| (even as a leading or trailing character), the search engine may
not find the derivation you’re looking for.

External ID: Searches for a derivation based on its External ID.
Status: Searches for a derivation based on its status (Active, Inactive or Inactive w/ errors).

Study Version: Searches for a derivation based on its study version, including newer versions
that have changed.

The Derivation Management page appears with the list of derivations meeting your search
criteria.

Running the Derivation Wizard

You can use the Run Wizard command on the Actions palette to run derivations for selected
sites and patients. When you select a site or patients, the wizard runs all associated derivations.

To run all derivations for a selected patient or site:

From the Derivations Management page, click the Run Wizard command on the Actions
palette.
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The Run Wizard page appears.
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Select whether you want to run derivations for all patients at selected sites, or selected
b p
patients at a single site.

If you select only Site, you can run detivations for a// patients at multiple sites (see below).

If you select both Site and Patient, you can run detivations for selected patients at a single site

(see page 122).

To run derivations for all patients at multiple sites:

Select Site.

ke » [t L Sl Adnrmiraton W

Salert wifwthe' ping sifil 5 U it For ol patwnts of kTiod shei. b delerbad fatets o 4 SR RE.

[ i it iy S, i G run Sertvatota Tor ol patients ot skt aled
o B g peiesct Bt Sibe el Padient, w0 Gm nn derwahons For pelecsed atmnis of & Enghe e

5 e
) ratt

I — W e W e

Click Next.

The site selection page appears. It lists only the sites that you have access to.
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Miles Massey | Log Out Study: Aspirin

Patients CRFs DCFs

Study Administration » Derivation Management » Derivation Wizard

Derivation Management

| Study Administration

Derivation Wizard

Select the Siteds) vou would like to run derivations For:
Select all Clear all

Site

'ﬁ 07-Talin

'ﬁ 01-Copenhagen
'ﬁ 02-Helsinki

'ﬁ 03-0slo

'ﬁ 04-Reykjavik

Oooooao

'ﬁ 05-Riga (Mo Patients)
'ﬁ 06-Stackhalm
'ﬁ 08-Vilnius

OO

ﬁ' 09-YWarsaw (Mo Patients)
il 'ﬁ 10-Amsterdam

'ﬁ 11-Athens {Mo Patients)
il 'ﬁ 12-Barcelona

ﬁ' 13-Belgrade (Mo Patients)

'ﬁ 14-Bergen {No Patients)

'ﬁ 15-Retlin (Mo Patients)

Note: This will run all derivations for every patient belonging to the selected sites.

Select the sites you want to run derivations for.

Click Next.

The Selection Criteria subtab shows the sites that will have derivations run.
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Click Finish.

DatalLabs begins running the derivations, showing the progress in the Inbox. When the

derivation process is complete, the Inbox lists a completion message. For more information

about the derivation inbox message, see Derivation Inbox Messages on page 123.
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To run derivations for selected patients at a single site:
1 Select Site.
The Patient check box is enabled.

Z  Select Patient.
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3 Click Next.

The site selection page appears. It lists only the sites that you have access to.
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L Select the site from the list.

The patient selection page appears. It lists all patients for the selected site.
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Note: If a patient is locked, the check box is disabled.

5 Select the patients you want to run detivations for.

6 Click Next.
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The Selection Criteria subtab shows the sites that will have derivations run.

st Ditrtviaticors. el b run Bt g K ekt riteris dplayed B, Progress of your Derhvation reguest tin be tracled
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Click Finish.

Datalabs begins running the derivations, showing the progress in the Inbox. When the
derivation process is complete, the Inbox lists a completion message. For more information
about the derivation inbox message, see Derivation Inbox Messages on page 123.

Derivation Inbox Messages

When the derivation process is complete, the Inbox lists a completion message in the jobs
folder. You can click the message to view a summary of the derivation run.

L1 14000 1o
P GHT

The Inbox also displays a series of derivation progress messages (#/IN/ is the number of
sequential derivation runs since the study was loaded):

Derivations: cancelled (queue error). The Derivation processing was started, but encountered

an error.

Derivations: request is queuing. The derivation processing is waiting to start.

Note: The difference between this message and the “waiting” message: in this case, the
derivations are being written but not yet in the message queue. Since this action happens so
quickly, it is highly unlikely you will ever see it in the Inbox.

Derivations: #[N] - waiting. The derivation processing is waiting to start; the server checks

every 20 seconds for derivation processing requests.

Note: The difference between this message and the “request is queuing” message: in this case,
the derivations have been written and atre in the message queue, ready to be processed.
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Derivations: #[N] — running ([P]%). The derivation processing is running.

Derivations: #[N] — complete. View summarty. or Derivations: #[N] — complete (with
exceptions). View summary. All selected derivations are finished being run; clicking the link will

open the summary of the derivation run.

To view the derivation run summary:

From the Inbox, click the Derivations: #[N| — complete. View report. link.

The Derivations Run Summary appears. If exceptions were generated, they are listed in the
Run Summary:

Derivation processing complete.

Total Patients Run: 2 Date fTime: 01/05/2006 05:15:53 PM EST

al Derivatio Print Close
Site: 01 - Philadelphia Protocol Updated Exception
ﬁ 01001-G5R ASCT-5150(v1.0) 2 a
Site! 02 - Irvine Protocol Updated Exception

@ 1976-KLF ASCT-5150 (v1.0) 0 a

Click Print to send the summary to a printer.
Click Close.
The Derivation Run Summary list the following information.
Total Patients Run: Lists the total number of patients for which derivations were run.
Date/Time: Lists the date and time of the detivation request.
Total Derivations: Lists the total number of derivations run.
Updated: Lists the number of derivations that were changed due to the manual derivation run.

Exception: Lists the number of the derivations that generated exceptions.

Datalabs =« User’s Guide 124



Chapter 4: Study Administration Query Management

Query Management

created and written during the design phase in Designer. While most queries are CRF-specific—
that is, their logic and parameters check only the data in one or more CRFs—some queries
check data that is outside of CRFs—for example, queries that check event dates (see the
following table).

Level Description

0-3  Form The query checks the contents of a field or fields on a single CRF.

0-2  Single field The query checks the contents of the current field upon exiting the field.
0 Required If a required field is left unanswered, the field is marked with a Yicon.
1 Format If the answer provided does not match one of the defined data types—

integer, float, text, date, etc—the field is marked with a 0 icon

2 Range check; The data needs to fall within a specific range: date range, numeric range,
min/max length; etc. If the answer provided is outside of the range—a date not in the date
min/max precision range, for example—the field is marked with a icon.

The total number of characters or numbers entered in the field. For
numeric fields, the decimal point is not counted in the length, so the length
for “123.456” is 6.

The number of digits to the right of the decimal for numeric fields. For
example, a max precision of 3 would allow “123.456” but not “12.3456.”

3 Multi-field The query checks the contents of multiple fields on a single form. These

C ) queries are run only when the CRF is submitted or checked in.
ustom, complex

4 Event Custom, complex The query checks the contents of multiple fields, on multiple CRFs, for a
single event. These queries are run when the CRF is submitted or checked
in.

5 Patient ~ Custom, complex The query checks the contents of multiple fields, on multiple CRFs, for
multiple events, for a single patient. These queries are run when the CRF is
submitted or checked in.

Study Versions

If your study uses multiple study versions, only queries used by the published version(s) are
available in query management. If a query is used by two versions of the study, each version of
that query is listed. Queries that have changed from the earlier version are flagged (ﬁ?) For
more information about study versions, see “Study Version Management” on page 90.

Note: Only the queties associated with a patient's study version are run. For example, if a
patient is in version 2.0, only the valid queries from version 2.0 will be run for that patient.
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Accessing Query Management

The Query Management page is mostly used to view and manually run queries.

To access query management:

From the Study Administration page, click <) Query Management.

The Query Management page appears.

' == Pw [0 2 Activs ] [t T Wik atios
.hiiuin > ,-.I L eTestats 1 OF At L Dot Ty kot
- A easitige | o Adee LD Dk Tpen Welations
(rEowed || Dpreecangs | oF Adve L Dok aTypes Yickation:
P iisebate | oF  Adve LD DiskTypes Vicdation
P heobats 1 [ . DiatiTypet Yickstion
L iTem 1 DF  Adwe LD Vishs scench the mamm kgt v thes Eem

The Query Management page has the following information:
Search palette: See Searching for a Query on page 130.
Actions palette:
Run Queries — See Running Selected Queries on page 131.
Run Wizard — See Running the Query Wizard on page 134.
Name: Displays the query’s status icon and name.
Type: Displays whether it is DCF or Notify type query.
Status: Displays the query’s current parameter status:
# Active — The query is currently active and has run without errors.

£ Inactive — The query status has been changed to inactive and will not run until its status
is set to Active.

A4 Inactive with error — The script has invalid syntax and generated an exception when it
last ran. See Inactivated Query Scripts on page 129.

Version: Lists the study version for both the earlier and later queries. If the later query has been
changed from the earlier version, it is flagged (ﬁf)

Description: Displays a description of the query.

External ID: Displays the reference identifier for the query.
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Viewing a Query

You can view a query script by clicking on the query’s name. When you view a script you can

also change its status, view its parameters, and view the script itself.

To view a query:

From the Query Management page, click the Name.

The View Query page appears.

| Bescngtion Patient is st i thee Torenal™ age range of 10-35.
Emon Ryt Peane Tl the palent.
Tyee . Ml A W
Do gkt [0 Shahs Reww/ Sk =] warn e of vy
| L
| [rmanl_Dntav Doat ™ o uget e o
Mormal_DutalType Duta® D, Age. Age DataType
My LEwral LD
|| *ary Liwral. ®

The View Query page has the following information (most of which are configured in Designer
during the design phase):

Search palette: See Searching for a Query on page 130.

Name: Displays the query’s status icon and query name.

Study Version: Lists the study version for the query.

External ID: Displays the query reference ID.

Description: Displays a description of the query. This text appears in the DCF.

Action Request: Displays the action requested for the query. This text appears in the DCF.
Type: Displays whether it is a DCF or Notify type query.

Default DCF Status: Displays the default status for DCF (New, Draft or Sent).

Status: Selects the query status (Active or Inactive).
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By changing a query’s status to Active, the script can be run.

By changing a query’s status to Inactive, the script will not be run: neither automatically by
DatalLabs nor manually.

Note: If the query status is set to Inactive, and has DCFs associated to it, when you click Save,
Datalabs prompts you with, “Would you like to close all DCFs associated with this Query?”

Warn user of activity: Select to be notified if the query fires. If this is selected, when a user
saves a CRF and this query fires, they will receive a pop-up warning that a DCF will be created.

Parameters subtab: Lists the parameters checked by the query.

Parameters T Script ]

Name Reference

Marmal_Dataialue Data.* Demo. Age. Ade. Yalue
Mormal_DataTwpe Data.* Demo.dge. Age. DataType
Minyalue Literal. 15

MaxWalue Literal. 35

Script subtab: Displays the full script of the query. You can only edit the script in Designer.

Parameters | Script ]

Scripk Mame  Source

Age_6
Function LevelZBRangeNotWalid({DataWalue, DataType, MinWalue, MaxValue)
If LCaseiDataWalues) = "null" or DataWalue = "" Then
LevelZzBangeMotWalid = "False"
Elself LCase(DataType) = "datetime" Then

If IsDate(DataValues) THEN
DataWalue = chate(DataWalue)
MinWalue = clhate (MinValue)

MaxWalue = clhate(MaxValue)

IF (DataValue >= MinWalue) and (DataValue <= MaxWalue) THEN

LevelZRangeNotWalid = "False"
ELZE
LevelZRangeNotTWalid = "True"
END IF
Elze
LevelZzPBangeMNotWalid = "True"
END IF
ElseIf LCaseiDataType) = "integer" 0Or LCase(DataType) = "float" Then

If IsMumeric({DataValue) THEN
DataWalue = chbliDataWalue)
MinWalue = clbl {MinValue)
MaxWalue = cDbl (MaxValue)

IF (DataWalue == MinValue) and (Datalalue <= MaxValue) THEN

LevelzBangeMNotWalid = "False"
ELZE
LevelZzPBangeMNotWalid = "True"
END IF
Else
LevelZzPBangeMNotWalid = "True"
END' IF
Else
LevelZRangaMotTalid = "False"
End If

End Function
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To make changes to a query:

From an open query, you can change three settings:

Status: Active or Inactive.

Type: DCF or Notify.

Warn user of activity: On or Off.

Click Save to keep your changes and return to the Query Management page.

Inactivated Query Scripts

If script auto-inactivation is enabled, any query script that encounters a script error is
inactivated. The script will not run again until its status is changed to active.

Run-time errors occur when the script attempts to perform an action that cannot be processed
correctly. Some examples of when this can occur are:

B The parameter value passed to the sctipt is in the wrong format.

B The parameter value passed into the script is the wrong type of data, such as passing text or
a date into a function that expects an integer value.

B A text or date parameter value is passed to a function that performs arithmetic.
B Integer parameter values are passed to a script that results in division by zero.

Syntax errors occur when the script contains a statement that violates the grammatical rules of
the VBScript scripting language. Some examples of when this can occur are:

B A statement contains typographical errors.
B A statement is missing a symbol, such as a comma, single quote, or parenthesis.
B For paired statements, such as Function / End Function, one of the statements is missing.

After you have identified the problem, make the appropriate corrections to the script (in
Designer), update the study, and change the script’s status to active.

Example: Script auto-inactivation is turned on. A query uses the patient’s birth date, but the
script uses an improper operation—(Clnt(BrthDt)). Since birth date is a date-time parameter
and not an integer, the script is invalid and will generate an exception when it is run, inactivating
the query and generating a single error message. This query will run for no further patients until
its status is changed to Active.

Note: You can turn script auto-inactivation on or off from the Study Preferences page. For
information on turning script auto-inactivation on or off, see Updating the Study Preferences
on page 77.
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Note: You can check for inactive query scripts and reset a query sctipt’s status on the Query
Management page.

Wekome, Miles Masvey | (g 00

PITE: Thes Gy s mubirsgtacally fod 10 [Raciree ofew & wrgd srrr ocourred
Drescriphion: Waloe requires encoding.

Action Reguest: Endered value needs to be encoded.

Dol gt DCF St Sl

Satus: tnactre W [ woarn mee of ity

Relerence
[eata.® AE Everdd AF Torm Prior¥sion
Dt * AE Everts AETorm. Ve

To reactivate a query:
Cortrect the conditions that caused the script to generate an exception.
From Query Management, click the Inactive with error 5 script’s Name.
ry 8 p
Change its Status from “Inactive” to “Active.”
Click Save.
A confirmation box appears, asking if you want the query to be queued to run.

Click Continue.

Searching for a Query

Since there could be hundreds of queries, you can use the Search palette to find queries. For
each search option you add, the more narrow your search range becomes, and the fewer results
are returned.

Example: For example, you could search by query name or external ID alone; or you could
select queries that have some parameters within CRFs; or only inactive queries.

To search for queries:
Click the Expand button = at the top of the Search palette to see all the search options.

Enter or select your search criteria.

Click Go.
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The Search palette gives you the following options:

Name: Searches for queries based on a query name.

Tip: The Name field considers every character you type to be included in the search criteria, so
if you happen to include a [space| (even as a leading or trailing character), the search engine may
not find the query you’re looking for.

External ID: Searches for queries based on its External ID.
Status: Searches for a query based on its status.

Study Version: Searches for a query based on its study version, including newer versions that
have changed.

The Query Management page appears with the list of queries meeting your search criteria.

Running Selected Queries

You can use the Run Queries command on the Actions palette to select which individual
queries to run, and to monitor their progress from the Inbox.

Caution: When queries are run automatically, they follow run rules and sequences. When you
run them manually, these rules and sequences are not followed, and you could generate more
DCFs—and therefore more work—for your staff and site personnel. This is especially true for
level 0-2 queries.

To run selected queries:

From the Query Management page, perform a search for the query(ies) you want to run.
For more information about searching for a query see Searching for a Query on page 130.

From the search results, you can select which queries you wish to run.

From the Query Management page, click the Run Queries command on the Actions
palette.

The Run Queries page appears.
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Miles Massey |

Study Administration » Query Management » Run Queries
8 Run Queries
|:|Pre-prm:ess queries
This option allows you to view a summary of query activicy before actually processing the queries. (This will increase the overall time
required.)
|_Run_|
Name Yersion Description f;ternal
[1° aEDeattDate_1 1.0 DakaType Vidlation
[ aEpeathate_t 2.0 DataType Vidlation
12 aEcnsstbate_1 1.0 DakaType Vidlation
[P seonsstbate_t 2.0 DataType Vidlation
[1° aestopbate_L 1.0 DataType Vidlation
[ aestopdate_t 2.0 DataType Violation
Dp AETerm 1.0 VYalue requires encoding,
[/ aETem 2.0 walue requires encoding.
Dp AETerm_L 1.0 VYalug exceeds the maximum length For this ikem,
[P aeTerm_t 2.0  value exceeds the maximum length For this item.
Dp Age_1 1.0 VYalug exceeds the maximum length For this ikem,
0P sge_t 2.0  value exceeds the maximum length For this item.
12 age_s 1.0 DataTyps Violation
0P sges 2.0 DataType Vidlation
Mo 1.0 Patient ic not insthe "Hormal’ ane ranne of 16-35

The Run Queries page has the following information:

Pre-process queries: Performs pre-processing to test the queries before actually
processing data. Pre-processing does not change any data, but gives you a summary of the
entire potential run process.

Tip: You will normally want to skip pre-processing since it doubles the amount of time
required to run queries.

Select All button: Selects all queries listed to be run.
Clear All button: Clears all previously selected queties.
Name: Displays the query’s status icon and query name.

Version: Lists the study version for the query. If the query has been updated since the
other published version, it is flagged (.ﬁj)

External ID: Displays the external ID.

Description: Displays a description of the query.

Run button: Runs selected queries. (The button disabled if no queries are selected.)
Cancel button: Returns you to the Query Management page without running any queries.

Do one of the following to select which queries to run:

* To run all queries, click the Select All button (_selectan )
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» To run a selected query, click its check box ().
= To clear all the check boxes, click the Clear All button .

Click Run.

The Run Queries message box

apbears Queties will be run based on vour selections, Progress of vour
PP ' Query request can be tracked by wiewing your Inbox, and report

will be gererated when the process is complete,

Click Continue. Please click [Cortinue] to process wour Query Request,

Continue Cancel

Datalabs begins running the queries,
and returns you to the Query
Management page.

Click the Inbox tab. Go to the Jobs section.

If you have chosen pre-processing (otherwise, skip to step 8), an Inbox message shows the
progress of the query pre-processing. When query pre-processing is complete, the Inbox
notifies you. (You may need to refresh the page to see the new message.)

Click the Queries: #[N] — pre-processing complete message.

The Query Pre-processing Summary appears. It lists the number of queries that will fire,
how many will resolve, and how many will generate exceptions (see “Queries” on page 233).

Query processing complete.

Total Patients Run: 3 Date/Time: 11/09/2005 11:37:59 AM PST

Total Queries : 3
Query Version Fired Resolved Exception
Peage 1 2.0 0 i i
Pbge_t 2.0 0 i n
Paget 2.0 0 0 0
Totals: 1] L1} o

Note: Remember, no actual query processing has occurred yet. You must run the queries to
resolve DCFs.

To run queries, click Process Queries.
Datal.abs begins running the queries, showing the progress in the Inbox.

When query processing is complete, the Inbox lists a completion message.
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Running the Query Wizard

You can use the Run Wizard command on the Actions palette to run queries for selected sites
and patients. When you select a site or patient, the wizard runs all associated queries.

Caution: When queries are run automatically, they follow run rules and sequences. When you
run them manually, these rules and sequences aren’t followed, and you could generate more
DCFs—and therefore more work—for your staff and site personnel. This is especially true for
level 0-2 queries.

To run one or more selected queries:

From the Query management page, click the Run Wizard command on the Actions
palette.

The Run Wizard page appears.

Sxlinct wiatwr you wart bo o quere for ol pafionts o seleciedd alten, or selected puttents o 8 nrgie sfe

+ 1 yous wskect oy SEw, you can run quenet for- ol patients of muiltiple stee.
o B tyou) Betenct Dot St el P, o £ o Quaiviers oy Selscled Stertis o & el Sl

I mm W e

Select whether you want to run queries for all patients at selected sites, or selected patients
at a single site.

* Ifyou select only Site, you can run queries for a// patients at multiple sites (see below).

* Ifyou select both Site and Patient, you can run queries for selected patients at a single
site (see page 122).

To run queries for all patients at multiple sites:

Select Site.

sty fuderist st » Qure Maragemers + Query Wirard Sty Acmnstraton. =

Saminct wiathe you) wact b rurs quenes For el patients of selected s, or sslected pationts of e stn

+ I you wolect andy 58w, you oin run quere for of patents of suliple see.
B e ekt Dnih S aed i, i) £ TP Qe Py SeieiLedd SatertE o @ Sk e

b - L

Cpatient

I 00 0 0 0 0 mma—w |
Click Next.
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The site selection page appears. It lists only the sites that you have access to.

, Miles Massey | Log Out Study: Aspirin

Patients

Study Administration » Query Management » Query Wizard

| Study Administration

p l Query Wizard

Select the Siteds) vou would like to run queries For:

Site

O & o7-Talin
'ﬁ 01-Copenhagen (Mo patients)
'ﬁ 02-Helsinki {Mo patients)
'ﬁ 03-Oslo (Mo patients)

[ 04-Reyvkiavik
'ﬁ 05-Riga (Mo patients)
'ﬁ 06-Skackholm (Mo patients)
'ﬁ 08-vilnius (Mo patients)
'ﬂ' 09-YWarsaw (Mo patients)
'ﬁ 10-Amsterdam (Mo patients)
'ﬁ 11-Athens (Mo patients)
'ﬁ 12-Barcelona (Mo patients)
'ﬁ' 13-Belgrade (Mo patients)
'ﬁ 14-Bergen {No patients)

16-EBerlin (Bln natienk<)

Select all Clear all

Note: This will run all queries for every patient belonging to the selected sites.

Select the sites you want to run queries for.

Click Next.

The Selection Criteria subtab shows the sites that will have queries run.

Tty Rdvaradyation

Sahi dive et wall by i bl un The tskeicn e gl bakes P1ogreEL of vour sy negueE canbe b ackad
T viwmeda] i frfsin, el b i vell b gever dhed reheh e friten b coginle

[ Pre-pren eus (uieries
T opton slows pow to e 8 wmmary of Query sdivity before achuslly proosasng te guerse. (TFe vl nosss e overal tee
imed )

Plegse clicki [Fasls ] 1 poroc e e Gharey reduacsl.

Patwesifs)
i Crhena Select ads
40 Criberia, Selecteds

From this page, you can choose to Pre-process queries. This performs pre-processing to

test the queries before actually processing data. Pre-processing does not change any data,

but gives you a summary of the entire potential run process.
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Tip: You will normally want to skip pre-processing since it doubles the amount of time
required to run queties.

Click Finish.

Datalabs begins running the queries, showing the progress in the Inbox. For more
information about query inbox messages, see Query Inbox Messages on page 138. When
the query process is complete, the Inbox lists a completion message.

To run queries for selected patients at a single site:
Select Site.
The Patient check box is enabled.

Select Patient.

oty fderatiabon + Cuere Macaoeeert + (uery Wirand Sy Acjmrualrabion W

St iy o v b s s for ol pafienty of nelected it or sebected pafiends ok 0 gl sk

+ I yost welest oy 5w, you oo run uere for ol patents of reiiple sltew.
o B spn b Dy S el e, i £ PPy Qe P S Bt B B

Click Next.

The site selection page appears. It lists only the sites that you have access to.

SetdeTl e Sl pina renikd e 1 $0iy i i
27 ke, -

Select the site from the list, and click Next.

The patient selection page appears. It lists all patients for the selected site.
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Query Management

Note: If a patient is locked, the check box is disabled. If you have not allowed queries to
run for frozen patients, these will be disabled as well. Select the patients you want to run

queries for, and click Next.

The Selection Criteria subtab shows the sites and patients that will have queries run.

Py Adnrwitabion ¥
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o-Talry ol

sl
i
#LAH

5 Click Finish.

Datalabs begins running the queries, showing the progress in the Inbox. When the query
process is complete, the Inbox lists a completion message. For more information about inbox

query messages, see Query Inbox Messages on page 138.
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Query Inbox Messages

When you run queries from Query Management, the Jobs section of the Inbox displays a series
of messages so that you can access the information behind it ( #/IN/ is the number of sequential
query runs since the study was loaded):

lnbas Data Manager Fortal v
Folders s Delete Mark as Unread
Ml (1) -
Jobs (6} B [] Sender Subject Date/Time
Work Queus (0
et Inems o [ A System Queries: #7 - complete. View summary. 06/02/2008 09:44:51 PM GMT
[ A system  Queries: #6 - complete. View summary. 06{02/2005 0:52:02 PM GMT

Pre-Processing Messages

Queries: #[N]| — waiting. Query processing is waiting to start.

Queries: #[N] - pre-processing ([P]%). Queries are pre-processing is waiting to start.

Queries: #[N] - pre-processing complete. All selected queries are finished being pre-processed;
clicking the link will open the summary of the pre-preprocessing, from which you can run query
processing.

To view the summary and continue running query processing:
Click the subject line.
The Queries Pre-processing Summary appears.

Click Process to run query processing.

Processing Messages
Queries: #[N] - running ([P]%). Queries processing is running.
Queries: #[N] — complete. View Summary. All selected queries are finished being run; clicking

the link will open the summary of the query processing.

To view the run summary:

From the Inbox, click the Queries: #[N| — complete. View summary. message.

The Query Run Summary appears. It lists the number of queries fired, how many were
resolved, and how many generated exceptions. For more information on queries, see
Queries on page 233.
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Query Run Summary: Process ID #6

Query processing complete.

Total Patients Run: 1

Date fTime: 06/02/2008 08:52:21 FM GMT

Total Queries : 2

_Print |
Query Type Yersion Fired Resolved
p BFPosition_1 DCF 1.1 o il
A Pulse 3 DCF 1.1 0 0
Totals: 0 1]
|_Print_|

Exception

Note: The counts represent every instance of the query on a form, including multiple rows

on a table.

Click Print to send the summary to a printer.
Click Close to close the Query Run Summary.

The Query Run Summary list the following information.

Total Patients Run: Lists the total number of patients for which queries were run.

Date/Time: Lists the date and time of the query request.

Total Queries: Lists the total number of queries run.

Fired: Lists the number of queries that created a DCF due to the manual query run.

Resolved: Lists the number of DCFs that are resolved as a result of the manual query run.

Exception: Lists the number of queries that generated an exception.

Query Notification Message

If you have selected Query Notification in the user preferences and the Query Processing is
complete you will receive an inbox message called Notify Query sent to your mail inbox. For

more information about how to set your user preferences, see Changing Your User Preferences

on page 47.

Inbox

| Data Manager Porkal

Folders ~
Mail {0}

Jobs (6}

Work Queue (0)

Sent Ikems

| Mew || Delete ||

W [ sender

Mark as Unread |

subject

| = System [otify Query

Date/Time

06/02/2008
09:05:19 PM
GMT

The Notify Query message will include the following:
ID: Query’s unique identifier

Study: Study Name
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Protocol (Version): Protocol name and version number
Site: Site name
Patient: Patient ID
Patient Status: Current status of the patient
Query Notification Date: Date the query notification was generated
Event — Form: The event name and form which the query notification was generated
Description: Description of the query

Action Request: Description of the action request

= Prirt | % Delete | - Reply | g Forward

Fraom: System
Sent: Monday, June 2 2008 09:05 PM
To: Sueles

Subject:  Motify Query

10 EPSystolic_4
Study: Aspirindl
Protocol: ASCT-5150-4 (w1.1)

Sike: AYOOL - Antellope Yalley
Fatient: 00Z2-IFT

Patient Status: Enrolled

Created On: 2 Jun 2008 09:05 PM

Related Formis):
Corplete - Yikals

Query Descripkion:
‘ou did not enter the patient's systolic blood pressure.

Action Request:
Flease enter the patient's systolic blood pressure.

You will have the option to Print, Delete, or Forward this message.
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Flag Management

Flag Management is handled through the Flag Wizard in the Study Administration section.

Flagging is a DatalLabs feature allowing you to manage and set data verification statuses on
CRFs. Flagging functions include:

Manage Flag Operations: Study Administrators are given the capability to set how flag
status will be collected for data verification.

Setting Flags in CRFs: Determined during Flag Management Operations, data verification
functions in CRFs allow you to set statuses for an entire CRF or to set statuses for each
item within a CRF.

Changing Flags: Anytime during the study the responses to CRF questions may change.
In these cases, Datalabs will automatically provide a visual display of any CRF or question
that has been changed requiring re-verification.

Rollup and Reporting: Displays aggregated statuses for each patient and for all patients at
each site and will provide summary metrics of the flags statuses for each site.

Flag Permissions Administration

You must have sufficient user rights to manage flags in Datalabs.

To edit flagging permissions:

From the drop-down list select Study Administration.

Daka Manager Portal W

Data Manager Partal
User Preferences
Sbudy Administration
Export

Feporting

Select Group Management.

Study Administration Study Admiristration v
Select Group Site Management Study Management
Management \@%nd mainkain sites, or give users access ko sikes, Load or reset a study, set study parameters, or lockfunlock a study,

Group Management
Add user groups and set their permissions.

Signature Management
Define the text of the PI signature attestation.

Query Management

Wiews, run or search For queries,

User Management
Give users site access, set their default portals, or reset their passwords,

Hag Management
Manage flag permissions and requirements.

Derivation Management
Wiew, run or search for derivations,

Integration Management
Define general and critical criteria,

Casebook Management
Manage casebook reports,

JIYCLC
CEeLEE
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Choose the
Group you want
to change

Click + to
Expand

Click + to

Expand

User Flag
Permissions
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Select the Group Name that you wish to change permissions in.

Q Daka Enkry Personnel - DOC Ackive
@@ta Managers Active
2 Field Monitars Ackive
9 Medical Monitors Active

a Primary Investigaktors - DiZ  Ackive

£ Site Personnel - DO Aictive
Q ¥CAdrmins - Doz Ackive
a A Users Active

In the Actions pallet, select Edit Permissions.

Flag Management

This will bring you to the edit permissions page. Click the + next to Flag Permissions or

next to Expand All, to expand.

Freeze/Lock Permissions

T+] Flag Permissions

Export Permissions

OR

’_\ & Edit Permissions for Data Managers

Expand &All

From the Edit Permissions page you can change the flag permissions accordingly for a

group.

L] g Pevmissioes

gy Moragoreerd

Defeview @ o
M e C
H-verfy

L] Enpert Pernussions

L] Regrking Permissinm

Flag Management
Permissions

Select whether you want to Allow or Deny the group’s flag permissions for D-Review, M-

Review, and SD-Verify.

Group rights to perform flagging operations on CRFs will be set to one of the following:

Allow: Gives the group the ability to set a flag in a CRF form.

Deny: Denies the group the ability to set a flag in a CRF form.

Select whether you want a group to have access to the Flag Management features which

will be granted/ denied based on the following permissions granted:
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Hide: Relinquishes the rights from the group to access the Flag Management feature for a
particular group.

View: Grants access to the group to view the flag configuration in the Administration
screen, but not to make changes to the configuration.

Edit: Allows the rights to change and view flag configuration for the study.

Click Save to record any changes.

Flag Management Wizard

The Flag Wizard takes you through the process of changing the settings for each flag. If you
have flag edit permissions you will be allowed to take the following actions:

B Activate or De-activate Flags.
B Assign and change collection level between Item Level and CRF Level.

B Set flag to required or not required.

If multiple studies are published, flag requirements can be set individually for each active
protocol version.

To access the Flag Management Wizard:

From the drop-down list select Study Administration.

Daka Manager Portal W
Data Manager Partal

User Preferences
Sbudy Administration
Export

Feporting

Select Flag Management.

Study Administration Study Administration

ﬁ Site Management
Add and maintain sices, or give Users access ko sites.

@ Group Management

Add user groups and set their permissians,

Study Managemernt
Load of reset a study, set study parameters, or lockfunlock a study.

Signature Management
Defing the text of the PI signature attestation,

Query Management

View, run ar search for queries.

@ User Management

Give users site access, set their defaulk partals, ar reset their passwaords.

Derivation Management

- Flag Management
Yiew, run or search For derivations,

Manage flag permissions and requirements,

\9 Integration Management
A¥

Define general and critical criteria.

Casebook Management
Manage casebook reparts.

CevEe

In the Actions palette click Flag Wizard.
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Flag Management

Actions

» Flag Wizard

Study Administration » Flag ‘ Study Administration
= | [Flag
Partal: Data Manager Portal
Collection:  CRF
Status: Active

CRF

Screened
Enroled
Failed
Discontinued
Completed

Cemographics

4 44 99 9 4

Inclusion

Running the Flag Wizard

When running the Flag Wizard no patients in the study may be “Locked.” If Locked patients

exist upon entering the wizard, you will be notified with the following error message.

Sty AR 0 » Pl Managemer, » Mg Wisardd ity Atz ation

\1:} Flag Wizard

Error: The Fag Wizard annil be mum becauie there ane ousrently Locked patients in this study,

Charsgni i the flag corfiguraton sy reiul in o chargs bo the flag skatise for o pabent
& Locked patisnks For this shudly mast Be urdocked Befone conbinung.

Flag Activation

Through the Flag Wizard, the flag will be set to Active or Inactive. Flag Activation is set at

the flag level so you need to first select which flag you are choosing (D-Review, M-Review, SD-

Verity).

To set flags to Active:

Select which flag(s) are to be changed from their current data collection method.

Study Administration = Flag Management » Flag Wizard

| Study Administration

L ) Flag Wizard

Select the Flags you would lke to edit:
[] D-Review
[ M-Review
[] sD-Yerify

Click Next.

The Flag Wizard for that particular flag will appear. In the following example it is for the

D-Review flag.
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'_\

- '} Flag Wizard: D-Review

D-Review Flag Properties:

Active

Collection: I

Select Flag Status:
Active: Allows viewing and performing normal flagging operations.

Inactive: Prevents you from viewing or performing flagging operations for that particular
flag. Flag columns on the CRF, the Patient View, the All Patient View and the CRF Form
will not be visible to you. In Flag Management, DatalLabs will not display in view mode

screens, nor will the flag tab display.

Flag activation is independent for each Flag. For example, the flag state can be active for
SD-Verify but inactive for D-Review & M-Review.

Changing Flag Status from Active to Inactive

If an active flag is changed to inactive, the following will occur:

Ch

Ifa
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Any previous flag operations will be removed from the CRF and the columns displaying the

Flag will be eliminated from view.

Workflow and History will be maintained and flagging operation records will remain visible
in the workflow tab and the item history (for Item Level Flagging operations only).

Columns in the Patient View and All Patient view for the Flag will not be visible for the
associated Flag.

Statistics in the CRF will not be visible for any inactive Flags.

Under Flag Management, the flag tab in the view mode will no longer be visible.

anging Flag Status from Inactive to Active
flag that is inactive is changed to active during a study, the following will occur:

All flags will be unset on the CRFs and reflected in the patient view rollups as work not
complete for required flags. (Standard Rollup rules apply).

The CREF rollup counts will be zero. (0)

Under Flag Management, the flag tab in the view mode will become visible.

Select Collection Level.
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Through the Flag Wizard, you have the option to define if flag collection is at the CRF
Level or Item Level for each active flag.

. %) Flag Wizard: D-Review
Choose Collection

Method

Bfeview flag Properties:

Status:
Collection: | CRF Level +

CRF Level

Cancel

Item Level

CREF Level: The collection level is done per CRF.
Item Level: The collection level is done per item on a CRF.

The flag collection type is independent for each flag. For example D-Review can be CRF
Level and M-Review can be Item Level.

Select Next after choosing Status and Collection level.

The Edit Flag Requirements page will appear for CRF Level or Item Level collection
depending on which was selected for that flag.

Flag collection will be either of the following:

Required: Flags on the CRF must be set. Required flags are distinguishable by their
red icon display, both set and unset.

Set Required Icon i
Unset Required Icon E
Not Required: Flagging operation is optional for a particular question or CRF
form.
. W
Set Not Required Icon

Unset Not Required Icon

If flagging is collected at the CRF Level, the ability to set each CRF as Required or
Not Required for each flag label is available.
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"' Flag Wizard: D-Review

Entire CRFs Can Be
selected if collection
is at CRF Level

Edit the D-Review Thagraquirements for Protocol v1.0:

|_SelectAll_| _Clear Al

CRF

Required
Adverse Events []
Demagraphics
Exclusian Criteria O
Phiysical Exam O

| Back || Next f| Cancel |

If flagging is collected at the Item Level, then the option to set the flag as Required or Not
Required on a CRF is available for each item separately or all items collectively.

#°) Flag Wizard: D-Review

Individual Items

can be selected
if collection is at .

CRF Required

Item Level [l adverse Events

[Elbemographics

Edit the D-Review [Tag Tesuierents for Protocol v1.0:

Select All Clear All

B0

1. Consent Date
2, Blood Pressure (55)
3, Blood Pressure (DIA)
4, Bload Pressure (Position)
5. Race
&, IF Race s Other, specify
7. Sex
&, Concomitent Medications
&1 Medication
8.2 Start Date
8.3End Date
[FlDrug Histary

Exclusion Criteria

DODOEEEEOOROEE O

Elphysical Exam

If flagging is collected at the Item Level, setting questions to Required within a CRF will
only occur if:

B Question is editable on the CRF form.
B Question is not an encoded field.
B Question is not a derived field.
If flagging is collected at the Item Level, conditional questions can be set to Required.

A question being Hidden has no effect on its ability to be set as required. It is the type of
question (editable or not) which determines this.

Select Next after choosing which CRFs or Items are to be required.

After all desired flag changes have been made, click Finish to commit changes. Another
check will be performed to ensure no patients are currently Locked.
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\F) Flag Wizard

apply flag changes:

Upon clicking Finish, the system will be placed in 'RE3trickad’ Maintenance made until all of the flag changes have been
applied, You will only be allowed to access yvour Inbox during Thistige.

Cnce all changes have been applied, wou will receive a message in yaur In Lifyving you of the job completion, and the
syskem will be placed back in standard Maintenance mode,

Back Finish Cancel

If Locked patients exist, the previous error message will be received and left on the last

page of the wizard.

Click Finish. The system will be placed in “Restricted” Maintenance mode until all of the
flag changes have been applied. You will only be allowed to access your Inbox during this
time. Once all changes have been applied, you will receive a message in your Inbox
notifying you of the job completion, and the system will be placed back in standard
Maintenance mode.

Default Flag Configuration
The default setting for each flag is the following:
m Flag1
Label — SD-Verify
Status — Active (editable)
Portal Assignment — Field Monitor
Collection Level — CRF (editable)
® Flag2
Label — M-Review
Status — Active (editable)
Portal Assignment — Medical Monitor
Collection Level — CRF (editable)
m Flag3
Label — D-Review
Status — Active (editable)
Portal Assignment — Data Manager

Collection Level — CRF (editable)
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Altering Flag Collection

From Flag Management Datal.abs will allow the flagging collection method to change from
Item Level collection to CRF Level collection or from CRF Level collection to Item Level
collection. How DatalLabs converts to the different collection levels depends on whether or not
the CRF or Item was required, set or not set, skipped* or changed. The rules in the following
sections describe how the flags will convert.

Altering flag configuration will only be available while the application is in maintenance mode,
regardless if there is patient data.

CRF to Item Level Flag Collection — Required/Not Required
CRF's that were previously marked required convert to Item Level as follows:

B Every item which is modifiable (which includes conditional items) within the CRF will be
marked required.

CRFs that were not required convert to Item Level as follows:

B No Items which are modifiable or conditional within the CRF will be required.

CRF to Item Level - Flag Statuses

When converting to Item Level, CRFs that have already been flagged will behave as follows:

. All “unset” in Item Level goes to “unset” in CRF Level.

. Some “unset” in Item Level goes to “unset” in CRF Level.

. Some “unset,” some “on” and some “skip” in Item Level goes to “unset” in CRF
Level *

o Some “unset” and some “skip” in Item Level goes to “unset” in CRF Level.*

o Some “on” and some “skip” in Item Level goes to “on” in CRF Level.*

° All “skip” in Item Level goes to “on” in CRF Level.*

° All “on” in Item Level goes to “on” in CRF Level.

Patient Level Flag Collection Status Change — Rollups

If a patient has flags collected on any form, then Datal.abs will re-calculate their flag status to
reflect the change in flag collection at the patient level and at the all patient level.
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Skipped Constraints

The ability to set a 4-state flag to “Skipped” will no longer be available as of v4.2. This is
represented by the * under Item level flag statuses on page 155. However, the framework
around the 4-state flags is not changing. This is to allow for legacy studies which already have
flags set to Skipped to be upgraded to the new software, meaning that if a form in a v4.1 study
is set to Skipped, when the software is upgraded to v4.2 or higher, that form will still display the
Skipped status. Any form or item which maintains the Skipped status into v4.2 will be able to be
set to “On” or “Oft,” but the ability to set it or any other item back to Skipped will not be
available.

Any flag which carries a Skipped status forward from a legacy version will still display its
appropriate icon, but will be counted as “On” for the purposes of rollups and calculations.

Datalabs =« User’s Guide 150



Choose Casebook
Management

Chapter 4: Study Administration Casebook Management

Casebook Management

Casebook Management provides an option for printing the Blank CRF Report. This report is a
hard copy of the electronic DatalLabs patient casebook. This paper version provides a visual
representation of each form within a study. You can print a Blank CRF Report for each current
and previously published study version.

Note: This report is not available for study versions that were published prior to DatalLabs v4.6.

This report can be used:

®  To fulfill the FDA’s requirement for the existence of a paper version of the electronic
patient casebook.

B To operate as a reference tool during on-site training of the Datalabs system to end-users.

Note: The ability to access Casebook Management is controlled by your security permissions.

To generate a Blank CRF Report:
From the drop-down list select Study Administration.
The Study Administration page appears.

Select Casebook Management.

Study Administration Study Adrministration
ﬁ Site Management @ Study Management
Add and maintain sites, or give users access ko sites. Load or reset a study, set study parameters, or lockfunlock a study.

a) Group Management W) Signature Management

Add user groups and set their permissians, Defing the text of the PI signature attestation.

@ User Management ) Query Management

Give users site access, set their defaulk portals, or reset their passwords., Yiew, run or search for queries.,

) Hag ™an Derivation Management
Manage flag permissions and reqdin VYiew, run ar search for derivations.,

oﬁ Integration Management Casebook Management
Define general and critical criteria, Manage casebook reparts,

The Casebook Management page appeats.

Study Administration » Casebook Management | study Administration v
Study Protocol Status Publish Date/Time
(® Aspirin 553 055-00 (v2.1) Published 05-Feb-2005 10:15:43 POT
(O Aspirin 553 055-00 {w2.0) Published 22-Jan-2005 05:48:02 PDT
O  Aspirin 553 055-00 {v1.0) Obsalete 10-Dec-2004 08:13:06 POT

Select the study version you want to generate the report for.
Click Generate Report.

The Casebook Management message box appears.
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Casebook Management

Please refer to wour Inbox For the report skatus and ko

download the completed report File.

5  Click OK.
Datalabs begins generating the report, and returns you to the Casebook Management page.
6 Click the Inbox tab. Go to the Jobs section.

An Inbox message shows the progress of the job. When the Blank CRF Report generation is
complete, it appears in your Inbox as a link to the file.

& Date/Time
Mon 04 Dec 2009

O System Blank Casebook Report: Aspirin 553.2 (v2.00 - complete, Download File, 0:50:04 PST

s - _ ) Mon 04 Dec 2009
O Swskem Blark Casebook Repart: Aspitin 553.2 (w2.00 — running. 08:48:28 PST

. . T Mon 04 Dec 2009
O Syskem Blank Casebook Report: Aspirin 553.2 (vZ.0) — waiting. 08:47:30 PST

A sample of each page of the Blank CRF Report is shown below:
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Time & Events Schedule
The time and events schedule shows the relationship between events and CRFs. If a form is
associated with an event, the form is identified as one of the following:

% Expected: The form is required.

Expected, Restricted: The form is required and only users with appropriate
security permissions can access it.

Optional: The form is optional.

» 0 &

Optional, Restricted: The form is optional and only users with appropriate
security permissions can access it.

Time & Events Schedule

(BN o Sxpected W) Expacted. Restricted @optional @ Optional, Restricted

Name JP— [or— [E—— Dosing [r— [ — [r—— [o—— m
Ser Screened v

Enroll Enroliad [+]

Fai Failed [+ ]

Disc Discontinued Q

Comp Completed Q

Demo Demographics v

PRM Fatient Recruitment Method v

MedHist Medical History v [+]
CRA Cardio Risk v

Inc! Inciusion ¥

Excl Exclusion v

Vitals Vital Signs v ] v v [
Dos Dasing v v v v [+
Vitals2 Wital Signs 2 v [+]
GSF Genetic Sample v Q
Pain Pain ¥ @
AE Adverse Event v [+
Lab Laborsiory v v @
ConMed Caoncomitant Medications v [» ]
SuppLabs Supplemental Labs v [+]
Status Status v [+
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Electronic Case Report Forms

Casebook Management

For each electronic CRF within the study, the following information appears: the form label and

name, the questions that appear on the CRF and their properties, and the questions that appear

on the CRF and their associated properties.

Each CRF within the CRF section of the report will have the general look and feel of a checked

out CRF.

Study: Aspirind1

Demographics (De
1. Birthdats

2. Sex

3. Race

**4_ Race (if "Other”)

3. Ags
Mote: Patient must be 18-35.
** Conditional Question

List:Sex
Label Value
[Blank]
Male M
Female F
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List:Race
Label Value
[Blank]
White White
Black Black
His.:Jan cor Hispanic
Latino
Asian Asian
American
R e
Hawiian
Elaacnrzl:lcn;r Paclsland
Cther Other

Protocol: ASCT-5150-4
Demaographics (Demo)

List: Sex
= [Blank]
= Male

" Female

List: Race ;]

mmiddfyyyy

Read Only: Derived
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Chapter 5: Patient Workflow Overview

Overview

This chapter covers the following material:
B Patients tab page layout

B Patient actions

B Opverview of patient workflow and events
B Adding a patient

B Failing a patient

B Enrolling a patient

B Discontinuing a patient

B Completing a patient

B Overriding a patient’s status

B Updating patient status forms

®  Adding an event

B Adding an unscheduled event

m  Editing an unscheduled event
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Click on the
Site column
header to sort
the table by
site name.

Click a site
name to go to
the multi-
patient view
(see Patients:
Multi-Patient
View on page
159).
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Patients Tab Page Layout

Patients: Multi-Site View Layout

The multi-site view is the main view for the Patients tab. It presents patient information at the
highest level.

On this page you can see how the patients are progressing through the study by looking at the
status columns. The status columns display the number of patients currently in each status.

Weliome, Miles Massey | Lpg Oyt

Dists Manager Portal W

mmnmm-mm
L H 2 L 2 4 Q o
4 i S ] 1 o0 Q o
im 1 z & L z F} L o
i - m e 5 L z 0 ] 0 ] o
G5 ni o 2 4 1 o 0 o )
B.0s-zt0cktoim 4 z : 1 0 0 1 0
lor-Tamn 0 i i i 3 1 1 i
0 0o vires z L 2 ] o L] ] ]
8 oo s 1 o 1] o o 0 o o
10 anterdan 2 1 1 H o 0 L L
s 8 i 2 o o [ o o
1 2-tarcetons 0 0 0 0 o [} 0 0
(i 13-Belorade 0 0 0 0 0 0 0 0
8 14poroen 0 0 0 0 o 0 0 0
1560 0 0 0 0 o 0 0 o
All Sites Totals: 45 1| as T -] 5 4 2

e e 100 e

The multi-site view contains the following options and information:

All Sites: Lists all sites you have access to. Selecting a site takes you to the multi-patient view
for that site. For more information about the multi-patient view, see Patients: Multi-Patient
View Layout on page 159.

Sites: Lists the sites you have access to and the sites’ status (either Active or Inactive).

Clicking on a site takes you to the multi-patient view of that site. For more information about
the multi-patient view, see Patients: Multi-Patient View Layout on page 159.

Status columns: Displays the number of patients currently in each status. These columns are
not cumulative, that is, the Screened column doesn’t include patients who have been Enrolled.
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Icon | Status Description

ﬂ Screened (yellow) Displays the number of patients with the current
patient status of Screened.

Failed (red) Displays the number of patients with the current
patient status of Failed.

S0 | &0

Enrolled (blue) Displays the number of patients with the current
patient status of Enrolled.

Discontinued (orange) | Displays the number of patients with the current
patient status of Discontinued.

Completed (green) Displays the number of patients with the current
patient status of Completed.

Signed Displays the number of patients for which all CRFs
have been Signed.

O | = | x| =

Frozen Displays the number of patients for which all CRFs
have been Frozen.

Note: The Frozen count includes patients that are
Frozen and patients that are both Frozen and
Locked.

g Locked Displays the number of patients for which all CRFs
have been Locked.

Note: A CRF must be frozen before it can be
locked—in other words, a CRF that is locked must
also be frozen.

All Sites Totals: Displays the totals for the entire list, not the current page, even if the table
spans more than one page. Totals should be for all sites you have access to even if there is more
than one page of sites.

To view all patients at a single site:
®  Click the site name.

The multi-patient page appears with the list of patients for that site. For more information
about the multi-patient view, see Patients: Multi-Patient View Layout on page 159.

To view all patients at a single site with a certain status:

B (Click the number of patients where the site name and status intersect.

Example: To view all the patients that have a screened status at Helsinki, click the cell on the
Helsinki row, in the Screened column.

The multi-patient page appears with the list of patients for that site.
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Patient ID
column to sort
the table by
patient ID.

The status
icons and flags
give you a vis-
ual clue to the

progress of
each patient.
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Patients: Multi-Patient View Layout
The multi-patient view shows a list of patients and their status within the study.

There are three ways to access the multi-patient view:
*  View all patients at a site.

*  View patients at a site with a certain status.

= Search for patients.

‘Welcoms, Miles Massey | Lpg Ouf

— ’ mmmmmmmmmm

[ el || @isenm completed Revew @ @ & @® =
e JSEAFE,  Erwolled  Dosing ® X x b 4 b =

» dd Pbies | BN Dosing » v (S 5] »

» Eresa Patmnis Qo Conghied Raview | W o v v vl |
| Biwnsw Soeened  Dosng " » »® X x »
) Screensd: a

§ et 2 B Dot Soeeng M ® ® E ST »

§ ected: 3 W.iszaimn  Evoled  Dosng H * = = ¥ »

B Decontued: 1 Flomsn  Eweled  Review b} f ) f ] b} »® b} ®

§ completed: 2 FlomeEH  Fald o *® » b ® ] ¥
Josged: 2 || Qiomeo  Screened v X ® x x x X
@ fronen: 1| |
B Loded: o

The multi-patient view contains the following options and information:
Palettes:

Search palette — Provides simple and complex searches for patients. For more
information about searching for patients, see Searching for a Patient on page 166.

Actions palette — Performs patient-related actions. For more information about
patient related actions, see Patient Actions on page 164.

Summary palette — Displays the number of the patients for each status for the
selected site. For more information about the summary palette, see Site Summary on

page 165.

Patient ID: Displays the patient’s status and 1D. The patient ID is a combination of the
patient’s Screen 1D and their initials (for patients who are being screened), or the patient’s
Enroll ID and their initials (for patients who have made it through the screening process). The
patient’s status icon indicates the patient’s current status within the study and shows the
patient’s progress toward completing the study.

Clicking on the patient ID takes you to the patient view.

For a description of the patient status icons, see Patient Status Icons on page 158.
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Status: Displays the patient’s current status and indicates the patient’s progress in completing
the study.

Last Event: Shows the most recent event for which one or more CRFs have been submitted.
An event typically corresponds to a patient visit.

DCFs: Displays the cumulative status of @/ DCFs for that patient. For more information about
DCFs, see Chapter 8: DCF Management on page 264.

SD-Verify: Displays the cumulative status of the SD-Verify (Source Document Verity) flag. For
more information about flags, see Chapter 7: Using Flags on page 240.

M-Review: Displays the cumulative status of the M-Review (Medical Review) flag. For more
information about flags, see Chapter 7: Using Flags on page 240.

D-Review: Displays the cumulative status of the D-Review (Data Review) flag. For more
information about flags, see Chapter 7: Using Flags on page 240.

Signed: Displays the cumulative signature status of all CRFs for the patient. For more
information about signatures, see Chapter 9: The Signature Process on page 300.

Frozen: Displays the cumulative freeze status of all CRFs for the patient. For more information
about freezing and locking data, see Chapter 10: Freezing and Locking Data on page 321.

Locked: Displays the cumulative lock status of all CRFs for the patient. For more information
about freezing and locking data, see Chapter 10: Freezing and Locking Data on page 321.

To view a patient from the multi-patient view:

B C(Click the Patient ID.

The patient view appears.
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Patient View Layout

The patient view is a summary of all events and forms associated with a patient.
There are three types of events:

Events: A patient protocol is broken out into a series of events. Each event—depending on
how the study is set up—has a set of CRFs that are to be submitted.

Common: CRFs that do not correspond with one particular visit, but still contain important
and necessary information regarding the patient. Common forms include patient status forms as
well (screened, enrolled, etc.).

Unscheduled: Events that are not part of the original study design, but are necessary to collect
patient data. For more information about adding unscheduled events, see Unscheduled Events
on page 180.

Weloome, Miles Massey | Log it

Data Manager Purtal ¥
Seanch »
s Patiert: § 1976-01-KLF Status: Envolled Frotocol: ASCT-S150 (v2.0)  Frmary Irvestigator: None
=™ [ e I % e e
Signed
i::ulmimn . Pation [ Common - o w W 5] 4 » X x
| Bl Sereening geesx [
- " o x M x » X x
EEEI.!EH'!‘. o L U4 4 L4 b =
Msthod
[2 pedical
: W v [~ b 4 w b 4
Bomwee ¥ K K X ¥ X x
B rrchson L k1 4 ® = x x
B gughsson 4 x ® ® b ®
[ posing snone s » ' » n 4 b4 b 4
[ Raview Lhons b W n b4 b 4 4 » »n
& Pan i X v n ® b 4 » X x
E posng 2 <nong> x o k1 1 ® 4 x x
[ Beview 2 Smnss b o x x® x ® b 4
[ Complsts £hoems x w n = 4 »® » b1
© EEE O
Waorkilow
Action Date, Time User
Errolad D ETUAE00S O 22 12 P PST Wil Mgy’ (mmassey)
Soneened L JLAT2005 0213736 PM PST M Massay (mmassey)

The patient view contains the following options and information:
Palettes:

Search palette — Provides simple and complex searches for patients. For more
information about searching for patients, see Searching for a Patient on page 166.

Datalabs =« User’s Guide 161



Chapter 5: Patient Workflow Patients Tab Page Layout

Actions palette — You can perform available actions against this selected patient. For
more information about the actions available for a patient, see Patient Actions on page
164.

Page Header:

Patient ID — Displays the patient’s status and ID. The patient ID is a combination of
the patient’s Screen 1D and their initials (for patients who are being screened), or the
patient’s Enroll ID and their initials (for patients who have made it through the
screening process). The patient’s status icon indicates the patient’s current status within
the study and shows the patient’s progress toward completing the study.

Clicking on the patient ID takes you to the patient view.

For a description of the patient status icons, see Patient Status Icons on page 158.
Protocol — Displays the study version that the patient uses.

Primary Investigator — Displays the name of the PI (primary investigator) for this site.

Event: Displays each event in the order defined by the study designer. Click [x]/[ to
expand/collapse events. There are three types of events:

Scheduled Events — Patients in a study are expected to adhere to a data collection
schedule throughout the duration of the study as defined by the study protocol. A
scheduled event represents a pre-planned patient visit.

Common Event — The Common Event is associated with forms that can be collected

at any time during the study or forms that are not associated with a particular event. An
example of a form associated with the Common Event is a form used to collect patient
information about concomitant medications.

Unscheduled Events — In a study, unforeseen circumstances may cause a patient to
make a visit outside of the schedule of pre-planned patient visits. An unscheduled event
represents an event that is not patt of the pre-planned schedule. An example of an
unscheduled event is a visit where a patient reports an adverse reaction.

CRFs: Displays the CRF status. For more information about CRF icon statuses, see CRF Icons
on page 197.

DCFs: Displays the DCFs statuses. For more information about DCF icon statuses, see DCF
Icons on page 273.

SD-Verify: Displays the SD-Verify (Source Document Verify) flag status.
M-Review: Displays the M-Review (Medical Review) flag status.
D-Review: Displays the D-Review (Data Review) flag status.

Signed: Displays the signature status.
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Frozen: Displays the freeze status. For more information about the frozen status, see Freezing
Patients on page 327.

Locked: Displays the lock status. For more information about the locked status, see Locking
and Unlocking Patients on page 329.

Workflow Tab: Lists the patient workflow actions taken for this patient. For more information
about workflow, see Workflow subtab on page 165.

To open a CRF:
From the patient view, click the expand icon to list the CRFs.

Click the CRF.

Datal.abs opens the CRF. For more information on how to open CRF's see Chapter 6: Entering
Patient Data (CRFs) on page 184.
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Patient Actions

On most patient-tracking pages, there are three actions palettes that can be used to manage the
patients at the site you are currently working with:

Actions: Gives you a menu of actions you can take related to the patient.
Summary: Gives you a quick overview of all the patients in the site.
Search: Enables you to search for existing patients.

All three are covered below.

Actions Palette

The Actions palette allows you to perform workflow-related actions on a patient. Depending on
the status of the patient—including any associated DCFs, signatures, flags, or frozen locked
data—the commands available on the Actions palette will change. Below is a comprehensive list
of the commands that could appear:

B Add Comment

B Create DCF

B Add Patient

®  Enroll Patient

®  Fail Patient

B Discontinue Patient

®  Complete Patient

B Add Unscheduled Event
®  Add Event(s)

m  Freeze CRFs

B  Thaw CRFs

B Tock Patient

®  Unlock Patient

B Sign Casebook

B Request Signature

B M-Review CRFs

m  D-Review CRFs

B SD-Verify CRFs

B Patient Status Override
B Freeze Patients
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B Thaw Patients

Site Summary

On the Patients tab there is a Summary palette which gives you an overview of the status of
patients at the site you are currently working with.

Patient-Tracking Status

Icon | Status Description

ﬂ Screened (yellow) Patients who are in the process of being screened:
they have been added to the study because they
have the basic requirements for being study
candidates.

Iﬁ Failed (red) Patients who have not met the detailed inclusion
criteria (or who have met the exclusion criteria);
this typically happens before they have begun to
actively participate in the study.

Ii Enrolled (blue) Patients who have met the criteria and have
entered the study; received an enrolled ID.

ﬂ Discontinued (orange) | Patients who are unable to complete the study,
either voluntarily, by protocol violation, or for any
number of reasons.

Ii Completed (green) Patients who have completed the study by
completing all their visits.

7 Signed Patients who have had all CRFs Signed or Signed
w/Changes; the Pls have signed off on all the data
for these patients.

o0 Frozen The patients have had all CRFs frozen by the data
manager and no data can be added or updated;
this can happen for any number of reasons: for
interim analysis, before the signature process,
after the signature process, to name a few.

| Locked Patient-locking is an intermediate step to locking a
study; the patients have completed all their visits,
all DCFs have been resolved, and the Primary
Investigator has signed off.

Workflow subtab

The Patient view has only one subtab, the Workflow subtab. It lists each action taken on the
patient, showing the most recent action first.

Workflow
Action Date, Time User
Unlocked 11/09/2005 05:27:07 PM PaT Miles Massey (mmassey)
Locked 11092005 05:26:52 PM P3T Miles Massey (imassey)
Frozen 11/09/2005 05:26:39 PM PaT Miles Massey (mimassey)
Enralled 11092005 05:26:11 PM P3T Miles Massey (mmassey)
Screened 11/09/2005 05:05:15 PM PST Miles Massey (mmassey)

Datalabs =« User’s Guide 165



Chapter 5: Patient Workflow Patient Actions
Action: Lists the name of the action taken on the patient.
Date/Time: Lists the date and time the action took place.

User: Lists the user who performed the action.

Searching for a Patient

On most views of the Patients tab, you can use the Search palette to search for a patient using a
single search option, or a combination of several search options.

Patient 1D Search based on patient ID.

You can enter a partial ID to broaden your
search.

Patient Status Search based on current patient status
(screened, failed, enrolled, discontinued,
completed).

Signature Status | Search based on signature status of the
associated CRFs (ready, rejected, signed, not
signed, changed).

Data Status Search based on patient’s data status (not
frozen/locked, frozen/not locked, frozen,
locked).

Tip: Use multiple search options to narrow your results.

Example: Select the Completed patient status and the Frozen data status. The results show
only those patients that are completed and have been frozen.

Note: Searches are limited to the sites that you have permission to view.

To search for a patient:
Click the Expand button = at the top of the Search palette to see all the search options.
Enter or select your search criteria.

Click Go.

The multi-patient page appears with the list of patients meeting your search criteria.
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Patient Workflow Sequence

The patient tracking workflow usually follows a
basic sequence of events:

-0 i B

Screened }—»{ Enrolled }—»{ Complete

Updating an existing patient.
Enrolling a screened patient (or recording a
screen failure for a patient). Failed Discon-

tinued

Adding a patient.

CRFs and DCFs.

Flags & reviews.

Freezing and locking patients and CRFs.

PI Signatures.

Completing a patient (or discontinuing a patient).
Note: These Functionalities are specific to Data Manager portal users. 2 Updating an
existing patient. 4 CRFs and DCF's. 5 Flags & reviews. 6 Freezing and locking patients and
CRFs. 7 PI Signatures.
Adding a Patient

The first step in patient-tracking is adding a new patient. When you are in the multi-patient view
on the Patients Tab, you can use the Add Patient command to add a patient to the selected site.

Note: A new patient’s status is initially “screened,” pending being enrolled in the study or failed
during the screening process.

To add a patient:

From the Patients: Multi-Patient View, click the Add Patient command on the Actions
palette.

If you have more than one study version published—and the option to add new patients is
set to allow for both study versions—the Add Patient dialog box appears with the default
version selected. For more information about managing versions, see Managing Study
Version on page 107.
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Select the Protocol ¥ersion for this patient to be added to:

¥ersion 3.0

@ Yersion 2.0

Select a version and click Continue.

The Add Patient page appears.

iles Massey

Patients Inbox {6)

8| 001-5anDiego | » &ll Patients » Add Patient [Data Manager Port
search » ) B
E— {3 add patient Status: Screened Protacol: AGCT-5150 {v1.0) Primary Investigator: Michael L
Site Summary - ST l:l

'3 [E— 3 Patient Initials: I:l

i Faed: 1 Sereen Date: L 1 oy

i Enrolled; 1 [ save | Save & Add Another | Cang

) Discontinued: @

la Completed: 1

J Signed: o

@ Frozen: 0

Locked: 0

Enter the Screen ID and Patient Initials.

Select or type the Screened Date.

Do one of the following:

®  C(lick Save to save the patient and return to the previous view.

* C(lick Save & Add Another to save the patient and return to the Add Patient page.

* C(lick Save & Enter Data to save the patient and go to the patient view.

A confirmation drop-down appears, and you are returned to the patient view. The patient(s) you

have added now have the status of screened 'ﬂ' (vellow). If you type a screen 1D that has
already been used within the site, you are prompted to re-enter it.

The Add Patient page contains the following options and information:
Each of these

Screen ID: Defines the unique identifier for the patient. fri:(;%?r::d

Patient Initials: Defines the patient’s initials (or other identifying
characters).

Note: The Screen ID must be unique within a site. Once a patient is screened, the Screen
ID is used to identify the patient within DatalLabs—until the patient is enrolled.

Screened Date: Select or enter the date the patient was screened.
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Note: For more information on study versions, see Study Version Management on page 90,
and for more on migrating patients from the earlier version to the most recent, see Migrating
Patients on page 108.

Failing a Patient

Once a patient has been added to DatalLabs, but has not passed the screening process, you now
have the option to fail the patient. (This is also called a “screen fail.”)

To fail a patient:
From the patient view, click the Fail Patient command on the Actions palette.

The Fail Patient page appears.
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Select or type the Failed Date.
Click Save to fail the patient.

A confirmation drop-down appears, and you are returned to the patient view. The patient’s
status is now failed W (red).

The Fail Patient page contains the following option:

Failed Date: Select or enter the date the patient was failed.

Enrolling a Patient

Once a patient has been added to the system and has successfully been screened, you have the
option to enroll the patient.

To enroll a patient:
From the patient view, click the Enroll Patient command on the Actions palette.

The Enroll Patients page appears.
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Enter the Enroll ID.

Select or type the Enrolled Date.
Click Save to enroll the patient.

A confirmation drop-down appears, and you are returned to the patient view. The patient’s
status is now enrolled & (blue).

The Enroll Patient page contains the following options and information:

Both of these
Enroll ID: Defines the unique Enroll ID for the patient. (If you enter an | fields are

existing Enroll ID number, DatalLabs gives you a warning.) required.

Note: The Enroll ID must be unique within the study. Once a patient is enrolled, the Enroll ID
is used to identify the patient within DatalLabs, replacing the Screen ID. Once enrolled, the
Patient ID is the combination of the patient’s Enroll ID and initials.

Enrolled Date: Select or enter the date the patient was enrolled.
Recording Events, CRFs, & DCFs, Flags, Signatures

Note: This functionality is specific to Data Manager portal users.

After a patient has been enrolled, you begin collecting and recording clinical trial data. This
process of study events (usually visits), the collecting CRFs (Case Report Forms), the generation
of DCFs (Data Clarification Forms), reviewing data and flagging CRFs, obtaining signatures,
and freezing and locking are covered in their own chapters in this Guide:

Topic Chapter Page
Patient data (CRFs) Chapter 6: Entering Patient Data (CRFs) 184
Reviewing and flagging data Chapter 7: Using Flags 240
Data Clarification Forms (DCFs)  Routing CRFs 221
Signatures Chapter 9: The Signature Process 306
Freezing and locking Chapter 10: Freezing and Locking Data 321
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Discontinuing a Patient

Once a patient has been enrolled, you have the option to discontinue the patient. The
Discontinue Patient command terminates a patient who is already enrolled in the study—but
who cannot complete the study.

To discontinue a patient:

From the patient view, click the Discontinue Patient command on the Actions palette.

The Discontinue Patient page appears.
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Select or type the Discontinued Date.
Click Save to discontinue the patient.

A confirmation drop-down appears, and you are returned to the patient view. The patient’s

status is now discontinued & (orange).
The Discontinue Patient page contains the following option:

Discontinued Date: Select or enter the date the enrolled patient was discontinued.

Completing a Patient

Once a patient has completed the study, you have the option to complete the patient.

To complete a patient:

From the patient view, click the Complete Patient command on the Actions palette.

The Complete Patient page appears.
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~ Select or type the Completed Date.
5 Click Save to complete the patient.

A confirmation drop-down appears, and you are returned to the patient view. The patient’s

status is now completed # (green).
The Complete Patient page contains the following option:

Completed Date: Select or enter the date the enrolled patient was completed.
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Overriding a Patient’s Status

Once a patient has been added, you have the option to override the patient’s status. There will
be times when you will need to change the status of a patient who has erroneously been
enrolled, failed, discontinued, or completed.

Example: For example, a patient may have been enrolled in a study, but important data related
to enrollment was missing, so the patient needs to be reverted back to Screened.

Note: The ability to override a patient’s status is controlled by your security permissions.

To override a patient’s status:
From the patient view, click the Patient Status Override command on the Actions palette.

The Patient Status Override page appears. This page shows the patient’s current status, their
status history, and lists the status you can change to or revert back to.

[ ———

Profbédct ARLE-5150 (w2 0)

From the Change To list box, select the status you want to assign to the patient.
Click Save to change the patient’s status.

A confirmation drop-down appears, and you are returned to the patient view.

Note: You can override a patient’s status only one step at a time. That is, you can change a
patient from completed to enrolled, but not from completed to screened. You would first need
to change their status from completed to enrolled, and then from enrolled to screened.

When a patient is reverted, Datal.abs “resets” their events and CRFs, and they are recorded in
the study database. If a patient is re-enrolled, these CRF's are re-published as #new forms with no
evidence of the previously entered data. Any DCF's associated with the forms that were reset are
deleted from the study.
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Updating Patient Status Forms

Patient Status forms are the forms you used to change patient status (for example, Add Patient).

Each of these is saved under the Common event on the patient view (along with any common
forms designed for this study).

To update a patient status form:
1 From the patient view, click the Common events open event icon [l

The page displays all the common events that are applicable to the patient’s current status.
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2 Click the patient status form you want to update.

The patient status form appears; if auto-checkout is turned off, the form is in view mode.
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4 Click a value to change it.

[] 2 EnoledDate: 11j09/2005

11f07j2005
Enter new value: mmel vy

Reason for change:
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Make any necessary changes to the field.

Select the Reason for change (required).

Note: Entering Additional Notes is optional.

Click OK to save the field.
To save the form and click Save & Check-In.

Any changes made to the patient are recorded in the Change History.

Note: Changing the Patient ID or Patient Initials changes it throughout Datalabs.
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Events

Studies are divided into a setries of events, and each event has a series of forms associated with
it. It is in these forms that Patient data is collected. There are three types of events:

Visits: Patient event data collected in chronological order.
Common: General data that provides background information on the patient.

Unscheduled: Events that are not part of the original study design, but are necessary to collect
patient data. For more information about adding unscheduled events see Unscheduled Events
on page 180.

Event Publishing

During the design phase, the design team determines which events are published in the patient
view during the patient workflow. When an event is published, it appears in the patient view,
along with the CRFs that belong to it.

Example: There are a total of 10 events (not including the Common event). During the study
design phase, two events (Visit01 and Visit02) were selected to be published when a patient is
screened. The remaining eight events are published once a patient has been enrolled.

Adding an Event

You can use the Add Event(s) action to publish a pre-defined set of event(s) and their
associated form(s) to a selected patient’s casebook.

You can add event(s) only if event(s) are available to be published and if the patient is not
locked.

Note: The ability to add event(s) is controlled by your security permissions.

To add pre-defined event(s) for a patient:
From the patient view, click Add Event(s) on the Actions palette.
Note: The number of events that can be added to a patient’s casebook is defined during the
study design. If no more events are available to add to the patient’s casebook, the following

message appears, “There are no more events available for publishing.”

The Add Event(s) page appeats.
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The Add Event(s) page shows the event(s) and form(s) that are to be published. You
cannot make any changes to the event(s) and form(s) displayed on this page.

2 Click Publish.

You are prompted to confirm that you want to publish the event(s) and associated form(s).

Note: Once an event and its form(s) have been published to a patient’s casebook, there is
no way to unpublish the event and its form(s). If you do not want to collect patient data for
the form(s), you should mark the form(s) as “not collected.”

DataLabs
Add Event(s) Confirmation

j Are you sure you want to continue publishing these event(s)
. and form(s)?

5 Click Yes to publish the event(s).

A confirmation drop-down appears and you are returned to the Patient view. The new
event(s) have been added to the patient’s casebook.

Note: The new event(s) may or may not appear in chronological order within the patient’s
casebook. The order in which the event(s) appear in the patient’s casebook is determined by
the study design.
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Patients
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Adding the Event Date

When you’re on the patient view, you can click an event date placeholder (<none>) to add or
update it.

Note: If the event date has been disabled as part of the study design, you cannot enter an event
date.

To add an event date:
Click <none>.
The Actual Event Date dialog box appears.

Do one of the following:

* Type the date using »/dd/ yyyy format (skip to step 5). ?  January, 2010

= (lick the Calendar button . Sun Mon Tue Wed Thu Fri Sat
1z

The Calendar pop-up appears. 2 45 6 7 8o

o1 12 13 14 15 16
17 18 19 20 2t 22 23
To change the month, year, or date, do one of the following: 24 25 26 7 oz 29 30
a1

Select dake

*  Click << (previous) or >> (next) to change months.
* Click Today to go to today’s date.

Click the date.
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Click Save.

The Calendar pop-up closes, and the selected date appears on the patient view.

Changing the Event Date

When you’re on the patient view, you can click an event date to update it.

To change an event date:
Click the event date.

The Actual Event Date: Edit dialog box appears.

Event: Screening Actusl Event Date: 10/31/2005

Enter new value: hofaifzoos |l mmsdaivpry
Reason for change: [Select] «

Additional Notes:

LE Changed From Changed To Server Time Reason Additional Notes
Ed Crane (ecrane) [Blank] 10/31/2005 11/02/2005 09:05:42 AM PST  Initial Entry

| Save || Cancel |

Enter a new date value.

Select a Reason for change.

Add any Additional notes (optional).
Click Save.

The Calendar pop-up closes, the updated date appears in the patient view, and a Change
History icon appears next to the date.

Note: The Change History icon will also display in the date field in the following
circumstance.

= A date has been entered for an event.

®  The event date has been disabled in the study design for the event in the current
study version.

In this situation, the event date will not be shown and you cannot enter a date. However,
you can view the previous event date information by clicking the Change History icon.
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Unscheduled Events

Adding an Unscheduled Event

Although the study protocol determines the number of visits during the design phase of the
study, there will be times where you will need to add an unscheduled event for a patient.

Example: For example, a patient visits between appointments because they have lost or
misplaced the drugs given to them for the study. Or, a patient comes in to report an adverse
reaction.

Note: The ability to add unscheduled events is controlled by your security permissions.

To add an unscheduled event for a patient:

From the patient view, click the Add Unscheduled Event command on the Actions
palette.

The Add Unscheduled Event: Step 1 page appears.

[ELTE - B - BB

.,_..r_‘-n."-. v B Py e Lo | o Al e e el Lol g lE W
| | [N g Imledd Frotorsk AALT-BASD {xTAp  Frmary Ireskiatn . S

Lei L e L] - (L

Saring | Vo et fom P M v e sl

rperg A
i)
wal £1
i
Lrare . mam

Select which existing event the new one will follow, type an Event Label, and click Next.

The Add Unscheduled Event: Step 2 page appears.

W o ceage e Bt e ] o il i R P foara g et
[P R TELA T Teoled Frofocsd AACT-BIM0{xZlb  Frmary Fresbaio | Sane

=] PIY Ta—— e 4 (13
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sy

[l i Smepin
Dlistoritory
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(mf T2

[ st sk

o

Clvms e 1

Select the forms to be used for this event, and click Next.
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Unscheduled Events

Note: These are existing forms that can be used in unscheduled events as determined in

Designer.

The Add Unscheduled Event: Step 3 page appeats. It shows you the name/number of the

new event and its associated forms.

B o coerage s MlPEEE - T - A Umacdhaled Ernid thidi Marager Firlal %

| —7 | T J— e O R R

|l'i-n-|.r\- | Patwrnt . R

| Cat |u S el el R W |
Zonkrm B Hhe Polowing Ve Eerd inbormation @ o

St Lowulied Pt MSCT-B180 (w0} Pomary Drnmitigator | R

e
DY advmrse pvent
i e
s e

I e
Click Finish.

A confirmation drop-down appears, and you are returned to the patient view. The event has

been added to the patient based on the event you placed it after.

LT e T ] ot Mariager Portal %
[ Baar i s b B Smas: faralied Bnanl WSET-SE80 (W0} Pray Sresstuon Sse
1 = |
o -
* [orines Patent i v v ® »
2 [ Seraanrg orez v ] ] ® ® 3 ® ®
’7 Bl posrg e = v u W E o ] x
) vat iy Eoores v v = L L x = X
5 i . & ¥ X X M X X %
| * St CRPy
|+ poter 2 mse e Soorex x v X X X X ] x
lrmmmu P e x o x - » » ® o
] Complate ST o L u n o E ] =
(O =~ O]
| At Dk Tiowes (]
Errded 0N O o Tadat et Mo iy |
raarad 2O D T T Fhlrn Ham (s |

Editing an Unscheduled Event

As the result of data entry errors, it may be necessary to modify the information of an

unscheduled event or to remove an unscheduled event. When modifying an unscheduled event,

you can delete the event, change the event label, add or remove forms from the event, or

reposition the event within a patient’s casebook.

Note: The ability to edit unscheduled events is controlled by your security permissions.

To edit an unscheduled event for a patient:

From the patient view, click the unscheduled event you want to edit.
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The Unscheduled Event page appears.

GRFy . Diw ke
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P 1 R a

Enter a new event label, if desired.

Note: The event label may only contain alphanumeric characters, spaces, underscores,
dashes, dots, and parentheses. Multiple spaces in the event label are displayed as a single
space in the Patient view.

Note: The event label must be unique within the patient's casebook.

Do one of the following to add or remove forms from the event:

* To add forms to the unscheduled event, in Available Forms, highlight the forms you
want to add to the event and click Add.

* To remove forms from the unscheduled event, in Current Forms, highlight the forms
you want to remove from the event and click Remove.

If you choose to remove all forms from the unscheduled event, the event will be removed
from the patient’s casebook.

Note: A form cannot be removed from the event if the form contains comments, DCFs,
form- or item-level flags, signatures, or any other patient data. A form also may not be
removed if the form is currently checked out or is in PDE.

Do one of the following to reposition the event within the patient’s casebook:
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* To move the event to a higher position within the casebook, click Move Up to move
the event to the desired location.

* To move the event to a lower position within the casebook, click Move Down to move
the event to the desired location.

Click Save to save your changes.

If all forms have been removed from the unscheduled event, you are prompted to confirm
the deletion. Click Continue.

A confirmation drop-down appears. You are returned to the patient view. The changes you
made to the unscheduled event appear within the patient’s casebook.

Note: If you remove all forms from an unscheduled event, the unscheduled event is also
removed and will not appear within the patient’s casebook.

Note: If the event label is not unique within the patient’s casebook or contains invalid
characters, an error message appears. Correct the error and re-save your changes.

To remove an unscheduled event:

Note: An event cannot be removed if one or more forms associated with the event contain
comments, DCFs, form- or item-level flags, signatures, or any other patient data. An event also

may not be removed if one or more of the forms associated with the event is currently checked
or is in PDE.

From the patient view, click the unscheduled event you want to remove.
The Unscheduled Event page appears.

Click Remove Event.

You are prompted to confirm the deletion. Click Yes.

A confirmation drop-down appears. You are returned to the patient view. The event is removed
from the patient’s casebook.
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Chapter 6: Entering Patient Data (CRFs)

Overview

This chapter covers the following material:

Basic elements and layout of a CRF
Understanding CRF status icons
Searching for a CRF

Checking forms in and out

Entering data into an “un-started” CRF for the first time

Saving a CRF

Viewing a CRF

Navigating between CRFs

Editing an existing or submitted CRF

Item Level Submit

Clearing an item on a Submitted Form

Kinds of fields and data you’ll be entering

Hidden fields

Dependent questions

Routing a CRF

Understanding the Change History
Printing Change History

Using comments

Understanding queries

Marking a question “Not Answered”

Marking a question “Not Collected”
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CRFs Tab Page Layout

CRFs: Multi-Site View Layout

Welcome, Miles Massey | Log Out Shudsy Aapirin

Dsts Manager Portal |
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The multi-site view contains the following options and information:

Sites: Lists the sites and corresponding site status icon. The sites that you see in the list are
those sites that you are allowed to access. For more information about user access to sites, see
Giving a User Access to Sites on page 71 or Giving Users Access to a Site on page 106.

This could be all the sites, or just a subset. Clicking on a site takes you to the multi-patient view
of that site. Clicking on this column header sorts the list by site.

Expected: Displays the total number of all CRFs for each site, except those that either are
optional or have been marked “not collected.”

Submitted: Displays the number of CRF's for each site that have been submitted.
D-Review: Displays the number of CRF's for each site that have been marked D-Review.

DR Changed: Displays the number of CRFs that have been marked D-Review for each site
where visible CRF data has changed since they were marked D-Review.

Note: If your default portal is the Data Manager Portal, then these three columns will show you
the D-Review and DR Changed values. But if your default portal is the Field Monitor portal or
Medical Monitor portal, these columns will show SD-Verify and M-Review values, respectively.
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Signed: Displays the number of CRFs for each site that have been signed.
Frozen: Displays the number of frozen CRFs for each site.

Locked: Displays the number of locked CRFs for each site.

Note: Clicking on any of the cells in the Submitted through Locked column takes you to the
multi-CRF view. For more information about the multi-CRF view, see CRFs: Multi-CRF View
Layout on page 190.

Totals: Displays the totals for the entire list, not the current page, even if the table spans more
than one page.

To view all patients at a single site:
m  Click the site name.

The multi-patient view appears with the list of patients for that site.

To view all CRFs at a single site with a certain status:

B Click the number of CRFs where the site name and CRF status intersect.

Example: For example, to view all CRFs that are expected for Helsinki, click the cell on the 02-
Helsinki row, in the Expected column.

The multi-CRF view appears with the list of CRFs.
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CRFs: Multi-Patient View Layout

Miles Massey | Log Oue

. Diata Manager Portal |
Search w ORt .
Patisrt 10: Patient ID. 2 Changed | 190ed
ol || §imenm 1 =2 8 ™ 0 5 3 0

Asilops ol §aseeen 14 g o % 0 ¢ o °
® B

1o ] & z 5% o 1 z 0
|Suemary s |

Buimren il It iz it 0 18 18 0
Expartad: 156

0 1sm0sw z 5 o 0% ) 0 0 o
Sadbwrdttnd! a8
E g || Gasmes 1 & o 0% 0 2 0 0
o Do aree || W 13TeEN 1 & i 100% 0 o o 0
DR Charged: o 'I'J.M 13 JES ] [ ] ] o (1]
Sagred; 53 § 1ozeem ] 2 0 0% 0 0 o L
Frozen: 29 ) 1srren 7 1 o % o o o 0
; : ° im& 13 g i S0 ] i o L

§ 108105 8 5 (] % ] z o [

§ Lmzan E] z It 0 o iz o 0

0 1t 1 1 0 0% 0 o o 0

—————————————————————————

The multi-patient view contains the following options and information:
Palettes:
Search palette — Provides simple and complex searches for CRFs.

Actions palette — Performs actions against select patients. For more information about
the actions palette, see Patient Actions on page 164.

Summary palette — Displays the number of the CRF's for each status within this site.

Patient-status Icon/Patient ID: Displays the patient’s status and ID. The status icon also tells
which patients are frozen ('E) and locked ( 1).

Clicking on this column header sorts the list by patient ID. Clicking on the patient ID takes you
to the patient view. For more information about the patient view, see
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Patient View on page 161.

Expected: Displays the total number of CRFs for that patient, excep? those that either are
optional or have been marked “not collected.”

Submitted: Displays the number of CRFs that have been submitted for that patient.
D-Review: Displays the number of CRFs that have been marked D-Review for that patient.

DR Changed: Displays the number of CRFs that have been marked D-Review for that patient
where visible CRF data has changed since they were marked D-Review.

Note: If your default portal is the Data Manager Portal, then these three columns will show you
the D-Review and DR Changed values. But if your default portal is the Field Monitor portal or
Medical Monitor portal, these columns will show SD-Verify and M-Review values, respectively.

Signed: Displays the number of CRFs that have been signed for that patient.
Frozen: Displays the number of CRFs that have been frozen for that patient.

Locked: Displays the number of CRFs that have been locked for that patient.

To view all CRFs for a single patient:
®  (Click the Patient ID.

The multi-CRF view appears with the list of the patient’s CRFs.

To view all CRFs with a certain status for a single patient:

B (Click the number of CRFs where the patient ID and CRF status intersect.

Example: For example, to view all CRFs that are expected for patient 1964-EEL, click the cell
on that row, in the Expected column.

The multi-CRF view appears with the list of the patient’s CRFs with the selected status.
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CRFs: Multi-CRF View Layout
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Palettes: The Search, Actions and Summary palettes are the same as on the multi-patient view.
For more information on the multi-patient view, see CRFs: Multi-Patient View Layout on page
188.

Patient-status Icon/Patient ID: Displays the patient’s status and ID. For more information
about the patient-status icon, see Site Summary on page 165.

Event: Displays the event associated to the CRF.

CREF: Displays the CRF name and status icon. For more information about the CRF name and
icon, see CRF Icons on page 197.

DCFs: Shows the cumulative status of all DCFs associated to the CRF.

D-Review: Indicates if the CRF has been marked D-Review.

Note: If your default portal is the Data Manager Portal, then these three columns will show you
the D-Review values. But if your default portal is the Field Monitor portal or Medical Monitor
portal, these columns will show SD-Verify and M-Review values, respectively.

Signed: Indicates if the CRF has been signed.

Frozen: Indicates if the CRF has been frozen.
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Locked: Indicates if the CRF has been locked.

To open a CRF:

B From the multi-CRF view, click the CRF.

The CRF opens.

CRF Layout

It is important to be familiar with the CRF (Case Report Form) screen. A sample layout is
illustrated below:

Breadcrumbs Welcome. Miles Mastey | Lga gt
ot v SlPaents 125259 » Demographics ST
palettes .umlu M| pamgnt: i VU7 - SN Event: Soreening cAF: Demographics ()
[ 2 1[G | || Sdy: Aupieiniem Protoesh ASCT-5150 (v2a) Frimary Ireitigatar: Ben Grisker
| 1L ==  CHF Chechesl Ot - M Fawsiry o LIRO005 0101458 PPST =
1. Erthadste Ils-h:t_'ﬂhi o I
Form header | 2 5 o
% page

. LR
Question i
4. Race (f o)
T, Age
. Potes P be 18-25
Questions | T
Indicators
Conlsdeditasd T
Subtabs
T Date,/ Time Status

Breadcrumbs

Breadcrumbs show your current “path” in 5
: . (0z-Helsinki_ |3 All Patients » 1952-5ME » Demographics
Datal.abs. You can click any of the links on , y

this bar to navigate Datalabs.

Palettes
Depending on what is displayed in the Body of the page, Datal.abs makes vatious palettes

available.

Search palette: Gives you the ability to search for patients using a variety of search criteria. For
more information about searching for patients, see Searching for a Patient on page 166.

Actions palette: The actions available to you are determined by what is displayed in the page

body and by your security permissions. Some examples:

Add Comment — Adds a comment to the CRF. For more information about adding
comments, see Comments on page 229.
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Create DCF — Creates a DCF for the CRF. For more information about creating a
DCF for a CRF, see Routing CRFs on page 221.

Freeze CRF — Restricts the ability to make changes to the CRF (only visible when the
CRF is not yet frozen or locked).

Thaw CRF — Restores the ability to make changes to the CRF, if it has been frozen
(only visible if the CRF is frozen but not locked).

Flags palette: Shows the status of each flag. You can only edit the flags in view mode. For more
information about how to edit flags, see Chapter 7: Using Flags on page 240.

SD-Verify — Displays the status of the SD-Verify flag for this CRF.
M-Review — Displays the status of the M-Review flag for this CRF.

D-Review — Displays the status of the D-Review flag for this CRF.

Note: Flags can only be set while in view mode. While in edit mode the flag status is shown but
cannot be changed. For more information about setting flags while in view mode, see Viewing a
CRF on page 205.

CRF Header

The CRF header displays the basic CRF information.

Fatient: 'a 1982-5MB Event: Screening CRF: Demographics(2)

Study: AspirinNew Protocol: ASCT-5150 {v2.0) Primary Investigator: Ben Geisler

Patient: Displays the current patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Event: Displays the event the CRF is associated to.

CRF & Help ®: Displays the CRF’s title, and opens custom help for this CRF created by the
study designer.

Tip: To learn how to add custom CRF Help to DataLabs, please refer to the Installation Guide.

Study: Displays the study name.
Protocol: Displays the study’s protocol and version.
Primary Investigator: Displays the name of the Primary Investigator (PI) for the site.

Alert Bar: Only displays when a CRF is:

Datalabs =« User’s Guide 192



Chapter 6: Entering Patient Data (CRFs) CRFs Tab Page Layout

CRF Checked out — If the CRF is checked out, the alert bar reads “CRF Checked Out —
username on date.” This message displays if anyone—you or another user—has the CRF

checked out.

Note: If a CRF is currently checked out by someone else, you cannot check it out to edit it.

Instead, it will open in view mode.

Frozen — If the CRF is frozen, the alert bar reads “CRF Frozen.” Since you cannot make
changes to form data on a frozen CRF, the CRF opens in view mode.

Note: You can, though, create DCFs for, add comments to, request signatures for and sign
frozen CRFs.

Locked — If the CRF is locked, the alert bar reads “CRF Locked.” Since you cannot make
changes to a locked CRF, the CRF opens in view mode. The only action you can take on a

frozen CRF is to unlock it—if you have permission.

Questions

The CRF body contains the content of the form:

Patient: 'a 1982-5MB Event: Screening CRF: Demographics@
Study: AspirinNew Protocol: ASCT-5150 {¥2.0) Primary Investigator: Ben Geisler
1. Birthdate Dec 12,1942 mmiddivryy g
2. Sex
" [Blank]
" Male
" Female
3. Race |Other w A
4 Race (f"otrr) R @
5. Age [Elank]
Mote: Patient must be 15-35,
Save & Submit Cancel Check Out

Data Fields: Individual, discrete pieces of information—such as a height, weight or systolic
blood pressure—that answer the CRF questions. For more information about data fields, see

Data Fields on page 215.

Data Tables: Groups of similar information, such as medications, diagnoses or adverse events,
where similar information is gathered on each item, such as the rate, route and frequency that a
drug is being taken. For more information about data tables, see Data Tables on page 215.

Right-Click Action Menu

When you enter patient or CRF data the right-click action menu gives you up to five of the
following options depending what type of collection method is chosen (Form Level or Item

Level Collection):
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E‘ Add Comment
Clear Ikem

‘2| Create DCF
Mark Collected

@ Mark. Mok Answered

Add Comment: Allows you the ability to leave a comment in Form or Item Level collection.
Clear Item: Allows you the ability to clear data from a field when in Item Level collection.
Create DCF: Allows you the ability to create a DCF in Form or Item Level collection.

Mark Collected: To submit a form in Item Level collection all questions must be answered or
marked as collected.

Mark Not Answered: Sometimes it is necessary to skip a data field and come back to it later.
When a form is checked out you are able to mark items as not answered and come back to them
later in both Form and Item Level collection. For more information about marking a question
not answered see Marking a Question “Not Answered” on page 235.

Retention & Signature

By vy dlated signature below, 1 verify that this case report Form sccurstely displays the results of the examinstions, tests,
evalustions, and brastments nobed within, Pursusnt bo Saction 11,100 of Tithe 21 of the Code of Faderal Regulstions, this is bo
certify that T inkend that this alectronic signatune i bo be the legally binding equivalent of my handweitben signatune.

Retention Information: Displays a standardized message that the form is confidential and
should be retained through a certain date.

Electronic Signature: If the CRF has been signed, the electronic signature is displayed on the
CRF: the attestation, the signer’s name, and a time-date stamp.

Question Icons

The icons alert you that a question has extra information attached to it:

+ Invalid: Marks a question that has an answer that is in an invalid format or is out-of-range.

This icon displays when you exit the field, alerting you so that you can correct the data before

submitting the CRF (and thus avoid triggering a query and causing a system-generated DCF to
be created). For each field, the study designer has the option to set:
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Whether it is required. If a required field is left unanswered, the field is marked with a
o

= icon.
A data format: numeric, text, date, etc. If the answer provided is not one of these types—
alpha characters in a numeric field, for example—the field is marked with a ¥ icon.

The range that the data needs to fall within: date range, numeric range, etc. If the answer
provided is outside of the range—a date not in the date range, for example—the field is
marked with a ¥icon.

The minimum/maximum length—the total number of characters or numbers—entered
in the field. For numeric fields, the decimal point is not counted in the length, so the length
for “123.456” is 6.

The minimum/maximum precision—the number of digits to the right of the decimal—

for numeric fields. For example, a max precision of 3 would allow “123.456” but not
“12.3456.”

Move your pointer over the icon to view a mouse-over description of the error. For more
information about minimum and maximum query precision, see Queries on page 233.

2 Change History: Signifies a question that has edits made to it after its initial entry. Click
the icon to open the change history list and view the previous values.

B Comment: Signifies a question that has one or more comments attached. Click the icon to
view the comment. For more information on comments, see Comments on page 229.

@ DCEF: Signifies a question that has a DCF attached. Click the icon to go to the DCF subtab
g q g
at the bottom of the page.

Mark Not Answered: Signifies a question that has been intentionally skipped. Click the
icon to unmark the question. For more information about marking a question not answered, see
Marking a Question “Not Answered” on page 235.

Paging

Note: Paging controls are only available for an open CRF when you are in view mode. If you have
a CRF checked out, the paging controls will disappear, since any changes you make to a CRF
would be lost if you navigate to another form. This is especially important to note if you have
auto-checkout turned on.

However, if the CRF is frozen (and therefore available to be checked out), the paging controls
will appear.

CRFs Page

The CRFs view has three subtabs: DCFs, Comments, and Workflow. For more information
about CRF subtabs, see Chapter 6: Entering Patient Data (CRFs) on page 184.
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DCFs Subtab

The DCFs subtab lists all DCFs generated for the CRF, including manually created and
automatically generated DCFs, as well as active and closed DCFs. Clicking on the DCF opens
the DCF. For more information about DCFs, see Routing CRFs on page 221.

DCFs T Comments T orkflow ]
DCF 1D Query Description Date/Time Status
¥ 16 DataType Yiolation 12/16/2005 01:17:11 PM PST Sent

DCEF ID: Lists the unique ID assigned by system.
Query Description: Lists the contents of the Query Description field.
Date/Time: Lists when the DCF changed status.

Status: Lists the current status of the DCF.

Comments Subtab

The Comments subtab lists all comments associated with the CRF, either pertaining to specific
questions, or the entire form. Clicking on the comment opens the comment in view mode. For
more information about the comments subtab, see Comments on page 229.

DiFs | EnmmentsT workfow ]

# ¥Yalue Comment Date/Time
3 Other Patient is a multi-racial; African-American, Latin... 12/16/2005 01:17:10 PM PST

#: Lists the question number the comment is associated to. If the comment is for the CRF
itself, the column reads “Form.”

Value: Lists the value of the question at the time the comment was made.
Comment: Lists the text of the comment.

Date/Time: Lists when the comment was saved (blank if the comment is for the form itself.

Workflow Subtab

The Workflow subtab lists each action taken for the CRF, showing the most recent action first.

DCFs T Comments T Workflow ]
Action Date;Time User
Submitted 12/16/2005 01:17:11 PMPST Miles Massey (mmassey)
Published 11/14/2005 02:13:35 PM PST Jerry Lundegaard {jlundegaard)

Action: Lists the name of the action taken on the CRF.
Date/Time: Lists the date and time the action took place.

User: Lists the user who performed the action.
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All the CRFs for
the Common
event have
been completed
and submitted.

At least one of
the CRFs in the
Screening
event has
begun data
entrv.

None of the
CRFs for the
Dosing event
have even
begun data
entry.
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CRF Icons

Datalabs uses icons to give you a visual cue as to the status of patient CRFs.

Cumulative

Where there are multiple CRFs, DatalLabs uses three icons to show the cumulative status of all
the CRFs under the event it represents.

# None: No CRFs have started data entry or have been submitted.

B2l Some: At least one CRF has begun data entry or has been submitted.

% All: All CRFs have been submitted.

Dala Manair Portid B8
Protocok: ASCT-5150 (va.0)  Prmery Irvestigator: flen
[P R e e oy
L 4 v * x X H b 4
5] b b » » = o b4
x 'y L4 »® b 4 ® o 4
k3 W o x 4 ® b X
» v X X X =x ® =
= W H ! 4 x » k4
b 4 v ® = : 4 x b 4 4
b ' o x x ® o »®
o EEE e |
‘Workflow
Action Diate, Time User
Erreled 11/14/2005 (2:13:47 PH PST Jerry Luredegnard (hundegasrd)
Saresned 11/ 4J 2005 022 13:35 PM PST Jarry Lundegased (fundegased)

Individual
When you expand an event, each individual CRF is represented by a status icon:

Not Started: A form that has been published but never saved carries a status of “Not
Started.” Form data items will display in entry mode. The CRF is “empty”: the CRF has not
been opened, and data entry not started.

F Optional: A Form that has been setup by the study designer to be optional will carry a
status of “Optional.” Optional forms that have never been saved are not counted as expected.
Once data has been saved on an optional form, it is included in the expected CRF count.
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[€ Submitted: A CRF where data entry has been completed will carry a status of “Submitted.”
If the study has been configured for CRF Level submit, the form will attain the “Submitted”
status upon the first save. If the study has been configured for Item Level submit, the form will
attain the submitted status after all individual items on that form have been submitted.

Not Collected: A form that has been marked not collected will carry a unique status. Any
form can be marked not collected except patient status forms. Forms marked “Not collected”
are not included in the expected count.

[ Partially Complete: A CRF where data entry has begun but has not completed will carry a
status of “Incomplete.” This status applies only if the study has been configured for Item Level
Submit.

CREF Reset: The CRF has been reset to its original values. For more information, see
Resetting a CRF on page 209.

! Patient Status: A patient status form. The figure color changes to correspond with the
patient status.

The figure below illustrates how cumulative status icons reflect what lies beneath them.

Cumulative

Patient: {§ 1974-ird

T T T

Wisit (Screening) 10712003 W
Visit (Week 2) 10/812003 1%
visit (Week 3) 10/15/2003 [S]
Visit (Week 4) <nones

Patient: {§ 1974-ird

CT T T
Wisit (Screening) 107142003 4
Visit {Week 2] 10/8i2003 14

Visit (week 3) 10/15/2003

Visit (Week 47 <nones ®

Patient: {§ 1974-ird

EX T T R

Wisit (Screening) 107142003 4
visit (week 2) 10/5/2003

Visit (Week 3) 10152003 5]
Visit (Week 47 <nones ®
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patient: § 1974-ird

BT visit (Screening) 10/1/2003 4
wisit (Week 2) 10/8/7008 W
Visit (Week 3) 10/15i2003 5]
[ wisit (Week 4) Znones

iE) vital signs

Patient: @ 1974-ird

o T T ]

Fs
visit {Screening) 10142003 4
wisit {Week 2) 10J8/200% ("4

[ visit (week 3) 10/15/2003 Shatus

i [2 pemographics

I Bl supplementsl Lshs

+ 5l vital Signs

Misik (Week 4) <none= B

Patient: {§ 1074-ird

CE T T
Vit (Screening) 10/1/2003 4
[=1 visit {week 2) 10/8/2003 Rl

Visit (Week 3) 10/15i2003 S
Wisit (Weask 4) Znones ®

A “None”
cumulative status
icon (#) means...

..all related CRFs
are “Not Started”
status (B).

A “Some”
cumulative status
icon (&) means...

..at least one CRF
has begun data
entry or has been
submitted (E£).

An “All”
cumulative status
icon (¥) means...

...all related CRFs
are “Submitted”
status ().
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The basic goal
is a row of
green check
marks (-.»";‘).

Chapter 6: Entering Patient Data (CRFs) CRF Icons

Using CRF Icons to Track Progress

The status icons and flags give you a visual cue to the progress of CRFs and events. Basically, a
green check (¥) means there is progress or completion, a red X (#¥) means there is no progress

or there are issues to address, and a yellow recycle symbol (@) means that there is at least one
CRF complete.

Welcoms, Miles Massey | Log Oyt Shudys Mapirin
- ~ 5 Ragets » 1962-KLM Dita Manager Portdl &
Search
erd T B pamnng 1062-40M Protocck: ASCT-5150 (v2.py  Frmry Investator: flen
[ JlGa]
mmm
¥ ST »
L4 # 'l' v"" 1"' L 1’ »
= = ® o H x b H1
» o v x = x b 4 4
:m [ pain LT k4 w k4 b 4 x b4 x x
» EeMaify R B poang 2 <nere> : o » » o »® b o
» Pabisrh sty Crvepride
» Mark CRF3 bigk Colactar] | | (B Raview 2 Do x v x = M = : 4 H
] Compseke Zronss ® 4 b » H ® X ®
© EETEE ®
‘Warkflow
Action Date, Time User
Ervclied LEJIS/2005 02 05:04 P PST Wil Musssay (mmassey)
Scresrend LA JISI2006 02:07:44 FH ST Wilars Mlssary (rmassey)

For more information on DCFs, signatures, freezing, and locking—and their status icons—see
the respective chapter on each.
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Searching for a CRF

Searching for a CRF

On most views of the CRFs tab, you can use the Search palette to search for a CRF using a
single search option, or a combination of several search options.

Patient ID

Search based on patient ID.

You can enter a partial ID to broaden your
search.

Patient Status

Search based on current patient status
(screened, failed, enrolled, discontinued,
completed).

Signature Status

Search based on signature status of the
associated CRFs (ready, rejected, signed, not
signed, changed).

Data Status

Search based on patient’s data status (not
frozen/locked, frozen/not locked, frozen,
locked).

Event Search for CRFs belonging to a specific event.
CRF Search for CRFs using a specific form.
SD-Verify Flag Search for CRFs marked with the SD-Verify flag.

M-Review Flag

Search for CRFs marked with the M-Review flag.

D-Review Flag

Search for CRFs marked with the D-Review flag.

Tip: Use multiple search options to narrow your results.

Example: Select the Completed patient status and the Frozen data status. The results show
only those patients that are completed and have been frozen.

Note: Searches are limited to the sites that you have permission to view.

To search for CRFs:

Click the Expand button = at the top of the Search palette to see all the search options.

Enter or select your search criteria.

Click Go.

The multi-CRF page appears with the list of CRFs meeting your search criteria.
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Checking Forms In and Out

To ensure that only one user at a time is working on a CRF, Datalabs has a check in/out
feature. Checking a CRF out “locks” it and prevents more than one user from opening and
editing the CRF. When a CRF is checked out, other users are only able to open it in view mode.

All users by default open CRFs in view mode and must check out the form to edit it.

To check out a CRF:

Click the CRF name.

The CRF page appears in view mode.
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Canficdential 1 41 w1
Dt Vi el
Click Check Out.

The CRF page appears in edit mode.
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B 001 Cypeess st o Al Batiorty v L1400 » Vikal Shom

Checking Forms In and Out
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3 Enter data into the form.

2 Click Save.

Event: Complete
Protocod: ASCT-5150 {w10)

CRF: Wital Signs ()
Primary [nvestigatoe P

The form is submitted and you are returned to the page from which you accessed the CRF.

Auto Checkout

While by default users open a CRF in view mode and then check it out to edit it, you can set
your user preferences to automatically check out a CRF when you open it.

Note: To learn how to turn on Auto Checkout, see Changing Your User Preferences on page

47.

To open a CRF (with Auto Checkout on):
1 Click the CRF name.

The CRF page appears in edit mode.
2 Enter data into and edit the form.

3 Click Save.
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Entering Data into a CRF for the First Time

The first step in entering patient data is to open a CRF. The first time you open a CRF, you can
only do so through the patient view.

Note: Editing a CRF works somewhat differently than entering data for the first time. For more
information on editing a CRF, see Editing a Submitted CRF on page 207.
To enter data into a patient CRF:

Select a Patient from the patient view.

From the Event column, click the + symbol to display the CRFs for that event in the CRFs

column.
Click the CRF name.
The Edit CRF page appears.
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Note: If you have Auto Checkout turned off in your user preferences, the form will open in
view mode—ryou need to click the Check Out button at the bottom of the form to edit the
CRF.

Enter the data in the fields.
Click Save.

The different kinds of fields and data are described in the following sections.
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Saving a CRF

Datalabs allows you the ability to save form data.

CRF Level Collection

If the data collection is defined as CRF Level, the entire form will be saved and the change
history trail will begin for all questions.

Item Level Collection

If the data collection is defined as Item Level, saving a form will only save and begin the change
history trail for the following:

=  Jtems which have had data entered.
®» Jtems which the user has marked as collected.
" System fields (derivation, encoding).

Items which are not indicated previously will remain as new entry fields. You will have the
option to mark all unanswered questions “collected.”

CRFs with User-editable and External fields

The following table summarizes the status assigned when a CRF is saved and the CRF contains
both user-editable and external fields.

Types of fields on the | Types of fields
CRF populated

Resulting CRF status

User-editable fields only

All fields

Partially submitted

User-editable fields only

Some, but not all fields

Fully submitted

External fields only

All fields

Fully submitted

External fields only

Some, but not all fields

Fully submitted

Both external fields and
user-editable fields

All fields

Fully submitted

Both external fields and
user-editable fields

User-editable fields only

Fully submitted

Both external fields and
user-editable fields

External fields only

Partially submitted
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Viewing a CRF

Clicking on a CRF within Datal.abs opens the CRF in view mode by default.

Note: If you have Auto Checkout turned oz in user preferences, any CRF you click becomes
checked out and opened in edit mode.

Tip: Only select Auto Checkout if you are actively performing data entry. Data Manager Portal
users typically have Auto Checkout turned off:

To view a CRF:
B Click the CRF name.

The View CRF page appears.
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B z s [T
» Eroepe CFF . 1 Hace Bsian
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All data is displayed in view only mode. Values that have never been entered are displayed as
“[Blank].”

Note: All fields are read-only and cannot be changed.

Navigation Control: Used to navigate between CRFs. For more information about navigation
controls, see Navigating Between CRFs on page 205.

Check Out: Used to open the CRF in edit mode. For more information about opening a CRF
in edit mode, see Editing a Submitted CRF on page 207.

Navigating Between CRFs

You will find the navigation controls useful to page through a list of CRFs. The CRFs listed are
based upon the results of the page you came from (in other words, one level of detail higher).
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Example: If you clicked on a CRF from a patient view, you will page through a list of all
of that patient’s CRFs.

0
IOI Screeningf/Dernographics

lenkig Common/Screensd
Cornrmeny Enrolled
‘ScreeningDemographics
Screening/Patient Recruitment Method
Screening/Medical History
Screening)Cardio Risk
Screening/Inclusion
Screening)Exclusion

Dosingvital Signs

mal" |Dosing/Dosing

—Review/Vital Signs 2

h{ RLeview,Genatic Sample
Review/Dosing

Pain/Pain

Pain/Adverse Event

Dosing 2/Vikal Signs

Dosing 2/Dosing

Review 2fYital Signs

Review 2{Laboratory

Review 2/Dosing
Complete/Laboratory
Complete/vital Signs
Complete/Concomitant Medications
Complete/Supplemental Labs
Complete/Status

nc

@ Previous CRF button: Moves to the previous CRF.
¥ Selection Box: Displays a list of CRFs (Event/Form).

@ Next CRF button: Moves to the next CRF.
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Editing a Submitted CRF

After you have submitted a CRF, you can still go back and edit it. Any changes you make will be
noted in the change history for each question.

Note: If you have Auto Checkout turned o7, any CRF you click will open in edit mode.

To edit an existing patient CRF:

1 Click the CRF name.

The CRF page appears in view mode.
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2 Click Check Out.

The CRF page appears in edit mode.
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5 Click the question.
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The question expands so that you can update the answer and record reasons for the change.

1. Birthdate Dec 12, 1942 ?

Enter new value: I:l ey
Reason for change: | [Select] +

Lok | cancel |

Enter or select the new value.

1. Eirthdate Der 12, 1942 ?

Enter new value: [12/12/42 | oGty
Reason for change:

Lok | cancel |

Select the Reason for change (required).

Note: Entering Additional Notes is optional.

Click OK.

Datalabs saves the changed data and marks the question with a Change History icon (@)

1. Bithdate 12121942 e‘

Do the same for any other questions.

Click Save.

Note: Remember to save and check-in the CRF. Otherwise, any changes you made will be
lost.
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Resetting a CRF

A user with the proper permissions can reset a CRF to its original values. A CRF cannot be
reset if it is frozen or locked. Typically, you would reset a CRF if data for the wrong patient was
entered into the CRF.

When you reset a CRF, the CRE’s status changes to “Not Started” and the following data
changes:

B Data entered by users and encoding fields are cleared.
B Table rows are deleted.
B Derived fields are recalculated.

B DCFs associated with basic edit check queries are closed. DCFs associated with cross-form
edit checks are re-evaluated.

B Form-level and item-level flags are set to “Off.”

B Requests for signature are cancelled. If the CRF has already been signed, the signature flag
is set to “Off” (the PI’s signature is cancelled).

The following data does not change when a CRF is reset:
B External fields are not cleared.
B User comments are not cleared.

An entry is made in the Change History and Workflow for each item that has changed as a
result of resetting the CRF.

To reset an existing patient CRF:

From the Patient View, click the CRF you want to reset.

The CRF page appears.

On the Action palette, click Reset CRF. The CRF Reset dialog box appears.

All values associated with this form will be lest, you need to enter a response
to continue.

Reason For Reseh:

|_Continue || Cancel |
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Type the reason you are resetting the CRF and then click Continue.

Datalabs resets the values on the form. The reason you entered for resetting the form is
recorded on the Workflow tab for the form. Any item that has changed as a result of
resetting the CRF is marked with a Change History icon (@)

A message is sent to your Job Inbox to inform you of the CRF’s reset status. When the
reset is complete, the message provides a link to the CRF and displays the following text:
CRF Reset: <Form> in <Event> has been reset for <Patient ID>.
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Item Level Submit

You will have the option to save selected questions on a CRF, while leaving the remaining
questions as new entry fields. This option is available when a study is in Item Level Submit. For
more information about Item Level Submit see Study Management: Forms Tab on page 78.

Item Level Submit is only available in Electronic Data Capture (EDC) mode. Any form
submitted through Paper Data Entry (PDE) will have all values submitted.
Setting Study Preferences

Item Level Submit is a study-wide setting controlled by security through Study Management.

Patients CRFs DCFs Inbox (2}

Study Administration # Study Management » Edit Preferences

Edit Preferences

General T Forms T DCFs T Scripts TPaper EntryTDate,ﬂ'TimeT Hotkeys T Reports ]_

CRF Collection
Allow & user to enter and save part of the data on a CRF and return later For completion and submission of the CRF,

O Form Level Submit &) Item Level Submit

Changing the data collection method for the study from Form Level Submit to Item Level
submit (or vice versa) after patient data has already been entered, has no effect on previously
entered data or forms. Changing the collection method only affects forms saved from that point
forward.

Entering Item Level Information

If the study has been defined as Item Level Submit, each question must be either answered or
marked as collected in order to be considered “Submitted.” Fields ate considered Item Level
submitted if you save the information on the form aftet:

B Value is entered into a field.

B An option is selected from a codelist.

B The field is identified as “Mark Collected” or “Mark Not Answered.”

For more information about Mark Collected or Mark Not Answered see The “Entry
Complete” check box at the bottom of the CRF has been selected.
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g o9
¢ % & patient: [f 009-PTX Event: Screening CRF: Demographics (D)
g ¢z
5 ¥ T study: Aspirinal Protocol: ASCT-5150 (v1.1) Primary Irwvestigator: Michael Lunde
Gl v e ) st
2. sex
* [Blank]
v G  Male
" Femals
i 7 7 L [Blark] v
Rt e —
5. Age [Blank]
Note: Patient must be 15-35,
M Entry Complete |_save |

Clearing an Item on a CRF

You can clear a previously saved item when data collection has been defined as Item Level

Submit.

Patients CRFs DCFs Inbox (2}

Study Administration » Study Management » Edit Preferences

Edit Preferences

CRF Collection
Allows a user ko enter and save part of the data on a CRF and return later For completion and submission of the CRF,

O Form Level submit & Ttem Level Submit

To clear an Item on a CRF:

Check Out the form where the item to clear is located.

The selected form opens and you can enter data.

Right-click the item to clear.

The right-click action menu appears.

@ Add Comment
Clear Ikem

‘2| Create DCF
Mark Collected

@ Mark Mok Answered

Select Clear Item.

The Clear Item window appears:
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2l Clear Item -- Web Page Dialog

Clear Item

The walue associated with this item will be cleared, you can enter any notes regarding this item.

Motes:

| Ok || cancel |

7 Enter any information about the item, such as the teason for clearing the item.
& Click OK.

9  The Checked Out form view returns.

If an item is cleared the value is set back to its default and the field reverts to a new entry field.
Any existing change history for that item remains, and a new history entry is made that indicates
the change back to the default value. The CRF must be checked out to you in order to clear an
item.

Note: If you attempt to clear an item that has not been submitted (highlighted blue), the
following error message appears.

Cannot clear item

The item can not be cleared until it has been submitted

Note: If you attempt to clear an item that is a derived, external, or autobuild sequence field, the
following error message appears.

Cannot clear item

Clear Ikem will only work For ikems that are editable,
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Display Modes

Form - Display Modes — Form Level Collection
There are three form display modes which are seen when Form Level Submit has been selected.
Entry Mode: Displays blank entry box/selection box/radio button.
Edit Mode: Displays value which can be clicked on to edit.
Read-Only Mode: Displays the value only; which you will not be able to edit.
e Derivations

e Data from an External Source

Field - Display Modes — Item Level Collection

There are two modes of field display with actions specific to each when Item Level Submit has
been selected.

User Editable Fields: These allow the following right-click menu options and the ability to
input data into the fields.

e Add Comment

e (lear Item

e Create DCF

e Mark Collected

e Mark Not Answered

Ready-only Fields: These allow the following right-click menu options and are un-editable.
e Add Comment
e (Create a DCF

There are three types of Read-only fields on forms when in Item Level Submit.
Derived Fields: Fields with derivation data.
Hidden Encoded Fields: Fields with Encoded data.

External Fields: Fields from outside sources which do not have the ability to be edited.
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Data Formats

The data on a CRF is in two basic formats: data fields and data tables.

Data Fields

Data Fields ate individual, discrete pieces of information, such as a height, weight or systolic
blood pressure. Fields can either appear in a single question or populate a data table (see below).
There are many different types of data elements:

Date: Used to enter a fully formed calendar date (mm = month, dd = day, yyyy = year), such as
08/02/1972.

1. Consent Date: 07312003 mm,l'dd,l'ww‘

Numeric: Contain numeric values in a format determined by the study design. When entering
data into a numeric field, the desired numeric format is shown to the side of the data entry field.
For example, the format field might show “[12345.123],” prompting you to enter a numeric
value with a precision of up to three decimal places (e.g., 99999.999). The format for the field
can be found in the CRF Help (%) if the study designer has provided it.

3. Blood Pressure (DIA):

Drop-down combo box: Offers a pre-determined list of options, either in the form of a drop-
down combo box or option buttons, of which you can only choose one:

3 Race Blank] A
4. Race(F "Other) | * [Elank]
s Age Hispanic or Latino - Male
Asian
American Indian or Mative Hawiian
Pacific Islander - Female
Other

Text: Used to enter alphanumeric information.

4, Race (if "Other") |

Data Tables

Data tables are groups of related information, such as medications, diagnoses or adverse events,
where similar information is gathered on each item. Entering data into a data table is the same
as other data elements; you’re just entering it into a table rather than a single field.

7. Sample Table:
Drug Name: Condition: Start Date: Stop Date:
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To add data to a table:

Click Add New Row.

A new row appears with data fields to fill in.

2, Enter all concomitant medications:

Indication Medication Continuing?
2.1, [Blank] [Blank] [Blank]
2.1.1, Indication: 1
2.1.3 Possible Inkeraction: l:l
—

Enter the data in the fields.

Click Add to add the record to the data table.

DatalLabs adds the row to the table.

7. Sample Table:
Crrug Mame: Condition: Stark Date: Stop Date:
7.1 Ibuprofen Muscles aches f2af2003 10132003

Repeat the previous steps to add additional records to the table.

To edit a row:
Click an item in a row.

The row appears with data fields.

7. Sample Table:

Drug Marne: Conditian: Start Drake: Stop Date:
7.1 Ibuprofen Muscles aches /2812003 10/3/2003
7.1.1. Drug Mame: Thuprafen
7.1.2. Condtion:
7.1.3, Start Date: 9/28/2003
7.1.4. Stop Date: 10/3/2003

Add New Row

Make any necessary edits to the data.

Click OK to save the changes.

To delete a row:

Click the row item.
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The row appears with data fields.

Click Delete to delete the row.

The Delete Table Row window appears.

Reason for change:
glect] +

Additional Motes:

Select the Reason for change (required).

Type any Additional notes (optional).

Click Continue.

DatalLabs deletes the row.

Data Formats

71

7. Sample Table:

Drug Marme:

Thuprafen

Condition: Stark Date:
Muscle aches 9/25/2003

Stop Date:
10/3/2003

Show Deleted Rows | |

Add N

ew Row |

Although the data has been “deleted” from the study, in order to preserve the integrity of the
audit trail, the values are still visible in the table but struck out.

To show a deleted row:

B Click Show Deleted Rows.

The deleted row appears in the table.

7. Samphe Tabls:

XN

Orugtiane:
Ihugraofan

Coraltion:
Mucke aches

Sort lote: top Dot
Sl pllElt

Show Deleted Rows Add New Row

To restore a deleted row:

7.t Tabde:

e Cordeee St Dot S Dot
T Bnorofen Husche aches AT 10aE0
e

Note: If a row was deleted due to a CRF reset, the row cannot be restored.

If deleted rows are not shown, click Show Deleted Rows.

Click a deleted item row.

The deleted row appears with data fields.
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7. Sample Table:
Drug Mame: Condition: Start Date: Stop Date:
7.1. Ihuorofen Muscle aches 09/28/2003 10/0312003
FE AT Hearctarher RS Fettamie
7.2.1. Drug Name: T
7.2,2, Condition: Hesdeche:
7.2.3. Start Date: PR
7.2.4, Stop Date: FEtarid
‘ Hide Deleted Rows | | Add New Row |
Click Restore.

The Restore Table Row window appears.

Reason for change: |

[Select] Y|

Additional Motes:

Select the Reason for change (required).
Type any Additional notes (optional).

Click Continue.

Datalabs restores the row.

7. Sample Table:

Drug Marne: Condition: Stark Date: Sktop Date:
7.1 Thuprofen Mustle aches 094282003 10/03/2003
72 As0irin Headache 100412003 [Blark]

Hidden Fields

Datal.abs allows the ability to show and hide items that have been designated as hidden fields
by the study designer. The ability to show/hide hidden fields is controlled by security rights.
The default setting for all CRFs is “Hide” Hidden Fields.

Below is an example that shows how a Hidden Row expands.

patient: § DD9-PTX Event: Screening CRF: Inclusion(Z)
Study: Aspirindl Protocol: ASCT-5150 {v1.1) Primary Investigator: None
1 Does the patient meet the inclusion criteria? [Blank]
2. Does the patient consent: ko participating in the study?
3 Does the patient have tumors?
Screening/Incdusion v Show Hidden Fields Check Out Cancel
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Each item will have a sequential row number. In the case of hidden fields, when hidden fields
are displayed they will carry a “#” suffix. For example, if a hidden field is displayed after row 1,
the hidden field row will be numbered 1.1.

Patient: ﬁ 009-PTX Event: Screening
Study: Aspiringd 1 Protocol: ASCT-5150 {v1.1) Primary Investigator: None
Hidden Fleld 1. Does the patient meet the inclusion criteria? [Blark]
Displayed 1.1 11 Patienthge [Blank]

Q ScreeningfInclusion - Hide Hidden Fields Check Dut Cancel

CRF: Inclusinn®

Does the patient consent to participating in the study?

Does the patient hawve tumors?

Dependent/Conditional Questions

Dependent questions are a series of related questions that need to be answered only if the

answer(s) to preceding question(s) require further clarification.

Example: The smoking history of the patient is an example of dependent question.

F. Smoking, Alcohol /Caffeine Use Dependent
3. Cigarette Smaker? [Blank] = questions are
4. Year began smoking cigarettes: [ | omiddhe not editable
5. Average number of cigarettes smoked I:l Until they are
e needed
i ol 1 '
curtent maker,lesve banky ey

Inactive conditional fields will be displayed grayed out.

m =
L=

Lo
T oo
L
]
- £

Grayed Out
conditional Field

Weight

gl Y-

m 2, weight [299]: o
m 3 ‘Weight Units:

Waist
m 4 ‘Waist Circumference [99,99]: l:l
m 5. Waist Circumference Liniks:

Patient: 'a 001-MTL Event: Review CRF: ¥ital Signs 2@

Skudy: Aspirindl Protocol: ASCT-5150 (v1.0) Primary Investigator: Michael Lunde

Inactivated Fields have the following characteristics:

If data has already been entered into a conditional field that is inactivated, Datalabs
will return the field to the default value defined by the study designer and an entry will
be made in the change history.

Inactivated fields can be flagged, but cannot have any other actions taken against them.

If a study is defined as Item Level collection, conditional fields which are inactive will
not be submitted upon Save, but will not count in determining if the form is complete.

219

Datalabs =« User’s Guide



Chapter 6: Entering Patient Data (CRFs)

Data Formats

e If one or more DCFs exist for a conditional field when it is inactivated, Datal.abs will

automatically close the DCFs whether auto or manually generated. “Closed due to
conditional field change” will be entered as the answer.

To answer a series of dependent questions (example):

Select “yes, in the past” from the Cigarette Smoker? drop-down box.

Questions 4 through 6 become active.

F. Smoking, Alcohol /Caffeine Use

w

. Cigarstts Smoksr?

es, in the past v

4. Year began smoking cigarettes: D mnfddfyvyy
5. Average number of cigarettes smoked l:l

per day!
£, ‘Year guit smoking cigarettes: {if |:|

current smoker, lsave blank) mimjddfyryy

Type the date for Year began smoking cigarettes.

Type the Average Number of cigarettes smoked per day.

Type the date for Year quit smoking cigarettes.

Conditional Field Limitations

Conditional fields are only dependant upon parent fields within the same form.

Conditional fields outside of a table cannot be dependant upon a parent field in a table.

Conditional fields within a table cannot be dependant upon a parent field outside of

that table.

Conditional fields will not be activated if the parent field is equal to “blank” or is “null.”
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Routing CRFs

Routing is a way to send data within Datal.abs. DatalLabs provides the ability to route a CRF to

another active user within the site. The content of a routed CRF message is similar to a general
inbox message, with the following differences:

The message contains a hyperlink to the appropriate CRF.
The message contains header information which includes:

Patient, Event, CRF, Study, Protocol, Investigator.

Note: The recipient of the CRF must have rights to view the CRF, otherwise the link will be
disabled and a rule tip will indicate the restriction to the user.

To Route a CRF:

Open the CRF you would like to send. Routing is a form level action so it is done directly
from the desired form. In the below example the “Screen Patient” CRF is chosen.

iles Massey | Log Out

Inbox {5)

'ﬁ 001-5an Diegn | All Patients » 234-345 » Screen Patient

Data Manager Portal
Search X Patient: lﬂ 234-345 Status: Completed Protocol: ASCT-5150 {v1.0) Primary Irvestigator: Michael Lunde
Patient 10:
L Screen 100 ahy 2
Actions = 2, Patient Initials: 345 2
Click Route » Add Comment 3, Screen Date: 11/12/2007 L= ]
CRF » Freeze CRF
» Create DCF
™ Route CRE

v Check Dut
Flags = [Confidential These records should be retained through 12§31§2222]
¥ SD-verify
[M-Review
DCFs ] COmments ] Workflow ]
D-Review

Date/Time Status

f2007 08:22:52 PM GMT

From the Actions palette click Route CRF. The “Route CRF” screen appears.

=1 Send | =4 Print ‘?F‘riorﬂy‘

Routed CRF Message
tiert: § 244-345

Event: Common CRF: Screened
/ Study: Asgirind 1 Prokocol: ASCT-5150 {v1.0)
Print Message

Primary Investigator: Michael Lunde

Send Message

To | |Mi|es Massey:Michele Fallan;Michael Lunde;

o CRF: 001-San Diego/Z?34-345/Common/Screened
Priority of message "

can be set to normal or Subject: |ChECk|ng the CRF RDUting Function
high.

Next, you will have the option of choosing the recipients to send to.

Select the To button.
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The Select User page appears.

Note: Only users associated with the sites that the sender is associated to and who have
opted—in to receiving messages will appear. See Setup Section in User Preferences.

| Marme | Usernarme
[] Erin Jancic ejancic

[] Michael Lunde mlunde
Jerry Lundegaard jlundegaard
Miles Massey MMmassey

Message Recipients
Jerry Lundegaard; Miles Massey, |

| Ok | | Cancel |

Select the User Names from the list to whom you would like to send the message and click
OK.

This brings you back to the Untitled Message page.
Type a Subject and Message.

Click Priority to send via High Priority d””°'“") or leave unhighlighted for normal message
status.

Click Send.

Routing a CRF: Actions
The Following actions can be taken from the Route CRF page:
Send — Send Message.

When a CRF is successfully routed the following message will display: “Route CRF
Successful.”

Route CRF Successful

Print — Print the message.

Priority — You have the option to mark the message as High Priority. When high priority
is selected, the Priority button (ﬁ FIEMs) is highlighted.
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By choosing High Priority the message in the recipient’s inbox will have a high priority
icon (&4) in the place of the standard message icon ().

Viewing a Routed Message

Routed messages appear in the recipients’ Inbox.

From the Inbox Tab select Mail in the Folders palette.

Click Desired | [FrPy——
ick on Desire — o
(== = [ _rem Uedete | Mk as Lrre sl |
Message M (1 L bkt |k mtamead
| doke 0
| i, o 000 FLECE R
|mt b i O =h ,.“,.,“.,"'" e the: ERF. Aasitio Tumstion B3 Py
=~
10/03/2007
r feren
] & e 82305 P
! ro 1]
o i 10/03/2007
[ oF Chaae, TEsting The BOF ROUTIAG FLACTION ORUS4 P

From the Inbox select desired message. This will bring you to a Routed CRF Message
similar to the following:

=4 Prirt | X Delete | & Replvll i Farward |

Routed CRF Message

Event: Common CRF: Screened
Prokocol: ASCT-5150 {v1.0) Primary Investigator: Michael Lunde
Choose to forward to
someone in Datalabs From:  Miles Massey
CRF: 001-5an Dieqo,234-345 /Common,/Screened

Subject:  Checking the CRF Routing Function

RF: https:/fqalSfopel/Default, aspuxy
tabRequested=1&pageRequested=11aSitekey=12PatientFormkev=1412Patientkey=62EventFormkey=0

In the Routed CRF Message Header you will find the following pertinent information
regarding the CRF:

Patient: 'i 234-345 Event: Common CRF: Screened

Study: Aspiringl Protocol; ASCT-5150 (v1.0) Primary Investigator: Michael Lunde

Patient: Displays patient ID and patient icon indicating the status of the patient.
Event: Name of the event the CRF belongs to.

CREF: Name of the corresponding CRF.

Study: Name of the current study.

Protocol: Name of protocol and version number.

Investigator: Name of the primary investigator for the site.
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In the Routed CRF Message Body you will find the following:

From: Miles Massey
CRF: 001-5an Diego/234-345/Common/Screened

Subject:  Checking the CRF Routing Function

_RF: https: fqalSiopel/Default, aspx?
Routed rabRequested=18pageRequested=11&3itekey=18PatientFormkey=141 &P atientkey=a&E ventFormkew=0

Message Body

From: Sender — the user who routed the CRF.

CRE: Links to the routed CRF. If you don’t have permissions to view this CRF, mousing over
the link will display a tooltip notifying you that you do not have access to the CRF.

Subject: Displays the subject as entered by the sender.

Message: This is the message the sender chose to include.
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Change History

Change History Activation

All study related forms (forms listed under an event) maintain a field-level change history when
the data item has been saved the first time. The history will record all of the modifications that
are made to that item.

Change History Icon

If a field value is changed the change history icon (’6) is displayed to the right of the field.

Study: Aspirin 553 Protocol: 055-00 {¥2.1) Investigator: Dr. Brian Beasley
Change HiSItOI'y | 1. Consent Date: mrnfddfyyyy 0 ?
con 2. Blood Pressure (S¥5): |:|
3. Blood Pressure (DIA): I:l @
4, Blood Pressure {Position): l:l :i?
5. Race: k%
6. If Race is Other {Specify): l:l :i?
7. sEa @[Not Answered]
Oimale
O Female
8. Concominent Medications
Medication Start Date End Date
1. Pail 10/21j02 11josi02
2, Pal 1042102 11/05/02 )
% Poni oy T Tz
[ Hide Deleted Rows || AddNewRow |
save |
Field/Value Display
Before a data item has been saved, the field will be presented in a data entry format (open form
field). Once the item has been saved, the field will be presented in a display format (linked text).
Open Form Field:
Patient: §j DO6-PTK Event: Screening CRF: Cardio Risk(d
Study: Aspirind1 Protocol; ASCT-5150 (¥1.1) Primary Investigator; Non
Open Form |
Field displayed 1, ‘Was assessment completed?
pl"iOI’ to SaVing- Z. Coronary Heart Disease (CHD):
3. Other Forms of Atherosclerosis:
4, Type 2 Diabetes? o 3
5. Any cigarette smoking in the past month? . =
6, Family histary of CHD? o =
7. Hypertension?
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Linked Text:

Linked Text | patisnt: § 002-PTL Event: Screening CRF: cardio Risk (3
dlsplay occurs Shudy: Aspirind1 Protocol: ASCT-5150 (v1.1} Primary Investigator: None
after CRF is
Saved. 1. ‘Was assessment completed? Yes
2. Coronary Heart Disease (CHDY: Yes

Changing Field Value

To change a data item that has not been saved:
Enter/select the new value.

Save the CRF.

To change a data item that has been saved:
Check-Out the CRF.
Click the value and the row is expanded which includes:
e Blank field to enter/select new value.
e Codelist for the reason for change.
e Text area for entering additional notes.

The user can click OK to accept new value or Cancel to return to previous view.

Patient: @ 006-PTK Event: Screening CRF: Cardio Risk(®)
Study: Aspirindl Protocol: ASCT-5150 (v1.1) Primary Investigator: None
1. Was assessment completed? Yes
Enter new value: | Mo b

Reason for change: |SOR (v

Testing Change: Histor
Additional Notes: Funct\gna\ityg b

Lok | cancel |

Once the CRF has been saved, a change history icon (‘6) will display next to the field.

Patient: ‘j 006-PTK Event: Screening CRF: Cardio Risk@
Study: Aspirindl Protocol: ASCT-5150 {v1.1) Primary Investigator: None
1. ‘Was assessment completed? Ves
2 Coronaty Heart Disease (CHD): Mo @

Datalabs =« User’s Guide 226



Chapter 6: Entering Patient Data (CRFs) Change History

Regular questions and table questions both use the same functionality for changing a value.
Datalabs keeps a change history record of all data that is saved. So once a CRF is saved and
checked in, any subsequent changes to the data in the form is tracked by the change history. If a

question has been updated after its initial entry, it is marked with a Change History icon (8)

To view the change history for a field on a CRF:
B From a CRF page, click the Change History icon e

The Change History pop-up window appears.

‘A Change History -- Web Page Dialog

Patient: ﬁ 005-PTO Event: Screening CRF: Cardio Risk

Study: Aspirind1 Protocol; ASCT-5150 {v1.1) Primary Investigator: None

2. Coronary Heart Disease (CHD):

Server Time Reason Additional Notes

Michael Lunde fes 10/12/2007 03:45:54 PM GMT SEC
(oAt miunde)

Question: Shows the full text of the question.

Name: Shows the display name of the user who made the data change.

Value: Displays the question’s value after being changed.

Server Time: Displays the time (on the server, not the client) at which the change took place.
Reason: Displays the required reason given why the change was made.

Additional Notes: Displays any additional optional comments on why the change was made.

There is a user level preference to view either the complete change history or the basic change

history for an item.

Complete Change History

Will display all history items including (but not limited to) Paper Data Entry, Initial Entry, Table
Row Delete, Table Row Restore, Form Versioning and CRE Reset. With the selection to view
the entire history an additional column, named Source, will be displayed in the change history
window to help in identifying when the change was made.

Basic Change History

Will display the normal change history for an item and changes that result from resetting an
item. Does NOT include Paper Data Entry, or Table Row Delete/Restore.

Additionally, the entire change history of an item can be viewed using concurrent reporting.
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Printing a Change History

If you need to print a change history, you can click the Print button.

To print the change history:
B From the Change History pop-up window, click Print.

This sends a printable version of the change history to your default printer.

Caution: Because of helper applications and “spyware” that sometimes get installed on a
browser, some users may encounter an error when trying to print a change history. For more
information about this error, see Printing Runtime Error on page 361.
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Comments

You can add a comment to either the CRF or the question for clarification.

Adding Comments

To add a comment to a CRF:

From an open CRF, click the Add Comment command on the Actions palette.

The Add Comment dialog appeats.

Patient: ﬁ 1982-SMB Event: Screening CRF: Demographics
Study: AspirinNew Protocol; ASCT-5150 {v2.0) Primary Investigator: Ben Geisler

Type your comment in the text field.
Click Save.

The form comment is saved and appears under the Comments subtab.

Comments

DCFs. T C ks T ‘workflow ]
# ¥alue Comment Date/Time
Farm [Blank] Form was not completely filled out on the initial ... 12/19/2005 02:06:40 PM PST
3 Other Patient is a multi-racial: African-american, Latin, .. 12f16/2005 01:17:10 PM PST

To add a comment to a question:

From an open CRF, right-click the question you want to add a comment to.

3. Race Other

Select Add Comment item.
The Add Comment window appears

Type your comment in the text field.
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Add Comment

Fatient: 'ﬁ 1982-5MB Event: Screening CRF: Demographics
Study: AspirinMew Protocol: ASCT-5150 (v2.0) Primary Investigator: Ben Geisler
3. Race
Walue: Other

Patient is & mulki-racial: African-American, Latino, Asian, white, and polynesian.|

| Save || Cancel |

Click Save.

The field comment is saved and a comment icon (%‘) appears next to the question. The
comment is also listed under the Comments subtab.

Comments
# Yalue Comment Date, Time
Form [Elank] Form was not completely filled out on the initial ... 12/19/2005 0Z:06:40 PM PST
3 Other Patient is a multi-racial: African-american, Latin, .. 12f16/2005 01:17:10 PM PST

Viewing Comments

To view a field comment:
B From a CRF page, click the Comment icon 7.

The Comments subtab opens.

Comments
# ¥alue Comment Date,/Time
Farm [Blank] Form was not completely filled out on the initial ... 12{19/2005 02:06:40 PM PST
3 Other Patient is a multi-racial: African-American, Latin, .. 12{16/2005 01:17:10 PM PST

To view a comment:

From Comments subtab, click the comment.

Comments
# Yalue Commenkt Date/Time
Farm [Blank] Forr was not completely filled out on the initial ... 12{19/2005 0Z:06:40 PM PST
3 Other Patient is a multi-racial: African-American, Latin,.. 12/16/2005 01:17:10 PM PST

The View Comments window appears.
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Patient: 'ﬁ 1982-5MB Event: Screening ZRF: Demographics

Study: AspirinMew Protocal: ASCT-5150 (v2.0) Primaty Investigator: Ben Geisler

By Miles Massey (mmassey) (12/19)2005 02:06:40 PM P3T)
Form was not completely filled ook on the initial visit,

Close

~  Click Close to close the box.
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Provisional Comments

If you add comments to a new CRF that you’ve opened but have not saved, those comments
are marked with a provisional comment icon (EE!"}). When you edit provisional comments, the
changes are not recorded in the Change History. When you save and submit a CRF with
provisional comments, those comments are converted to regular comments and are marked
with that icon (E’I), and the comment is saved to the database.

Note: The only exception to these rules is zew rows in tables. Comments added to a new row in a
table question are provisional—even if the CRF has previously been saved and submitted—until
the form has been checked in.

. O3 Hetird e x A Patiends » 1 900-5H0 = Patient Recruftiment Methosd Dmﬂmm_hbd "
ETTT— | § 1952w Event: SCreening CRF: Patient Recruitment Method (5
Peae . 10T
[ (iG] || Sty Asplriniew g vt} Primary Ereasiigatar: Ben Geisler
T [ Of Dhexcked Oyl - Fim M on b 5 {1407
T R— ,, P — .
P [ 1 Recutment :
| » Crpabe DOF [] & Certaal Source Name:
| » ok ot e ;
| [] 3 Oxdthe patient learm sbout this study from TV
[Flage &
;ﬂD—F |:| 4, O the pothent laam shout thes study From radio?
| B eeview [] 5 Dsdthe patient leam shout s study from the Web?
| B sO-very
[Cordibential These recoeds ok ke 1at A ehwesughs 1 2708 {2222
Date Time Statis |

Note: Provisional comments do not appear on the Comments subtab.
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Queries

There are two methods that Datalabs uses to clarify data that is entered into the study:

Manually-generated DCFs: These are Data Clarification Forms generated by any number of
reviewers and data managers, who review the data as it is entered into DatalLabs. These DCFs

are identified by the user who creates them. For more information about manually-generated
DCFs, see Chapter 8: DCF Management on page 294.

Query-generated DCFs: DCF's automatically generated by DatalLabs when a user saves CRF
data. These queries are created and scripted in the design phase.

Note: For more information on DCFs and the data review process, see Chapter 8: DCF
Management on page 294.

Types of Queries
Queries are created at two levels:

Question level: Checks the value of a field when you navigate from it to make sure it is valid.
This indicator fires when you exit the field, alerting you that you may need to correct the data
before submitting the CRF (and thus avoid triggering a query). For each field, the study designer
can set one of the following:

Required — If a required field is left unanswered, the field is marked invalid.

Data format — If the answer provided is not of the proper data format—numeric, text,
date, etc—the field is marked as an invalid format.

Range — If the answer provided is outside of the defined range—date range, numeric
range, etc.—the field is marked as range invalid.

Minimum/maximum length — If the answer provided exceeds (ot is less than) the
total number of characters or numbers required, the field is marked as an invalid
format. For numeric fields, the decimal point is not counted in the length, so the length
for “123.456” is 6.

Minimum/maximum precision — If the answer provided exceeds (ot is less than) the
required precision—the total number of digits to the right of the decimal—the field is
marked as an invalid format. For example, a max precision of 3 would allow “123.456”
but not “12.3456.”

If any of these fires true, the question is marked with an Invalid status icon (1), and when you
try to save the CRF, you receive a warning that a DCF will be generated if you continue with
saving the CRF. You have the option to cancel the save, and go back and correct the data you
entered.
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Form level: Compares values between fields on a CRF when you save and submit the form.

Answering Queries

If a query fires, you have the option to go back to the question and correct the value you
entered. If this resolves the query, the Invalid status icon is removed from the question and the
DCF is given the resolved status.

MNew Queries:

& ‘fou did nok select the patient's sex,

» ‘You selected "Other" for Race, but did not provide more detail,
& fge range violakion,

Back to CRF

Caution: If you fully submit a form that contains partial data and, as a result, a query is
generated, returning to the form and clearing the Entry Complete box does not automatically
“unsubmit” the blank items. You must mark each blank item as “not collected,” clear the Entry
Complete box and resubmit the form.

Auto-Closing Resolved Queries

Note: This Functionality is specific to Data Manager portal users.

One of the settings in Study Management enables DatalLabs to automatically close any resolved
queries. If this setting is turned on, and you correct the answer to a question so that it resolves a
query, DatalLabs automatically moves it from the Resolved status to Closed. Otherwise, all
DCFs with a Resolved status must still be reviewed by data management personnel before they
can be closed.

Note: For more information on automatically closing all DatalLabs resolved DCFs, see Study
Management on page 74.
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Marking a Question “Not Answered”

Sometimes questions on a CRF are purposefully skipped during data entry. Data management
personnel may want to distinguish between questions intentionally not answered, and those
skipped unintentionally. Mark Not Answered enables the site to mark those CRF questions that
were intentionally skipped.

If a question is marked not answered:

*  Datalabs turns off level 0-2 queries for that question (but still runs level 3-5 queries).
See “Query Management” on page 125 for an overview of query levels.

"  When the study data is exported, the field is given a pre-defined value to show that it’s
not answered. This value is set in Study Management. See “Updating the Study
Preferences” on page 77 for an overview of query levels.

Note: During the design phase, Designer gives you the option to assign a question-level query
to a question marked not answered.

Note: If a question within a table row is marked as not answered and you want to delete the
row, save and check in the CRF. Then, check-out the CRF again and delete the table row.

To mark a question “not answered”:

From an open CRF, right-click the question you want to mark “not answered.”

4. Race {jf "Other") Blank’ @

Click the Mark Not Answered item.

Note: The Mark Not Answered command is only available when you are in edit mode.

| The “not answered” icon (&) appears next to the question.

The question
is marked
“not
answered.”

4. Race if "Other") Blank: &

To unmark a question, do one of the following:

®  Right-click the not answered icon, and click Unmark on the pop-up menu.
=

B Answer the question, and click Save & Check-In. Unma:k@
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Marking a Form “Not Collected”

Sometimes a CRF is purposely skipped during data entry. Data management personnel will want
to distinguish between forms intentionally not collected, and those skipped unintentionally.
Marking CRFs “Not Collected” enables the site to mark those CRFs that were intentionally
skipped.
Note: CRFs that are locked or checked out cannot be marked as “not collected.”
Any CRF marked “not collected” is automatically unmarked if it is edited and submitted.
Only new, un-submitted forms can be marked “not collected.” Once a CRF has been submitted,
it cannot be marked.
To mark one or more CRFs “not collected” for a single patient:

Open the patient in the patient view.

Click the Mark CRFs Not Collected command on the Actions palette.

The Mark CRFs Not Collected page appears.

(L2 e w0 Pty v [DSZ-CTYC « Mark ot Collected Diata Marsaiges Portal o

,—I::::*;n | patmet: @ 1arz-CIE S Soppeed Fromoot WECE-EI80 (w20} Frmary breestgeton e feteler
| 1l
L] 1|
| ek Cmte nat Calleoted

Wb Cordy thasis SR that s MOV sready submined s daplised n th b

R
Screesing (St o FopeEn)
O temgsotecs O
s [T —
[ siecte i pintay O
B cordand il
O rehaen O
[ — ]
Wi (et ol | [aa]
3 pam ]
= T —— =]
Comsplets (et dnwant] (4]
D paboratary
B vl i
[ concomtant Mackc stora
B spplmanialists
| (m]

Do one of the following:
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* To mark all CRFs for the patient “not collected,” click the Select All button.
* To mark all CRFs for a specific event, click the All button for that event.
®  To mark each individual CRF, click the check box.
Click Save.
A confirmation box appears: “Mark CRFs Not Collected Successful.”
The Mark CRFs Not Collected page contains the following items:

Patient: Displays the current patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Investigator: Displays the name of the assigned PI for the patient.

Status: Displays the patient’s current status.

Protocol: Displays the study’s protocol.

Select All button: Selects all the CRFs listed on the page to be marked “not collected.”
Clear All button: Clears all previously selected CRFs.

All button: Selects all CRFs for the event. Pressing it again deselects all CRFs for that event.
Event Name: Displays the name of the event.

CRE: Displays the CRF name and status icon.

Note: Check boxes are disabled if the CRF is checked out or locked.

Save button: Saves the settings and returns you to the patient view.

Cancel button: Returns you to the patient view without marking any CRFs.

Multiple Patients

Note: This Functionality is specific to Data Manager portal users.

Another way to mark CRFs as uncollected is to search for specific forms from the CRFs tab.

To mark one or more CRFs “not collected” for multiple patients:

Click the CRFs tab.
Enter your search criteria in the Search palette and click Go.

The multi-patient view appears listing the results of the search.
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3 Click the Mark CRFs Not Collected command on the Actions palette.

The Mark CRFs Not Collected page appears.
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Z Do one of the following:
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To mark all CRFs “not collected,” click the Select All button (_Selectail )
To mark each individual CRF, click the check box () in the Omit column.
Click Save.

A confirmation box appears: “Mark CRFs Not Collected Successful.”
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Chapter 7: Using Flags

Overview

This chapter covers the following material:
B Flag statuses: cumulative and individual
m  Editing flags

CRF-level

Patient-level
B CRF-level flag collection
B CREF flag rollup statistics
B Item-level collection

Setting flag status

Table questions — rollup

Flagging column display

®  Flag history
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Introduction

In Datal.abs, you can use flags to indicate the CRFs or items that should be reviewed by a field
monitor, medical monitor, or data manager. For example, a field monitor may need to review a
CRPF’s data to ensure compliance with study protocol.

Monitors can use the All Patients View and Patients View to identify the CRF and items that
require review. After a monitor has verified the data, the monitor can set the CRF’s or item’s
flag status to “on” to indicate that the data has been reviewed.

Datalabs provides three pre-defined flags that can be used to indicate that a CRF or CRF item
requires review:

SD-Verify: CRF or item requires verification of the source document by a field monitor.
M-Review: CRF or item requires review by a medical monitor review.
D-Review: CRF or item requires a document review.

Before a study begins, the study administrator defines the type of review, if any, that is required
for each CRF or item and determines each uset’s ability to view and set flag statuses and D-
Review) is defined by the study administrator before the study begins.

For information on defining the CRFs and items that require review, see “Flag Management”
on page 141. For information on granting permission to users to view and set flag statuses, see
“Group Management” on page 55.

Methods for Setting and Collecting Flags
Datalabs provides two methods for setting and collecting flags:

CRF-level flag collection: If CRF-level flag collection is used for a flag, such as the M-Review
flag, reviewers can change the flag status for an individual CRF, for all CRFs associated with a
patient, or for all CRFs for a patient that are associated with a specific event.

Item-level flag collection: If item-level flag collection is used for a flag, such as the D-Review
flag, reviewers can change the flag status for an individual CRF, for all CRFs associated with a
patient, or for all CRFs for a patient that are associated with a specific event.

The flag collection method for each type of flag (SD-Verify, M-Review, and D-Review) is
defined by the study administrator before the study begins. For information on defining the
CRFs and items that require review, see “Flag Management” on page 141.
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Identifying CRFs and Items for Review

Reviewers can use the following views to identify the CRFs and items that need to be reviewed:

All Patients View: Shows the status of each type of flag (SD-Verify, M-Review, and D-Review)
for all patients for a site.

Patient View: Shows the status of each type of flag for a patient’s events and for an individual
patient’s CRFs.

CREF View: Shows the status of each type of flag for the individual items on a CRF. (Applies
only to flags collected at the item-level.)

Viewing Flag Statuses (CRF-level collection)

For CRF-level flag collection, monitors can set the flag status for CRFs (but not for individual
items on the CRF). Monitors can use the All Patients view to identify the patients having CRFs
that need to be reviewed.

‘Welcome, Miles Massey | Log Qut Study: Aspirin

" Patients

'ﬁ 04-Revkiavik + | = All Patients
Search S8 patient 1D ~ m Last Event

[ata Manager Portal

Patient ID:
(1sse06  screened v ® B # ®
Ttions — §1oseaw  Eqrolled Dosing.1 %4 & ® £ % ¥ ®
» Add Patient {J1o50R1s  Screened o ® ® ® #® *® ®
» Freeze Pafients {§ 1066FLL  Failed v ® ® ® ® ®
Summary - I': | 196285 Scresred 4 = ® ® | = ® ®
gt t || e oo v % v v x % x
§ Envoled: - i o1evms  Faled v ® S) ® ® ® ®
) oiscontnued: 2 § oa1mn Envolled Sereening 14 4 4 & ® ® ®

The All Patients View shows the cumulative status of each type of flag (SD-Verify, M-Review,
and D-Review) for each patient. Each flag can have one of the following statuses:

# All of the required flags have been set to “on” for the patient’s CRFs.

3 None of the required flags have been set to “on” for the patient’'s CRFs.
@ Some, but not all of the required flags have been set to “on” for the patient’s
CRFs.

@ Visible data was changed on at least one of the patient’s CRFs after the CRF’s flag
was set to “on.”

If a flag associated with a patient has the status of ® = , Of i the patient has one or more
CRFs that need to be reviewed.
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To identify the specific events and CRFs that need to be reviewed, click the patient ID. The

Patient View appears.

Welcome, Kelly Anderson |Log Out

" Patients

8 0os0als | » Al Patients » 456-ABC

Study: Aspirin

Identifying CRFs and Items for Review

Medical Monitor Portal |

¥ MK KM KKK KKK

Primary Investigator: Nome

# ¥ MK KK MK KKK
¥ HEEERXHE ¥ ¥ 8K

Search M| | patient: {} 456-ABC Status: Screened Protocol: ASCT-5150 (v1.0)
TEtEnt I
Do e G 0 S e | beieion | Do | St | Frcem | ot
Actions — Common Znone: W o o o ®
» Enroll Patient
» Eail Patient [ screening =none> 5] B [ J5] [5)
» Add Unscheduled Event B2 Demoaraphics ® ) B %
»Request Signature > Demodranes
» Freeze CRFs Patient o v ) @
» SD-Verify CRFs Recruitment Method
» M-Review CRFs Medical History x® / L4 14
»D-Review CRFs .
» Mark CRFs Not Collected Cardio Risk L v ® 4
Indusion L4 L4 L4 ¥
Exclusion 4 L4 4 ®
Pain znone> x ' 1’4 v ®
Complets <none> ® [ o "4 *®
(O +56-25c v NO}

The Patient View shows the cumulative status of each type of flag for each event. An event can

have one of the following statuses:

All of the required flags have been set to “on” for the CRFs associated with the
event.

event.

Some, but not all of the required flags have been set to “on” for the CRFs
associated with the event.

£

4 None of the required flags have been set to “on” for the CRFs associated with the

Visible data was changed on at least one of the CRFs associated with the event
after the CRF’s flag was set to “on.”

If a flag associated with an event has the status of ® = , Of B3I the patient has one or more

CRFs that need to be reviewed. By expanding an event, you can view the status of each type of

flag for the CRF's associated with the event. A CRF can have one of the following statuses:

o The CRF’s flag has been set to “on.”

% The CRF’s flag has not been set to “on.”

£

Visible data on the CRF was changed after the CRF’s flag was set to “on.”

If a flag has the status of & or J the CRF needs to be reviewed. For information on
changing the flag status for a CRF, see “Setting Flag Statuses for a CRF or Item” on page 249.
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Viewing Flag Statuses (Item-level collection)

For item-level flag collection, monitors can set the flag status for individual items on a CRF.
Monitors can use the All Patients view to identify the patients having CRF items that need to be
reviewed.

ome, Miles Massey | Log Out Study: Aspirin

" Patients

'ﬁ 04-Reyvkjavik + | = All Patients | Diata Manager Portal %
Search 80 patient 1D &
Patient I0:
[ Jlco] || (asse16  Screored 4 ® ® = ® ® ®
—_—— = § 1952w Enrolled Dosin: o L7 ® B ® ® ®
» fdd Patient ) 1959-R15  Screened *® E ® ® *® *®
» Freeze Patients
§ 1066 ELL  Failed 4 ® ® ® ® ® ®
5
ammarr 2 Iﬂ:l 1982-R5  Screened 4 = ¥ ® | % *® ®
Screened: 4
§ Feics . {§ see-kam  Enrolled W *® 4 V ® ® ®
alleas
§ covoled 7 § ote-vrs  Falled 4 ® 1G] ® ® ® ®
0 Discontinued: 2 'i 241-MRN  Enrolled Screening "4 "4 "4 £ ® *® *®

The All Patients View shows the cumulative status of each type of flag (SD-Verify, M-Review,
and D-Review) for each patient. A flag can have one of the following statuses:

o All of the flags have been set to “on” for all required items on the patient’s CRFs.
3 None of the required flags have been set to “on” for the patient’s CRFs.
@ Some, but not all of the flags have been set to “on” for the required items on the

patient’s CRFs.

.lﬁ Visible data was changed on at least one of the patient’s CRFs after an item’s flag
was set to “on.”

If a flag associated with a patient has the status of ® = , Of i the patient has one or more
CRF items that need to be reviewed.

To identify the specific events and CRFs that need to be reviewed, click the patient ID. The
Patient View appears.
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Welcome, Kelly Anderson | Log Out

" Patients

Identifying CRFs and Items for Review

Study: Aspirin

lﬁ 005-Dallas + | = All Patients » 456-ABC Medical Monitor Portal
Search X | patient: {} 456-ABC Status: Screened Protocol: ASCT-5150 (v1.0) Primary Investigator: None
Patient ID:
[Go]
e e sty | i D e | Sgned | Fraen | Lockd |
Actions — Comman <none ¥4 I "4 v ® ® ® %
= Enroll Patient
»Fal Patient [ sereening =none: 5] *® o [ 5] [5) ® % 3%
» Add Unscheduled Event [ pemographics ® @ =] ® ® % ®
» Reguest Signature
» Freeze CRFs Patient v
» S0 -Verify CRFs Recruitment Method v v L4 ® ® &
» MReview CRFs Medical History. * 14 4 14 ® ® £ 4
= D-Review CRFs .
» Mark CRFs Not Callected Cardio Risk LS v ® L4 ® ® ®
Inclusion 4 4 s 4 ® % %
Exclusion v L4 U4 ® ® *® *®
Pain <none ® W W W ® ® ® ®
Complete <none> ® W 4 v ® ® ® %
(ON 456-25C +NO]

The Patient View shows the cumulative flag status for each event. An event can have one of
the following statuses:

v

S

&

None of the flags have been set to “on” for the required items on CRFs associated
with the event.

Some, but not all of the flags have been set to “on” for the required items on CRFs
associated with the event.

All of the flags have been set to “on” for the required items on CRFs associated
with the event.

Visible data was changed on at least one of the CRFs associated with the event
after the CRF’s flag was set to “on.”

If a flag associated with an event has the status of ® = , Of E7 the patient has one or more

CREF items that need to be reviewed. By expanding an event, you can view the status of each
type of flag for the CRFs associated with the event. A CRF can have one of the following

statuses:

None of the flags have been set to “on” for the required items on the CRF.

Some, but not all of the flags have been set to “on” for the required items on the
CRF.

All of the flags have been set to “on” for the required items on the CRF.

Visible data on the CRF was changed after the flag for any item was set to “on.”

Visible data for a required item was changed after the item’s flag was set to “on.”

If a flag associated with a CRF has the status of , @ .ﬁ E or the CRF has one or more
items that need to be reviewed. Click the CRF name to open the CRF.
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Identifying CRFs and Items for Review

ﬁ 001-Austin | = gl Pa_tknts # 1832-npr » Demographics Dats Portal
Search w| .
[——— =z Patient: ﬁ1832—npr Event: Yisito1l CRF: Demd
g’ § Study: Aspirin 553 Protocol: 055-00 (v2.1) Inwvestigator: Dr. Bri
Actions ) =4 CRF Checked Dut by dburgener on 17 Feb 2006, 12:21:14 PMPST
» Add Form Comment 1.Consent Date: 5/12/7003
: W ¥ 2.Blood Pressure (5YS): 120
— m 3.Blood Pressure (DIA) &0
Flags = 4, Blood Pressure (Position]): Sitking
8 so-verfy £2 5.Race: White
Favreen 6. If Race is Other (Specify):
8 D-Review 7.50x: [Blank]
8. Concominent Medications
Medication Start Date End Date
W o E 8.1 Paxil 10/21f2002 11052002
81,1 Medication Pail
8.1.2 Start Date: 10§21/2005 mmdiddiyyr
E 81,3 EndDate: LLI0S/2005 mmdticdpry
o [
GR P R

An item can have one of the following statuses:

u The item’s flag has not been set to “on.” (Required items only)

The item’s flag has been set to “on.” (Required items only)

g] The item’s data was changed after the item’s flag was set to “on.”

m The item’s data was changed after the item’s flag was set to “on.”

(Required items only)

Table Questions — Rollup

The option to change or set the status associated to each question or row-question within a

table for those with sufficient user rights is available.

They will have the ability to set “On” or “Off” for a specific question. This includes both
standard and special (status) forms.

Tables with row questions may be editable or conditional; therefore, flagging operations occur

within table questions.

The row header question reflects the current state of the flag operations for the sub questions

that apply by displaying the appropriate rollup flag.
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&. Concominent Medications
N Medication Start Date End Date
P @ 8.1 Pai 10)21/2002 11052002
o ——E reray
: 8.1.2 Start Date: 102112005 mmiddhepyy
g oe Edoas 11052005 mmtichepyy
ok
® & R 55 pau 10/2102 11/05(02
RER 3 pa 1021 {02 11/05/02
VB ¥ 54 pad 10/21f02 11/05/02
ISE % T RS AR
® @ 8.6 Pail 1021 {02 11/05/02
B % R o7 pa 1042102 11/05/02
| addrow | | Hide Deleted Rows |
|_save |

If one or more of the questions within the row header question is required, then the row header

question is required. For a required row header question, the following rules apply:

If all sub questions are set to “required” within the table and have an “on” status then the
row header question flag status is “work complete.”

If all questions set to “required” beneath the row header question have an unset status, then
the row header question status flag is unset “work incomplete.”

If some of the questions set to “required” within the table have an “on” status, then the
row header question status is “some.”

If a row question has been changed, the question will display a changed flag and the row
header question will display a changed flag.

Skipped is considered to be “on.”

If none of the questions beneath the row header question are required, the row header question

is not required. For a table question that is not required, the following rules apply:

If one or more row questions are set to on, the header question is set to “on” (“work
complete”).

If a row question has been changed, the question will display a changed flag and the row
header question will display a changed flag.

Skipped, not required is considered to be “on,” not required.

For more information about the skipped constraints, see Skipped Constraints on page 150.

Datalabs =« User’s Guide 248



Chapter 7: Using Flags Setting Flag Statuses for a CRF or Item

Setting Flag Statuses for a CRF or Item

The flag associated with a CRF or item is automatically set to “off” until a reviewer manually
sets the flag to “on.” When a flag is set to “off,” it typically indicates that the information
associated with the flag needs to be reviewed. For example, if the M-Review flag associated with
a Cardiac Risk form is set to “off,” the form may need to be reviewed by the medical reviewer.

After a reviewer has verified the information associated with a flag, the reviewer can set the flag
to “on.” The cumulative flag status for the form is updated on the Patient page and the
cumulative flag status for the patient is updated on the All Patients page.

1f CRF-level flag collection is used for the flag, you can set flags for individual CRFs or for multiple
CRFs associated with a patient.

It dtem-level flag collection is used for the flag, you can set a flags for individual items on a CRF, for
individual CRFs, or for multiple CRFs associated with a patient.

The following restrictions apply when setting flags on a question:
B The Flag is active.

B Question is editable on the CRF.

B Question is not an encoded field.

B Question is not a derived field.

B CRF is checked in (not-editable).

®  CRF has been submitted.

Note: The system administrator determines each user’s ability to view and set flag statuses. For
information on granting permission to users to view and set flag statuses, see “Group
Management” on page 55.

Changing Flag Status on Multiple Forms (CRF-level flag collection)

To set the flag status for an individual CRF:

Open the CRF you want to flag in view mode.
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udy: Aspirin
8 0os-0alas v » AllPatients » 2001RP-TP |[Medica Portal v
Search = -
P 2| Z ratient: § 200-mP-mp Event: Dosing aF: Vital Signs@
[ 1[Ge] || & study: Aspirina1 Protocol: ASCT-5150 (v1.0) Primary Investigator: Nene
— —| 1 Was exam performed? ves
» Add Comment Weight
»Freeze CRE
2 weight [399]:
» Creste DCE ¥ 0 @
» Route CRE 3. Weight Units:
Click D- »Reset CRF 7 Pounds @
. —————————— | Height
Review to |Flags & w 4, Height [399.99]: & @
7 8D Nerify
set the CRF’s — v 5. HeightUnits: Inches 2
D-Review flag % Pulse & T
PR 6 PulseRate (beats/min) [993]:
status to “on ¥ &0 @
or “off.” v 7. Body Temperature [99.3]: s 2
- 8 Temperature Units: Fahrerheit 2
Blood Pressure
v 9. Systolic (mmHg) [399]: 120 @
- 10, Diastolic (mmHg) [399]: a0 2
- 11 Position: Sitting r-)
T O e 20 e

On the Flags palette, click the flag you want to set. A pop-up menu appears.
Do one of the following:

Click On to indicate that the form has been reviewed or verified.

Click Off to indicate that the form has not been reviewed or verified.

A confirmation message appears and the flag’s status is updated on the Flags palette.

b d W
Patients CRFs DCFs Inbox (3

ﬁ 001-sitel + | » all Patients » 001-MRL » Enroll Patient

Search ¥

Patient IC:
Go

| Data Manager Po

Patienk: 'i 001-MRL Status: Enrolled Protocol: ASCT-5150 (v1.0) Primary Inwvestigatar

-l

LE

To change the flag status for multiple CRFs:

On the Patients tab, open the patient’s casebook.

Wiekcore, Miles Mumsey | Log Oul

CIle D— 00500t w = Eagents - MVI-MVE el Morvtor Portal (&
Review ::’d‘r 21| pasert: § 1vi Statia: bnrolled Protoc ASCT-5150 (vA.0) Frmary imvestgaton: Nome
| —r
CRFs to S?t [Cevemt | oae | o | oo | sovenfy | d-Review | okewen | Sweed | frozen | Locked |
the D-Review o 2| & common anare> v v v v x x x x
* Discontnue Panent
flag status to » Camolte Paten; g B * v v x ® x ® x
“« g" i » BdimchedieaRient || @ oesns e ® v v v ® x x x
on” or “off e B feve sz * v v v *® * x ®
for multiple et B pon e ® v v v x x x x
» Lleen B teang 2 3 x v v v ® x ® x
CRFS' . Ilmuih‘.éﬁmnﬁ [ e 2 eres o w o W = 3% ® ®
S | B compie steres. x v v v ® % ® ®
@ | ®

On the Actions palette, click the flag you want to set.

The <flag> CRFs page appears which shows each event within the study and each CRF
associated with an event.
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“All On” sets the
required flags to
“on” all CRFs

“All” sets the
required flags
to “on” for all

CRFs associated
with an Event

An individual
Button sets the
required flags to
“on” for a CRF

Chapter 7: Using Flags Setting Flag Statuses for a CRF or Item

Welcome, Miles Maxney | L2g Oyt

Meckenl Morvter Portel W

Protocsl: ASCT-5150 (w1.0} Primary brvestgate: Mone

I I
=] ]

[ [, @ (o]
Review [aa] [aa]
2 ® (e}
Dlossrs o] @
[ Genetc sampie & o

Do one of the following:

Click to indicate that all CRFs associated with the patient have been reviewed or
verified.

Click to indicate that all CRFs associated with the event have been reviewed or verified.
Click @ to indicate that an individual CRF has been reviewed or verified.
After making your selection, click Save.

A confirmation message appears.

v v
Patients CRFs DCFs Inbox (3
'ﬁ 001-sitel + | = Al Patients » D01-MRL Flags Update Successful | Diata Manager
Search »

Patient 10 Fatient: ‘i 0D1-MRL Status: Enrolled Protocol: ASCT-5150 (v1.0)

Primary Investigats

0o 1 ome | | oors | soverty [reeen [ tevien | Snea | e | 1
4 ® *® ® ® ® ®

Actions -~ Cammon -

» Discontinue Patient E— chones R v ® ® ® ® »®
» Complete Patient

» Add Unscheduled Event Dasing <none: ® W ® ® ® ® ®

Setting Flag Statuses (Item-level flag collection)

To set the flag status for individual items:

In view mode, open the CRF that contains the item(s) you want to flag.

Datalabs =« User’s Guide 251



Right-click an
item’s flag to
set the item’s
flag status to
“on” or “off.”

Click D-
Review to
set the D-
Review flag
status to “on”
or “off” for all
items on the
CRF.
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| Lo Ot

o, Milems Mlacazieny

Setting Flag Statuses for a CRF or Item

=
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= |\[1 1 VWas assessment completed?
M-Review On db
.Fr MBmview CHF I 2 Coronary Heart Disease (CHD):
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» Route CRF
»Reset CRF E 4. Type 2 Diabetes?
Flags -~ E 5 Anvy cghrette smoking in the past month?
" SD-Verif
% 1 m &. Family history of CHD?
Eum ﬂ 7 Hypeartension?

Right-click the flag you want to set. A pop-up menu appears.
Do one of the following:

Click <flag name> - On to indicate that the item has been reviewed or verified.

Click <flag name> - Off to indicate that the item form has not been reviewed or verified.

The individual flag’s status is updated and the cumulative flag status for the CRF is updated on

the Flags palette.

To set the flag status for an individual CRF:

Open the CRF you want to flag in view mode.
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On the Flags palette, click the flag you want to set. A pop-up menu appears.

Do one of the following:
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Click D-
Review
CRFs to set
the D-Review
flag status to
“on” or “off”
for multiple
CRFs.

Chapter 7: Using Flags

Setting Flag Statuses for a CRF or Item

Click Required On to set only the required flags to “on” and to indicate that the required

items have been reviewed or verified.

Click On to set all flags (both required and not required) on the CRF to “on”

Click Off to set all flags (both required and not required) on the CRF to “off” to indicate
that the items have not been reviewed or verified.

A confirmation message appears and the flag’s status is updated on the Flags palette.

Patients

CRFs

v d
DCFs Inbox (3,
| Drata Manager P

ﬁ 001-sitel + | = ill Patients » 001-MRL » Enroll Patient
=

Search ¥

Patient 10:

7
Go §

Patiert:  001-MRL

Status: Enrolled

Protocol: ASCT-5150 (v1.0)

Primary Investigator|

To change the flag status for items on multiple CRFs:

On the Patients tab, open the patient’s casebook.

Medesl Morvtor Portsl W

Faert: ' VI stats: bnrolled Protoco: ASCT-5150 (v1.0) Frmary investgator: Nome
Patent =
[
: Oevent | ose | ___ows | oos | sovenly | rReview | neview | Sned | frezen | ocked |
e ]| 2 s v v v v x x x x
* Canokee aten B Soreenng s> x v v x x x x x
» i Unscheduied Event || [ tusng e ® W v v x » x x
ey B Revew mers> x v v v ® x ® x
e 5 b ameex ] v v v ® ] ® ®
*DAeven . JOetng 2 sz x v v v ® x x x
. i B review 2 anoees ® w W v x® ® x x
= bk ORF3 bigt Colesterd
— | B compiene snooe> » W v L »® » x 3
© = | ®

On the Actions palette, click the flag you want to set.

The <flag> CRF's page appears which shows each event within the study and each CRF

associated with an event.

Datalabs =« User’s Guide

253



“All On” sets flags to
“on” for all items on
the patient’s CRFs

An individual
button sets flags to
“on” for all items
on a CRF

“All” Required On
sets required flags to
“on” for all items on
CRFs associated with
an event

“All” All On sets flags
to “on” for all items
on CRFs associated

with an event

“All” All Off sets flags
to “off” for all items
on CRFs associated

with an event
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Do one of the following:

Click to set all flags to “on” for all of the patient’s CRFs to indicate all CRFs for the
patient have been reviewed or verified.

Click Required On to set all required flags to “on” for all items on CRFs associated
with an event. This indicates that all CRFs associated with the event have been reviewed or
verified.

Click All On to set all flags to “on” for all items on CRFs associated with an event.
'This indicates that all CRFs associated with the event have been reviewed or verified.

Click All Off to set all flags to “off” for all items on CRFs associated with an event.
This indicates that all CRFs associated with the event have not been reviewed or verified.

Click @ to set all required flags to “on” for a CRF to indicate that the required flags on the
CRF have been reviewed or verified.

After making your selection, click Save.

A confirmation message appears.

v v
Patients CRFs DCFs Inbox (3

'ﬁ 001-sitel + | » All Patients » 001-MRL

Search >
Patient 10:

| Drata Manager
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O evew | ome | s | bus | sovery | rtevew | oewen | saned |_frozn | U
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Flags Update Successful

Status: Enrolled

Actions S Common -

» Disconfinue Patient Sereening <none: ® W ® E ® ® ®
» Complete Patient

» Add Unscheduled Event Dasing Znone: ® W ® *® ® ® ®
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Viewing CRFs That Have Been Reviewed or Changed

The types of flags you can view and edit depends on the permission assigned to you and the
type of portal you use to view patient information.

For more information on permissions, see Group Management on page 55.

Field Monitor Portal: The CRFs tab of the Field Monitor portal shows statistics for
the SD-Verity flag.

Medical Monitor Portal: The CRFs tab of the Medical Monitor portal shows statistics
for the M-Review flag.

Data Manager Portal: The CRFs tab of the Data Manager portal shows statistics for
the D-Review flag.

For each portal, reviewers can use the CRFs tab to see the number of CRFs that have been
reviewed for each site and each patient. The total reflects CRFs for which all required flags have
been set to “on.”

Reviewers can also use the CRFs tab to see the number of CRFs that have been changed since
the CRF was reviewed.

Multi-Site > Multi-Patient

The numbers shown in the <Flag>-Verify column is a link. Click the link to go to the CRFs:
Multi-Patient view to see a list of all of the CRFs that have been reviewed for each patient.

The numbers shown in the <Flag> Changed columns are links. Click the link to go to the CRF:
Multi-Patient view to see a list of all patient CRFs that have been changed since the CRF was

reviewed.

Datalabs =« User’s Guide 255



Chapter 7: Using Flags Field Monitor Portal

Field Monitor Portal

Field monitors can use the CRFs tab of the Field Monitor Portal to see the number of CRFs
that need to have source documents reviewed for each site and each patient.

CRFs: Multi-Site View

The multi-site view shows the total number of CRFs where the CRF two columns of SD-Verity
information.

g
=
=
=
o
o

SD-Verify: Displays the total number CRFs marked with the SD-Verify flag for each site.

SDV Changed: Displays the number of CRFs that have been marked SD-Verify (Soutce
Document Verify) for each site where visible CRF data has changed since they were marked
SD-Verify.

CRFs: Multi-Patient View

The multi-patient view display two columns of SD-Verify information.

Patients CRFs DCFs Inbox {4}
'ﬁ DDl sitel « | » All Patients
Search
FY
Patient ID; Patient ID Expected | Submitted ] Locked
L ] § cowvm : P 0 0
actions 20| § oozem = a2 i o0 oo 0 0
» Freeze Patients : 4
# 003-PTM & - O noro0 0 0
Site Summary £ 5 o
() ooa-p1ry 10 1 i1 o i o 0 0
Expected: 272 - E
{3 oos-p10 14 L 0 Dol o 0 0
"Sl!lﬂmﬂ.%»':d?""""ao": . :
: 006-PTK 14 P 1 8 @ 0 o
SD-Verify: 1 G - o o
: 007-FTR 15 b @ ol 0 0 0
Pt nedena || B : :
Signed: 0 § .oo=-pTF i5 2 8 @ m Bl ® 0 ]
Frozen: o § ooa-p1x = z b0 0 )
Locked: 0 i o10-puy 6 a o0 m Bl ® 0 0
§ o11-pH 2 a i o0 of o0 0 ]
@ o12-pHs 2z a2 3 0 m i @ 0 0
@ o1a-prz £ B G oot o 0 o
]

SD-Verify: Displays the total number CRFs marked with the SD-Verify flag for each patient.
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SDV Changed: Displays the number of CRFs that have been marked SD-Verify (Soutce

Field Monitor Portal

Document Verify) for each patient where visible CRF data has changed since they were marked

SD-Verify.

Multi-CRF View

The multi-CRF view displays one column of SD-Verify information.

Search ¥
Patient ID:
Actions -

» Freeze Patients
» Mark CRFs Mot Collected

Site Summary o
Expected: 272

L e LR L R
SD-Yerify; 1
SV Changed: 1

..S.ig.l:;d.:...............
Frozen: o
Locked: o

Patients

'ﬁ 001-sitel + |» Al Patients » 001-MTL

§ oor-mn
f§ oo1-mn

f§ o1t

{§ oot-mn

| ¥ oot
f§ oor-mn
oo
] {# oo
# oo
§ oo1-mn

§ oot-mn
f§ oo1-mrL

# oo

§ oo1-mn

f§ oor-mn

SD-Verify: Displays whether the CRF has been marked with the SD-Verify flag.
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Medical Monitor Portal

The CRFs tab of the Medical Monitor portal shows statistics for the Medical Review (M-
Review) flag.

CRFs: Multi-Site View

The multi-site view displays two columns of M-Review information.

Weirome, Miles Massey | Log.0ut

M-Review: Displays the total number CRFs marked with the M-Review flag for each site.

MR Changed: Displays the number of CRFs that have been marked M-Review (Medical
Review) for each site where visible CRF data has changed since they were marked M-Review.

CRFs: Multi-Patient View

The multi-patient view displays two columns of M-Review information.
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apne e snnass senead e 5 ii = . 2
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M-Review: Displays the total number of CRFs marked with the M-Review flag for each
patient.

MR Changed: Displays the number of CRFs that have been marked M-Review (Medical
Review) for that patient where visible CRF data has changed since they were marked M-Review.
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Multi-CRF View

The multi-CRF view displays one column of M-Review information.

. aren Lo
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M-Review: Displays whether the CRF has been marked with the M-Review flag.
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Data Manager Portal

The CRFs tab of the Data Manager portal shows statistics for the Data Review (D-Review) flag.

CRFs: Multi-Site View
The multi-site view displays two columns of D-Review information.

Welcome, Masgsey |Log Out Study: Aspirin

Al Sites R, || c2ta Manzger Portal v |
.  wewoscccccmeessseenn 00 0 BEELerHARRR )
m—mr ‘_mm

ﬁ 001-Irvine

i 005-0allas

o 8w

8 010-tincoin
ﬁ 015-5an Diego
ﬁ 020-Mewark

o

i 025-Miami
All Sites Totals:

I
40

.
ER o o o g |
~

=

=

e

=

[=]

=

D-Review: Displays the total number CRFs marked with the D-Review flag for each site.

DR Changed: Displays the number of CRFs that have been marked D-Review (Data Review)
for each site where visible CRF data has changed since they were marked D-Review.

CRFs: Multi-Patient View

The multi-patient view displays two columns of D-Review information.

Study: Aspirin

bS]y

Welcome, Miles Massey 1 | Log Out

Blossoser v - At
I T T I I TI IL T T
Search i )
Patient ID: AL ErEEEd c Cha
L lel|| g0 % o i : T
- : :
Actions 2| §200@me 5 5 B 1 vl 0 0 0
»Freeze Patients H H
{3 200w % 3 = D @ A i 0 0
Site Summary a = H
() soo4se 14 1 0 o 0 0 0
Expected: 130 - H
{} so0-TRY 14 1. o 0 = i 0 0
Submitted: 30 H :
sedbeseiennn || @ g - P : P . 8 g
K D-Review: 5 e — = = Essssssisssssnsnssanast
3 H
E DR, Changed: o E
LT -Hﬁvu-----uy-‘
Frozen: o
Locked: o

D-Review: Displays the total number of CRFs marked with the D-Review flag for each patient.

DR Changed: Displays the number of CRFs that have been marked D-Review (Data Review)
for that patient where visible CRF data has changed since they were marked D-Review.
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Multi-CRF View

The multi-CRF view displays one column of D-Review information.

Welcome, Miles Massey | Log Out Study: Aspirin
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D-Review: Displays whether the CRE has been marked with the D-Review flag.
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Flag History

Flag History for CRF-Level Flag Collection

Flag History

If flag statuses are set at the CRF level, you can use the CRF’s Workflow tab to view changes to

flag statuses.

Workflow

Action
D-Review [ On ]
M-Review [ On ]
Submitted
Published

Date,/Time

10/08/2007 09:36:53 PM GMT
10/08/2007 09:27:38 PM GMT
10/02/2007 04:14:52 PM GMT
10/02{2007 04:14:52 PM GMT

User

Miles Mazsey (GAMMassey)
Miles Massey (GAMMMaSssEY)
Miles Mazsey (GAMMassey)
Miles Massey (GAMMassey)

Flag History for Item-Level Flag Collection

If flag statuses are set at the item level, changes to the flag status for a specific item atre recorded
to the item’s change history.

Change History

Fatient: i 200-IRP Event: Screening CRF: Demographics
Study: Aspirindl Protoccl: ASCT-5150 (v1.0) Primary Investigator: None
2. Sex
Additional

Hame Value Server Time Reason Notes

Miles Mazsey s 03/05/2009 10:01:42 PM GMT Flag Action D-Review [On ]
(AN s ey

Miles Massey tale 03/05/2009 05:46:55 PM GMT Flag Action M-Review [ On ]
[RANmmassey)

Miles Mazzey Mala 03/05/2009 05:43:33 PM GMT Initial Entry Subenitted
[GRArEmas Sy

| Print_ M Close |

As flag statuses ate set for each item, the CREF’s Workflow tab records the cumulative status of
the CRF.

o Y men ) woron |

Action Date/Time User

D-Review [On] 03/05/2009 10:01:42 PM GMT Kelly Anderson {QA‘kanderson)
M-Review [On] 03/05/2009 06:48:12 PM GMT System {System\System)

M-Review [ Some | 03/05/2009 0&6:46: 10 PM GMT System {(System\System)

M-Review [ On ]

03/05/2009 05:46:55 PM GMT

Submitted

D-Review [ Changed ]
M-Review [On ]
D-Review [On ]
Published

03/05/2009 05:43:33 PM GMT
03/05/2009 05:43:33 PM GMT
03/05/2009 05:28:54 PM GMT
03/05/2009 05:27:11 PM GMT
02/24(2009 11:59:42 PM GMT

Kelly Anderson (QA‘kanderson)
Kelly Andergon (QA‘kanderson)
System (System|System)

Kelly Anderson (QAVkanderson)
Kelly Anderson (QAkanderson)
Kelly Anderson {QAkanderson)

For example:
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B A CRF has three items that require flagging. If one item is set to “on” and two are left
unset, the Workflow tab will show that an action occurred because the cumulative flag
status changed from “all flags unset” to “some flags set.”

B The same CRF is opened and the flag is set to “on” for an additional question. Two flags
are now set to “on” and one is set to “off.” However, no action is recorded to the
Workflow tab because the cumulative flag status remains as “some flags set.”

B The same CRF is opened and the flag is set to “on” for the remaining question. All flags for
the CRF are now set to “on.” The Workflow tab will show that an action occurred because
the cumulative flag status changed from “some flags set” to “all flags set.”
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Chapter 8: DCF Management

Overview

This chapter covers the following material:

DCEF page layout

DCF icons

Searching for a DCF

DCF workflow

Creating a manual DCF

Viewing and editing a draft or new DCF
Sending a draft DCF

Deleting a draft DCF

Answering a manual DCF

Resolving a query-generated DCF
Closing an answered or resolved DCF
Routing a DCF

Printing a DCF

Custom DCEF fields
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Click on a site
name to view
all patients
with DCFs at
that site ...

... or click on
a table cell to
view all DCFs
of that status
at the site. For
more details

see
DCFs: Multi-
DCF View on
page 270.

Chapter 8: DCF Management DCFs Tab Page Layout

DCFs Tab Page Layout

Data Clarification Forms (DCFs) are used to manage the resolution of queries and other general
questions posed by a study user. If there is any question about something that was entered (or
not entered) into a CRF, a DCF is generated.

DCFs can be generated in one of two ways: some DCFs are generated automatically by queries
created by the study designer; other DCFs are manually created by the study personnel.

DCFs: Multi-Site View Layout

Welcome, Miles Massey | Log Out Studyy Aapirin

2

i or-1a8n 15 1z L H L o 213
6 oo vinss o z 3 1 o o o
{3 o s o L 3 ] ] o o 0
oo 5 3
: 4 3 12 14 L 3 L

i 1n-matens o 18 18 2 0 ] 0 0
8 12-Barcolons 0 0 0 0 0 0 o i
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The multi-site view contains the following options and information:

All Sites: Allows you to select a site from the list rather than clicking on the site name in the
body. This is useful if you want to switch quickly between sites.

Clicking on any of the cells takes you to the multi-DCF view. For more information about the
multi-DCF view, see DCFs: Multi-DCF View Layout on page 269.

Sites: Lists the sites and corresponding site status icon. The sites that you see in the list are
those sites that you are allowed to access. For more information about site users, see Giving a
User Access to Sites on page 71 or Giving Users Access to a Site on page 106.
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This could be all the sites, or just a subset. Clicking on a site takes you to the multi-patient view
of that site. For more details on multi-patient view, see DCFs: Multi-Patient View Layout on
page 268.

Clicking on this column header sorts the list by site.

Draft: Lists the number of DCFs that have a draft status (the DCF had been created but not
sent). While data manager portal users can view draft DCFs, site portal users cannot.

Sent: Lists the number of DCFs that have a sent status (the DCF has been sent, but hasn’t been

viewed).

Viewed: Lists the number of DCFs that have a viewed status (the DCF has been received and
opened).

Answered: Lists the number of DCFs that have an answered status (the DCF has been
answered).

Resolved: Lists the number of DCFs that have a resolved status. DCFs that have been
automatically generated by a query can be resolved by editing the CRF so that the condition that
fired the query is no longer true. Datal.abs automatically resolves the associated DCF when the
DCF no longer fires.

Example: For example, if a query generated a DCF because data was not entered in a required
field, if you edit the CRF and enter valid data in the required field, the DCF will be
automatically resolved.

Closed: Lists the number of DCFs that have been closed.

Aging AVG: Lists the average number of days for DCFs to go from sent to either answered or
resolved. The aging period begins when a DCF is sent and ends when it is answered or resolved.
Only currently pending DCFs are counted in the Aging Average (DCFs that have been answered
or resolved are not figured in the average).

The total aging average is average DCFs aging time for all sites you've been assigned (though
not all sites in the study).

Totals: Displays the totals for the entire list, not the current page, even if the list spans more
than one page. Totals should be for all sites even if there is more than one page of sites.

Note: Clicking on any of the cells takes you to the multi-DCF view. For more information
about the multi-DCF view, see DCFs: Multi-DCF View Layout on page 269.

To view all patients with DCFs at a single site:
®  Click the site name.

The multi-patient view appears with the list of DCFs for that site.
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To view all DCFs at a single site of a certain status:

B (Click the number of patients where the site name and status intersect.

Example: For example, to view all DCFs that have a Draft status at Helsinki, click the cell
on the Helsinki row, in the Draft column.

The multi-DCF view appears with the list of DCFs for that site and status.

DCFs: Multi-Patient View Layout
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The multi-patient view contains the following options and information:

Search palette: Provides simple and complex searches for patients. For more information
about DCF searches, see Searching for a DCF on page 275.

Summary palette: Displays the number of the DCFs for each status for that site.

Columns: Clicking on the patient ID, or the values in the columns, takes you to the multi-DCF
view. For more information on the multi-DCF view, see DCFs: Multi-DCF View Layout on
page 269.

Patient-status Icon/Patient ID: Lists the patient’s status and ID.

Draft through Closed columns: Lists the number of DCFs for each of the shown statuses.

To view all DCFs for a single patient:

®  (Click the patient ID.
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The multi-DCFs view appears with the list of DCF's associated with that patient.

To view all DCFs for a single patient with a certain status:

B Click the number of DCFs where the patient ID and DCF status intersect.

Example: For example, to view all DCFs that have a draft status for patient 1964-EEL,
click the number in the patient’s row and in the Draft column.

The multi-DCFs view appears with the list of DCFs meeting your criteria.

DCFs: Multi-DCF View Layout
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Palettes: The Search and Summary palettes are the same as on the multi-patient view. For more
information on the multi-patient view, see DCFs: Multi-Patient View Layout on page 268.

Search Results: Lists the number of DCFs found if search is used.
Patient-status Icon/Patient ID: Displays the patient’s status and ID.

DCEF ID: Lists the unique ID assigned by system. Clicking on the DCF takes you to the DCFs
view.

Status: Lists the current status of each DCF.
Query Description: Lists the description of the DCF.

Aging: If the DCF is still active, the column lists the number of days since sent. If the DCF’s

2

status is draft, answered, resolved or closed, “-” is displayed.

Ready to Print: Displays whether the DCF has been marked “Ready to Print.”
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To open a DCF:

B From the multi-DCF view, click the DCF ID.

The DCF opens in the DCF View.

DCF Layout
Welioms, Miles Massey | Log Out
'.III?-I'*l & » [raft » DCF D\atalﬂ:u:uqﬂw w
|_\ Search 21| patert: () 1973-kAM Ervmstigator: None Crested By: Miles Massey

/'I-F-a/]/ DCF 1D 11 DCF Status: Draft Query Reference: Manual

Relsted Formis) Everd Reference

ﬂgﬁ = L-pemsgraphics  Screening HR

L Query Description: (The CRF i rot complete,

LRI -

™ Prind [F

» Sand C —
o il e o S TR T
Surprary -

Draft: 1:\~

Sen; a

\ PIReviewr | o =

s I
i
Argweced: o ] [Confidential Thess reconds shoud be retsined wough 12/3112222]
Resohred: L Warkflaw —
Closad: 0| Uaction Date/ Thme Lirer:
Sy R o Dwaft 10/ D05 01 : 1301 PMPST Miles Massey (mmassey)
Breadcrumbs

Breadcrumbs show your current path in Datal.abs and help you to navigate DCFs. The
breadcrumbs show you site drop-down combo box » DCF filter » patient ID » DCF number.

Palettes

Palettes give you context-sensitive utilities, commands and references based on the page or view
you are currently in.

Search palette: Gives you the ability to search for DCFs using a variety of search criteria. For
more information about searching for DCFs, see Searching for a DCF on page 275.

Actions palette: Enables you to print, respond to or change the workflow status, or delete the
DCEF. This palette appears only in the DCF view.

Summary palette: Lists the number of DCFs of each status for the site.
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Search Flags Action Summary
Search ES Flags A Actions -~ Summary LS
Patient ID: 3 Ready to Print » Print DICF Draft: 1

|[Go | ® Answer :
DCF ID: » Close Sent: o
| | » Route DICF Viewed: 0
Created By:
“ Answered: 0
DCF Status: Resolved: 1}
w
CRF: Closed: 1
R Aging Ava: 0
Aging:
hd |:| Days Old
Ready To Print:
w
Custom Field:
“
Custom Field value:
Batch ID:

DCF Header

The header displays the basic DCF information.

Patient: ﬁ 1973-KAM Investigator: None Created By: System User
DCF ID: 16 DCF Status: Resolved Query Reference: Height_8f4 f

Patient: Displays the current patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Investigator: Displays the name of the PI (primary investigator) for this site.
Created By: Displays the name of the user who created the DCF.

DCEF ID: Displays a unique system-generated ID number.

DCF Status: Displays the current status of the DCF.

Query Reference: Shows how the DCF was created, either by a query or manually.

Auto — If the DCF was automatically generated by a query, this shows the designer
1D/ clinical ID/ excternal ID.

Manual — If the DCF was created manually, this shows “Manual.”

Related Form(s)

The Related Form(s) lists the CRFs associated with the DCF. Clicking on one of the CRF opens
the CRF in the default view (view or edit, depending on your default settings). For more
information about CRFs, see Chapter 6: Entering Patient Data (CRFs) on page 184.
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Related Form(s) Event Reference
¥ital Signs Screening 4: Height [999.99]:

Related Form(s): Lists the CRFs. Clicking the CRF name will open the form.
Event: Displays the name of the event the CRF falls under.

Reference: Displays the question referenced; move your pointer over the reference to display
the complete question (up to 25 characters).

Body

The body contains the content of the DCEF:

Query Description: DataTvpe Yiolation
Action Request: Set value bo a valid Float
Response;: Auto resolved by data change

PI Review: | Yac w |_:|

= o e

[Confidential These records should be retained through 12(31/2222]

Query Description: Displays (or defines, for Draft DCFs) the question that must be resolved.
Action Requested: Displays (or defines, for Draft DCFs) a description of the action desired.
Response: Defines the response to the DCF.

Custom fields: Displays the custom fields (if any).

Save: Saves any changes you make to the DCF. For all non-draft DCFs, only custom fields can
be changes.

Cancel: Returns you to the previous page without saving any changes to the DCF.

Retention information: Displays a standardized message that the form is confidential and
should be retained through a certain date.

Workflow Subtab

The Workflow subtab lists each action taken for the DCF, showing the most recent action first.

Workflow
Action Date/Time User
Resolved 10/24/2005 02:28:44 PM PST Systemn User (system)
Yiewed 10/24/2005 02,2712 PM PST Miles Massey (mmassey)
Sent 10/24/2005 02,26:57 FM PST System User (system)

Action: Lists the name of the action taken by a user for the DCF.
Date/Time: Lists the date and time the action took place.

User: Lists the user who performed the action.
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DCF Icons

Datalabs uses icons to give you a visual cue as to the status of DCFs. Where there are multiple
DCFs, DatalLabs uses two icons to show the status of all DCFs.

* Open: There is at least one open DCF. An “open” DCF has the status of

Sent/Received/Viewed or Answered, but has not been Resolved or Closed.

a
o
A

or resolved.

Note: The Resolved DCFs setting in Study Preferences enables Datalabs to automatically close
any system-resolved DCFs. If this is turned on, any DCF that has been resolved through a
change in the CRF data is changed from the Resolved to Closed status. If auto-close is turned
off, DCFs with a Resolved status must still be reviewed by data management personnel before
they can be manually closed. For more information on automatically closing all system resolved
DCFs, see Study Management on page 74.

B ot v APatectss 1973-KAM Dista Manager Portal
:;_:f:n: e e e il B olled Protoccl: ASCT-5150 (vL.0)  Primary Investigator: None
— S P oy P
Review Signed
Ackiids -
» [EContirne Patsnt =] Coemman I L4 4 L4 v v b4 x 4
’ : B saeenng 1041912005 v x v ¥ % x =
L4 = x ] o ® x
b ® ® b b ]
. n B 4 ® b3
® ® b ® = =
H ® X B x E
@ EmE e
Workillow
Actinn DakeTienie User
Envobed 10/26/2005 10:45:13 AM POT s Massey (menasser)
Screenad LOY26H2005 10:33:11 AMPDT Miss Massary (mamassey)
These cumulative icons are used in the same way for individual DCFs as well:
# Open: There is an open DCF.
¥ None: There is no open DCF—one hasn’t been created or it has been resolved.
The figure below illustrates how cumulative status icons reflect what lies beneath them.
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Searching for a DCF

Searching for a DCF

On every view of the DCFs tab, you can use the Search palette to search for a DCF using a
single search option, or a combination of several search options.

Patient ID

Search based on patient ID.

You can enter a partial ID to broaden your
search.

DCF ID

Search for a DCF based on its unique DCF ID.

You can enter a partial ID to broaden your
search.

Created By

Search for DCFs created by a specific user:

All system — Search for query-generated DCFs.

All manual — Search for manually-created DCFs.

Username — Search for DCFs created by a
specific user (from a list of users who have
access to this site).

DCF Status

Search for DCFs with a specific status (draft,
sent, viewed, answered, resolved, closed).

CRF

Search for DCFs attached to a specific CRF.

Aging/Days Old

Search for DCFs based on the number of days
between being sent and being answered or
resolved.

Ready To Print

Search based on whether the “ready to print”
flag has been set.

Custom Search based on the value of the selected
Field/Custom custom field.

Field Value

Batch ID Search for DCFs printed in the specified batch

ID.

Tip: Use multiple search options to narrow your results.

Note: Searches are limited to the sites that you have permission to view.

To search for DCFs:

Click the Expand button » at the top of the Search palette to see all the search options.

Enter or select your search criteria.

Click Go.

The multi-DCF page appears with the list of DCFs meeting your search criteria.
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DCF Basics

Custom Fields

In Study Management, two custom DCEF fields can be defined to accommodate custom
workflows. They can also be used as criteria when searching for DCFs. For more information
about defining custom fields, see Updating the Study Preferences on page 77.

To view and print the custom field change detail:
Click the Custom Field icon.

The custom field change detail message box appears.

Custom Field Change Detail

Patient: 'i 1972-MLM Investigator: None

DCFID: 18 DCF Status: Yiewed
Field: PI Review

e e

Mo Miles Massey {mmassey) 10425§2005 01;59:19 PM PST

‘es Syskem User (system) 104242005 04;03:01 PM PST

Do one of the following:
Click Print to print the detail.

Click Close to close the message box.
DCFs for Restricted Forms

Note: This Functionality is specific to Data Manager portal users.

If a DCF is generated for restricted form, the DCF will be listed in the Multi-DCF view on the
Data Manager portal. Only users with permission to edit the restricted form will be able to click
the DCF ID and open the DCF.
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DCF Workflow

The following diagram outlines the basic workflow that a DCF—manually generated and query-
generated—follows:

|
/_\ | Site Personnel

manual close

|
Resglved
manual close [T
|
|
auto-close |
|

Note: This Functionality is specific to Data Manager portal users. For manually-generated
DCFs Draft and New; they are Data Manager specific. For automatically-generated DCFs New
and Sent; they are Data Manager specific.
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Steps the DCF goes through from creation to completion:

Manually-generated DCFs Automatically-generated DCFs (Queries)

Draft: The DCF had been created but New: The paper workflow DCF is ready to be sent
not yet sent. Data management can view  to the site.

draft DCFs, site personnel cannot.
Sent: The DCF has been created automatically from

New: The paper workflow DCF is ready  a query and sent by Datal.abs.

to be sent to the site.
Viewed: The DCF has been opened and viewed by

Sent: The DCF has been sent by the a site portal user.

data manager.
Resolved or Answered:

Viewed: The DCF has been opened and

viewed by a site portal user. Answered — The DCF has been answered

manually by a site portal user.
Answered: The DCF has been an-

swered manually by a site portal user. Resolved — The DCFs has been resolved by

Datal.abs because a user has edited the CRFs so
Closed: The DCF has been closed by a that the data is in the proper range.

data manager portal user.
Closed: The DCF has been closed either by

Datal.abs (auto-close is turned on) or by a data
manager portal user.

Each step the DCF has been through is shown in the Workflow subtab.

Workflow

Action Date,/Time User

Ready To Prink Flag Set To [OFF] 10§192005 04;10: 33 PM PST System Lser (syskem)
Closed 100192005 12:54:52 PM PST Miles Massey (Mmassey)
Answered 100192005 12:54:47 PM PST Miles Massey (mimassey)
Ready To Print Flag Set To [OM] 1041902005 10:30:31 AM PST Miles Massey (mmassey)
Wiewed 100192005 10;15:46 AM PST Miles Massey (Mmassey)
Sent 10§192005 09:56:04 AM P3T System Lser (syskem)

Note: Once a query-generated DCFE has been given the status Answered, the query will not
continue to run for that question unless the data is changed from an invalid value to a valid
value. (For example, if the resting pulse entered is outside the normal range and a query fires for
it, but it turns out that the patient is an elite athlete, by changing the DCF status to Answered,
the query will not re-run unless the pulse is changed to a value that is inside the normal

range. Once the pulse is changed to a value that is within the expected range, the query status is
reset, and will fire if invalid data is entered for that patient.)
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Electronic and Paper Workflows

Note: This Functionality is specific to Data Manager portal users.

A DCEF goes through a slightly different draft-sent workflow for sites using electronic data
capture versus those using paper data entry. The differences are noted below:

Status EDC PDE
Draft The DCF is in draft form and is not yet ready to The DCF is in draft form and is not yet ready to
be sent to the site. be sent to the site.
New - The DCEF is ready to be sent, but has not yet been
printed and forwarded to the site.
Sent The DCF has been finalized and has been sent The DCF has been printed and sent to the site for
clectronically to the site for review. review.
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Creating a Manual DCF

Note: This Functionality is specific to Data Manager portal users.

When you find something on a CRF that needs to be clarified or corrected—and isn’t
something that would generate an automated query—you may need to create a DCF. This DCF
is then sent to the site to be answered or corrected.

You can either create a DCF:
= At the form level—for the entire CRF.

* At the question level—for a single item/question on the CRF.

To create a DCF for a form:

From the open CRF you want to create a DCF for, click the Create DCF command on the
Actions palette.

The Create DCF page appears.

Create DCF

Patient: ﬂ 1973-KAM Event: Screening CRF: Demographics

Study: AspirinNew Protocol ASCT-5150 (v1.0) Investigator; None

Query Description:

Action Requesk:

Status: <Select Status: v
PI Review

[Confidential These records should be retained through 12/31/2222 ]

| Save || Cancel |

Type a Query Description that explains what needs to be resolved.
Type the Action Request that must be taken by the site to resolve this DCF.

Do one of the following to select the Status:
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If you are not ready to send the DCF right away, select Draft.
If you are ready to send the DCF now, select Sent.

For sites using a paper workflow, if you are ready to print and send the DCF to the site, select
New.

Complete any custom fields.
Click Save.

You are returned to the CRF and the “Create DCF Successful” message appears.

To create a DCF for a guestion/Zitem:

From an open CRF, right-click the question you want to create a DCF for.

4, Race (if "Other") Mixed 6

Select Create DCF Item.

The DCF Draft page appears.

Create DCF

Patient: 'i 234-345 Event: Common CRF: Completed
Study: Aspirind1 Protocol: ASCT-5150 {v1.0) Primary Investigator: Michael Lunde

Quety Description:

Ackion Reguest:

Status: <5Select Status> | W

[Confidential These records should be retained through 12312222 ]

| save || Cancel

Type a Query Description that explains what needs to be resolved.

Type the Action Request that must be taken by the site to resolve this DCF.

Tip: Be sure to include very clear information in Query Description and Action Required
tields. You may even want to copy (CTRL+C) and paste (CTRL+P) the text of the question
into the text you write for your Query Description. That way if there are multiple DCFs
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generated for the same CRF, the user can be clear which question this DCF refers to when
viewing it in the Inbox or from the DCF subtab.

Do one of the following to select the Status:

If you are not ready to send the DCF right away, select Draft.
If you are ready to send the DCF now, select Sent.
Complete any custom fields.

Click Save.
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Draft and New DCFs

Note: This Functionality is specific to Data Manager portal users.

Unlike sent DCFs, draft DCFs—whether they are CRF- or question-level—do not appear on
either the Patients tab or CRFs tab views; not in the DCFs column, nor marked with the DCF
icon (@) To view, change or delete a draft DCF, you must access it through the DCFs tab.

New DCFs are those using a paper workflow that is ready to be printed and sent to the site to
be answered.

Viewing and Editing DCFs

You can change or delete a DCF if it is still in draft (or new) mode, either if you are in the midst
of creating it (and change your mind), or if it has been saved as a draft or new DCF.

Note: If a DCF is associated with a restricted form, you must have the proper permissions to
be able to view DCFs associated with restricted CRFs.
To view a DCF:

Click the DCFs tab.

Do one of the following:

Click the Site name, then click the value in the Draft (or New) column for the patient, and
then click the DCF ID for the DCF.

Click the value in the Draft (or New) column for the site, and then click the DCF ID for
the DCF.

Datal.abs opens the DCF.
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To edit and save a DCF:

From the open DCF, change the text of the Query Description or Action Request, and
update the custom fields (if any).

Click Save.

The DCF will now appear on views accessible from the Patients tab or CRFs tab (see The
Patients Tab Navigation on page 27 or The CRFs Tab Navigation on page 33).

Submitting a Draft DCF

When a draft DCF in a paper workflow is ready to be printed and sent to the site, and marked
as “New,” you will use the Submit command on the Actions palette.

To send a draft DCF:
Open a draft DCF that is going through a paper workflow.
From the Actions palette, click Submit.

Datalabs changes the DCF's status to “New” when you are returned to the DCF view.

Sending a DCF

When a draft or new DCF is ready to be sent, you will use the Send command on the Actions
palette.

To send a DCF:
Open the DCF.
From the Actions palette, click Send.

Datal.abs sends the DCF and changes the DCF's status to “Viewed” when you are returned to
the DCF view. It now appears on the Patients tab and CRFs tab views; as well as in the DCFs
column, and is marked with the DCF icon (?) The sent DCF cannot be edited, only answered.
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Deleting Draft DCFs

Only draft DCFs can be deleted.

To delete a draft DCF:

1 Open a draft DCF.
2 From the Actions palette, click Delete.

The DCF is deleted; it cannot be restored.
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Manually-Generated DCFs

Manually-generated DCFs are created by reviewers and study personnel, those who review the
data as it is entered into DataLabs. These DCFs follow a slightly different workflow than those
generated automatically by a query.

Answering a DCF

When you open a manually-generated DCF, you are expected to provide a response; the
response is then reviewed.

Note: If a restricted CRF is associated with the DCF, you must have the proper permissions to
access the restricted form. If you do not have the proper permissions, the form name appears
on the DCF as text, instead of a link to the CRF.

To answer a manually-generated DCF:

Open a DCF that has a “Sent” or “New” status.
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From the Actions palette, click Answer.

From the pop-up menu, do one of the following:

To provide a response without editing the CRF, click Answer (see step 6 below).

To edit the CRFs to answer the DCF, click the CRF Name (sce the following steps).
The CRF opens in edit view (if you have auto-checkout turned on).

Make the necessary changes to the CRF.

Click Save & Check In.
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The “CRF has been saved and checked in successfully” message appears and you are
returned to the DCF.

6 From the Actions palette, click Answer, and then click Answer on the pop-up menu.

The Answer DCF dialog box appears.

Answer DCF

Response:

| Save |
/7 Type a Response and click Save.

Your answer is saved and the DCF status is changed to Answered.

ko, Hilles Massry |00
I_'“_h_“m I ey Desmviphion Ta CRF @ ral cosgists
'n:g = | Pl torplen B CIF
P [F orspanee Complited the CEF
ke | PIRrven e = I
=TT s N KT
Dra® i Condideniiall T+ & b v P
St o Mowhiin
i L Duabe, Tirm [T
d 12200 2 B P ST Frre— "
St ; Ve VN {00 4435 P AT Vilen By Cvmaory |
L » et 1082 00 0046 2 PR T Moy My (erraany |
COsined 1] et | W 005 £ § 3] PRLFET Ml My Dmmpinny |
g kg bl

Closing a DCF

Once the site has responded to a DCF (or a query) by answering it, it is up to the discretion of
the data manager to accept the answer given.

To close a DCF:
1 OpenaDCF.
Note: You can close any DCF that has a New, Sent, Resolved, or Answered status.

2 From the Actions palette, click Close.

The “CRF has been saved and checked in successfully” message appears and you are
returned to the DCF. Its status is now “Closed.”
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3 Click the Close button.

You are returned to the multi-DCF view. A closed DCF is shown as a None icon (#) in the
various views (see DCF Icons on page 273).
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Routing DCFs

Routing is a way to send data within Datal.abs. Datal.abs provides the ability to route a DCF
to another active user within the site. The content of a routed DCF message is similar to a

general inbox message, with the following differences:
® The message contains a hypetrlink to the appropriate DCF.
* The message contains header information which includes:

Patient, Patient Status, DCF Status, DCF ID, Query Reference, Primary Investigator,
Created By.

Note: The recipient of the DCF must have rights to view the DCF, otherwise the link will be
disabled and a rule tip will indicate the restriction to the user.

To route a DCF:

Open the desired DCF which you would like to route. Routing is a DCF-level action so it is
done directly from the desired DCF. In the below example the DCF ID 1 was chosen.

Patients " Inbox {3)
ﬁ 001-5an Diege | % | » All Patients » 234-345 » DCF Data Manager Portal |
Seatch 21| patient: {§234-345 Primary Investigator: Michael Lunde Created By: System
Patient ID: DCF I 1 DCF Status: ¥iewed Query Reference: IsPatientEnrolled /967

Query Description: The patient is not enrolled,

_ Action Request: The patient must be enrolled in order to participate in the study.

¥ peodvtoruet

[Confidential These records should be retained through 12/31/2222]

Click Route
DCF

Actions a
# Print DEF

# AnswWer

# Close

Route DCF

Workflow
Action Date, Time User

Wiewwed 11/13/2007 07:58:04 PM GMT Miles Massey {galmmassey)
Sent 11/12/2007 08:21:18 PM GMT System (System\System)

5
A)

From the Actions palette click Route DCF. The Route DCF screen appears.

Send Message | 3 Route DCF -- Web Page Dialog X
L

Routed DCF Message

Print '_/ Patient: 'ﬁ 4-345 Primary Investigator: Michael Lunde Created By: System

Message Query Ref
. . uery Reference:
DCF Jef 1 DCF Status: Yiewed IsPatientEnrolled/ 96,

|Mi|:hael Lunde;Miles Massey;Michele Fallan; |

0iCF:  001-San Dieqo/234-345/1,/The patient is not enrolled.

Priority of
message can be
either normal or

high.

Subject: | Testing The DCF ROUTING FUNCTION| |

Next, you will have the options of choosing the recipients To send to. Select the To:

button.
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The Select User page appears.

Note: Only users associated with the sites that the sender is associated to and who have
opted—in to receiving messages will appear. See Setup Section in User Preferences.

2 Select Users - Web Page Dialog

Mame | Username

[ Erin Jancic ejancic

[ Michael Lunde miunde
Jerry Lundegaard jlundegaard
Miles Massey MMassey

Message Recipients

|Jerry Lundegaard;Miles Massey, |

[ ok | [ cancel |

Select the User Names from the list whom you would like to send the message to and click
OK.

This brings you back to the Untitled Message page.
Type a Subject and Message.

Click Priority to send via High Priority d?"”m"“’) or leave unhighlighted for normal message
status.

Click Send.

This will send the message to the appropriate users and bring you back to the Inbox page.

Routing a DCF: Actions
The following actions can be taken from the Route DCF page:
Send — Send Message

When a DCF is successfully routed the following message will display:

Route DCF Successful

Print — Print the message.

Priority — You have the option to mark a routed messa?re as High Priority. When high

priority is selected you will know by the Priority button (') being highlighted.

By choosing High Priority the message in the recipient’s inbox will have a high priority
icon (Ed) in the place of the standard message icon ().

Viewing a Routed Message
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Routed messages appear in the recipients’ Inbox.

From the Inbox Tab select Mail in the Folders palette.

Weel o, Millew Mian y
ok o, Moy Y L Sugomate sy il n a fom

Click on Desired
Message

L/ 1377007
IHEACES 1=
GMT

From the Inbox select desired message. This will bring you to a Routed DCF Message page
similar to the following;:

3 Routed DCF Message -- Web Page Dialog

=4 Print | % Delete | -4 Reply | i-2 Farward -

_/ Routed DCF Message
Reply to [——|

Sender of DCF Patient: ﬂ 005-PTO Primary Investigator: Michael Lunde Created By: 9wstem

Query Reference:
IsPatientEnrolled, 389,

DCFID: 16 DCF Skatus: Wiewed

Forward to another | ~1From: Michael Lunde

user in the system DCF:  001-sitel /005-PT0/16/The patient is not enrolled.
Subject:  Routing a DCF

Can you really route a DCF through the Clinical 4.2 Framework?

DCF: https://galSMaseratifDef ault, aspxPrabRequested=38pageR equested=5425itek ey=1 20 Fkev=168Patientkey=21

In the Routed Message Header you will find the following pertinent information regarding

the DCF:

Patient: E‘ 005-PTO Primary Investigator: Michael Lunde Created By: System
, ui CQuery Reference:

DCF I 16 DiCF Skatus: Wiewed IsPatientEnrolled /389

Patient: Displays patient ID and patient icon indicating the status of the patient.
Primary Investigator: Name of the Primary Investigator for the site.

Created By: Displays the creator of the DCF. If the DCF is created as a result of a Query, this
will display “system.”

DCEF ID: Displays appropriate DCF ID.
DCEF Status: Displays where in the DCF process the DCF is (example: Viewed).

Query Reference: Displays the query the DCF is associated to. If the DCF was created
manually this will display “manual.”

In the Routed Message Body you will find the following:
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From: Michael Lunde

DiCF: 001-sitel /005-PTO/16/The patient is not enrolled.

Subject:  Routing a DCF

Can wou really route a DCF through the Clinical 4.2 Framework?

DICF: https: fiqalSiMaseratifDef ault, aspxPtabRequested=38pageR equested=542Sitek ey=18DCFKey= 1 68Patientkey=21

From: Sender — The user who routed the DCF.

DCEF: Links to the routed DCF. If you do not have permissions to view this DCF when you
mouse over the link a tool tip will display an indication that you do not have access to the DCF.

Subject: Displays the subject as specified by the sender.

Message: This is the message the sender chose to include.
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Query-Generated DCFs

A query is a logical test that is run against data in Datal.abs that returns a value of true or false.
When a query returns a “True” value, it is commonly referred to as “fired.”

Queries can be setup to automatically generate DCFs when they fire. Query-generated DCFs are

Queries are created and scripted in the design phase to automatically check the content of data
entered into the forms.

Queries

There are two types of queries generated by Datalabs. Both types of follow the same rules for
triggering, running, and re-firing. The difference is in what occurs after the return value is
received.

DCF-type: If a DCF-type query returns true it will generate a DCF for the appropriate forms.
Notify-type: If a Notify-type query returns true it will send an entry to the inbox table.
The message will contain the following information:
ID — Query’s unique identifier.
Study — Study name.
Protocol (Version) — Protocol name and version number.
Site — Site Name.
Patient — Patient ID.
Patient Status — Current status of the patient.
Possible Statuses:
= Screened
= Failed
=  Enrolled
= Discontinued
*  Completed
Query Notification Date — Date the query notification was generated.

Event-Form — The event name and form for which the query notification was generated.
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Description — Description or the query.
Action Requested — Description of the action request.

If you select Query Notification in User Preferences you will get a message in the inbox for all
notification queries that fire for a site you have rights to.

User Preferences User Preferen

Actions & Michael Lunde

» Change Password

Username: QA\mlunde
Display MName: Michael Lunde

Email Address:

Email Forwarding: [J (Farwards ko your external email when you receive a new mail message or signature request in your Inbox)

Portal: Data Manager Portal v

F Auta Checkout: O

O Complete Change History (&) Basic hange History

@incude O Exelude (Indicate if you want to be included in the message recipient lisk)

Signature Notificatiod [ (Sends natification of signature requests to your Inbax)

Query Motification:

(Sends an alert when a notification query is received in your Inbox)

All queries are DCF-type by default. Likewise any new queries will be DCF-type by default. If a

query is set to a Notify-type and that query is modified as a result of a Study Update, the type
will not be affected, that is it will remain as Notify.

Study Administration » Query Management » Cholesterol _1
Search 21| £ cholesterol_1 Study Yersion: 1.1
Mamne: -
Description: Yalue exceeds the masinmum length for this item.
Action Request: Enter fewer digits
Type: Status:
Default DCF Status: g on ‘Warn user of activity

Changing Query Type

When a query is changed from DCF-type to Notify-type, the user will be notified that “By
changing this query to type “Notify” any existing DCF for this query will be closed. Are you
sure you want to continue?”

Datal abs

By changing this query ko bype Matify any existing DCF For this
query will be closed, Are you sure wou want bo continue?
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You will be given the option to: Continue or Cancel. By Continuing, any outstanding DCF for
that query will be Closed with a response of “Query Type changed from DCF to Notification.”
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Query Generation
Queries are generated at two levels:

Question level: The query checks the value of a field when you navigate from it to make sure it
is valid. This indicator fires when you exit the field, alerting you that you may need to correct
the data before submitting the CRF (and thus avoid triggering a query). For each field, the study
designer can check the field data for the following:

Required — The field cannot be left unanswered (blank).

Data format — The data entered must be the proper data format (integer, float, text, date,
etc.).

Range — The data entered is outside of the defined range (numeric range, date range, etc.).

Minimum/maximum length — The data entered exceeds the total number of characters
or numbers allowed. For numeric fields, the decimal point is not counted in the length, so
the length for “123.456” is 6.

Minimum/maximum precision — The data entered exceeds the maximum precision—
the total number of digits to the right of the decimal. For example, a max precision of 3
would allow “123.456” but not “12.3456.”

If any of these fires a query, the question is marked with a DCF icon (?)

Form level: Compares values between fields on a CRF when you save and submit the form.

Query Processing

All queries associated to a particular CRF are run when a form is submitted. Once a CRF has
been submitted, only queries associated to modified fields are run when the form is saved.

Note: You may design queries to generate a DCF when you submit a form and the value fires
“true” to being outside of its pre-defined check range. This will occur even if the previous DCF
was manually closed and/or the previous value was valid or invalid.

For all non-form data, all associated queries are run when the data is saved.

Initial-Single CRF

When an individual form is saved for the first time, all queries for that CRF are run. All DCF-
type queries that fire true are displayed to the user, with the following exceptions:

e Those that have not been designated as “Warn User.”

e If the user is in the Site Portal, those that will generate or resolve Draft DCFs.
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The user has the option to continue or cancel. If the user continues, DCFs are generated. If the
user cancels, they are returned to the form.

Upon Save of the form, all necessary DCFs and Notifications are processed.

Save-Single Form

When an individual form is modified and saved again, only those queries that are associated to a
field that has changed are run.

All DCF-type queries that change from true to false (resolved) or false to true (fired) are
displayed to the user, with the following exceptions:

e Those that have not been designated as “Warn User.”
e If the user is in the Site Portal, those that will either generate or resolve Draft DCFs.
When in production mode, the question number and query description are displayed for each.

Notify-type queries will not be shown in the activity message.

Warn User

DCF-type queries which are marked as “Warn-User” will indicate error icon (exclamation point)
upon changing data if the query will fire, and through a query activity message upon saving the
form if the query will either fire or be resolved through the process of the save. Queries which
would fire but are not marked as “Warn User” are not displayed in the query activity message.

Warn User is locked to OFF for Notify-type queries.
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Resolving a DCF

Query-Generated DCFs

Whenever possible, you should try to resolve a query-generated DCF by correcting the data

rather than answering the DCF. This way you save study personnel the extra step of verifying

correct data.

To resolve a query-generated DCF:

Open a DCF that has a “Sent” status.
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From the Actions palette, click Answer, and then click the CRF Name on the pop-up

menu.

The CRF opens in edit view (if you have auto-checkout turned on). The question that fired

the query is marked with a DCF icon (Lgl)

Height
[] 4 Heiaht[999.99];

-
in

Make the necessary changes to the question.

Height

O 4. Height [399.99];

805

Enter new value:
Reason for change:

liZapital "o" used instead of 0

Cancel

Click OK.

Click Save & Check In.

The Queries Result message box appears, noting that the query was resolved.
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Queries Result

Resolved Queries:
® DataType Yiolation

6 Click Continue.

The “CREF has been saved and checked in successfully” message appears and you are returned
to the DCF. The DCF now has a “Resolved” status.
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Closing a Resolved DCF

Note: This Functionality is specific to Data Manager portal users.

Once the site has responded to a DCF by resolving it, it is up to the discretion of the data
manager to accept the answer given.

Note: If you have auto-close enabled (see Study Management on page 74), you do not need to
manually close the DCF.

To close a DCF:
1 OpenaDCF.
Note: You can close any DCF that has a New, Sent, Resolved or Answered status.

~ From the Actions palette, click Close.

The “CRF has been saved and checked in successfully” message appears and you are
returned to the DCF. Its status is now “Closed.”
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Click Close.

You are returned to the multi-DCF view. A closed DCF is shown as a None icon (#) in the
various views (see DCF Icons on page 273).

Auto-Closing Resolved DCFs

Note: This Functionality is specific to Data Manager portal users.

One of the settings in Study Management enables DatalLabs to automatically close any resolved
queries. If this setting is turned on, and you correct the answer to a question so that it resolves a
query, Datal.abs moves it from the Resolved status to Closed. (If auto-close is turned off, DCFs
with a Resolved status must still be reviewed by data management personnel before they can be
closed.)

Note: For more information on automatically closing all system-resolved DCFs, see Study
Management on page 74.
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Printing DCFs

Datalabs allows you to create PDF versions of DCFs that can be saved and printed. The PDF

contains all the DCF details, as well as a barcode that can be scanned.

Data Clarification Form

Study:  AspirinNew DCFID: 12
Protocol: ASCT-5150 Batch ID: 6
Patient:  1973-KAM Patient Status:  Enrolled DCF Status: Draft
Site 007 - Tallin Created By: Miles Massey Created on:  10/21/2005 9:15:38 PM
Related Forms Event Reference
Demographics Screening 4.Race (if &quot;Other&quot;)
Query Description: "Mixed" is not specific.
Action Request: Please provide more detail.
Response:

Signature: Date:

DataLabsxC Ginical®
Printed on:  10/25/2005 10:34:31 AM Page 1 Of 1

| RO AR IR

Printing Individual DCFs

Using the Print DCF command on the Actions palette, you can create a PDF version of the
DCF you currently have open.

To save and open the print file:
Open the DCF in the DCF view.
From the Action palette, click Print DCF.

The File Download dialog box appears.
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Do one of the following:
Click the Save button to save a PDF version of the DCF to your computer.

Click the Open button to open a PDF version of the DCF in Adobe Acrobat.
Batch Printing DCFs

Note: This Functionality is specific to Data Manager portal users.

For studies that use a paper DCF workflow, Datalabs allows you to mark DCFs that are ready
to be printed, and then to print them in batches.

Flagging DCFs “Ready to Print”

The “ready to print” flag is simply that: the DCF is marked with a print flag. You can flag a
DCEF “ready to print” at either the patient level/view, or at the DCF level/view.

R “Ready to
print” column

Ceaft Thes pustend s hesaght damiaced ol

To set DCFs “ready to print” from the patient view:

From the Action palette, click Set Ready to Print.

The Set DCF's Ready to Print Flag page appears.
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Select the DCFs you want to mark in the Flag Requested column.
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Printing DCFs

You can also Select All or Clear All of the flags.

3 Click Save.

The “Ready to Print Completed”
message appears when you are
returned to the patient view. The

DCFs are now flagged with a “ready

to print” icon.

Printing Flagged DCFs

Patient D +_|DCF 1D [status | query escrption [ hona | £ |
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Using the Set Ready to Print command on the Action palette, you can create a PDF of the
DCFs that have been flagged “ready to print.”

To print:

1 On the DCFs tab, navigate to the patient view.

~ From the Action palette, click Set Ready to Print.

The DCF Print Wizard page 1 appears.
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5 Change any Print selections and click Next.

The DCF Print Wizard page 2 appears.
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Chapter 8: DCF Management

Select whether you want a Batch Print ID assigned to the print job.

The Batch Print ID is sequentially numbered, allowing you to keep track of the total DCF
print jobs done for the study.

Select whether you want, of the DCFs selected to print, the Draft or New DCFs Marked
as Sent.

Click Next.
The DCF Print Wizard page 3 appears.
Click Finish.

The “DCF Print has been queued successfully” message appears when you are returned to
the patient view. The DCFs are now queued to be printed.

Click the Inbox tab.

The Inbox displays a “DCF Print Request Ready” message. The length of time it takes for the

export to complete depends on the number of DCFs you are exporting.

Saving and Opening a DCF Batch Print

When the print request is complete, it appears in your Inbox as a link to the file.
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To save and open the print file:

Click the “DCF Print Request COMPLETE” link.

The File Download dialog box appears. The exported PDF file has been compressed into a
ZIP file.

Click the Save button.
The Save As dialog box appears.

Choose the folder you want to save the ZIP file to, and click Save.

The PDF contains all the DCF details, as well as a barcode.
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Chapter 9: The Signature Process Overview

Overview

This chapter covers the following material:
B The signature process
B Signature statuses
B Requesting signatures
B Responding to signature requests
Signing
Rejecting
Skipping

B Searching for CRFs ready for signature
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Signature Process

When a patient (or a subset of CRFs) is ready for signature, the study personnel can initiate the
signature process.

Note: While signing and freezing CRFs occur at roughly the same point in the workflow,
whether a CRF is frozen before it is signed, or signed before it is frozen, varies from study to
study. For more on freezing CRFs, see Chapter 10: Freezing and Locking Data on page 321.

The signature process has two basic steps:

The data manager reviews the CRFs—and any related DCFs and flags—and requests a
signature by the assigned PI.

The Primary Investigator reviews the CRFs, and decides to sign, skip, or reject the signature
requests on one or more CRFs for a patient.

Note: Datalabs does not require a CRF to be frozen or signed in a particular order. You
can freeze a CRF at any time, just as you can request a signature at any time. DatalLabs is
flexible so that you can apply the freeze/sign rules of your organization.

Sighature Display

When a CRF is signed, the electronic signature is displayed in the CRF.

B my dated signature below, I werify that this case repart Form accurately displavs the results of the
examinations, tests, evaluations, and treatments noted within,

Pursuant to Section 11,100 of Title 21 of the Code of Federal Regulations, this is ko certify that T intend
that this electronic signature is to be the legally binding equivalent of my handwritken signature.,

[Confidential These records should be retained through 12/30/2005]

The electronic signature is made up of the following elements (and is recorded in the audit trail):

Attestation: The content of the sighature—what it attests to, and how it meets legal
requirements.

Signature: Displays both the display name and username of the PI.

Date and time: Displays when the CRF was electronically signed.

Note: If the signature attestation is changed during the course of a study, only CRFs signed
after the change will bear the newer attestation. See Chapter 9: The Signature Process on page
306 for more information.
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None of the
CRFs for this
patient have
been signed.

All of the CRFs
for this patient
have been
signed.

Some of the
CRFs for this
patient have
been signed.

Visible data on

at least one
signed CRF has
been changed.

Chapter 9: The Signature Process Signature Statuses

Signature Statuses

Datalabs uses icons to give you a visual representation of the status of CRFs during the
signature process.

Cumulative

Where there are multiple CRFs for a patient, DatalLabs uses four icons to show the cumulative
signature status of all the CRFs.

# None: No CRFs have been signed.
B Some: Some CRFs have been signed.
% All: All CRFs have been signed.

P Changed: Visible data on at least one CRF has been changed since being signed.
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Individual

When you expand a visit, the individual flag for each CRF signature is represented by a status
icon:

# Not Signed: The CRF has 7oz been signed.
v Signed: The CRF has been signed.
K Changed: The CRF has been signed, but visible data has been changed since being signed.

# Not signed/Signature Requested: The CRF has #o# been signed, and a signature has
been requested.
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o Signed/Signature Requested: The CRF has been signed, but another signature is
requested.

7 Changed/Signature Requested: The CRF has been signed, visible data has been changed
since being signed, and another signature is requested.

¥ Not signed/Signature Request Rejected: The CRF has o been signed, and a signature
request has been rejected.

L) Signed/Signature Request Rejected: The CRF has been signed, and a subsequent

signature request has been rejected.

¥a Changed/Signature Request Rejected: The CRF has been signed, visible data has been
changed since being signed, and a subsequent signature request has been rejected.

@ Invalid: The CRF signature is invalid.

The figure below illustrates how cumulative flags reflect what lies beneath them.
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Cumulative

ﬁ Patient; § 1002 npe Status: Envalled

Signature Statuses

Individual

Patiert: 1002 -rgr

Elweant 11707000 [Dpemo

Elviate 120572002

[wam e

LLLLLLCLRat

CEEE RS

Satus: Enralled

F

@xux\\(xtuxi!
TAXREXNXKED KX

T XX XD

Evertt o200z

[Elvnanz x50

v
x
»
*
)

Eﬁ)ix x XL

@ Patient: § 1852000 status: Enrolled
™ N o

RFs Yority | Riview | Review
v v L] L 4

Sians: Foealled

-
Hview | B

ALAL LS

I
LU N KRN \‘f

L4
®
]
x
L
L4
v
-

# Patient: § 1852000 status: Enrolled
™ N o
cres| DeFs | Verity | Review | Review | Sigred

B x x x g
® % % % <

Pationt; f 1HT2-nge

O Fveal | Bate | RFs
Clvettr  nj102000 Dpens

BxxXLLLLLLLH
LLLCULLLRS

Status: Unralled

NN
L4 L4

LA XXLLLLLY

Ex X X< HLAHE L

Lt

T LT

.@ Patiert; 2092 npe St Envolled
-
werily | B
L4

HE XX

Evator  upopoe @& 0 X =]
Elvez  1zmspoe o o v v
[ vty I x W x
[Evistos cnords B ® L4 x
Evsrts  awrex X R L4 *
EL'FJ;;--.--.-.:""é""!-"";""@"".

Using Signature Icons to Track Progress
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A “None”
cumulative flag
(#) means...

...none of the
CRFs are
signed.

A “Some”
cumulative flag
(&) means...

...at least one
CRF has been
signed (¥#),
but some have
not ().

An “All”
cumulative flag
(#) means...

..all related
CRFs have
been signed

(#).

A “Changed”
cumulative flag
(ﬁ) means...

...visible data
on at least one
signed item has
been changed

.

The status icons give you a visual representation of the progress of the signature process.

Basically, a green check (%) means there is progress or completion, a red X (#) means there is

no progress or there are issues to address, a yellow recycle symbol (&) means that there is at

least one CRF signed, and an orange flag (#7) means at least one signed CRF has been changed

since signing.
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For more information on CRFs, DCFs, flags, freezing and locking—and their status icons—see
the respective chapter on each.

Datalabs =« User’s Guide 312



Chapter 9: The Signature Process Requesting a Signature

Requesting a Signhature

Note: This Functionality is specific to Data Manager portal users.

When a CRF has met the necessary criteria to be completed, it is time to submit it to the
Primary Investigator for signature.

Note: CRFs that are locked or checked out cannot be signed.

To request signatures for a patient:
Open the patient in the patient view.

Click the Request Signature command on the Actions palette.

The Request Signature page appears.
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Do one of the following:
To request signatures for all CRFs for the patient, click the Select All button (__Selectall )

To request signatures for all CRF's for a specific event, click the All button for that
event.

To request a signature for each individual CRF, click the check box ().

Click Submit.

Datalabs =« User’s Guide 313



Chapter 9: The Signature Process Requesting a Signature
The Request Signature page contains the following items:

Patient: Displays the current patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Investigator: Displays the name of the assigned PI for the patient—the person who
receives the requests for signature.

Status: Displays the patient’s current status.
Select All button: Selects all the CRFs listed on the page to be submitted for signature.
Clear All button: Clears all previously selected CRFs.

All button: Selects all CRFs for the event. Pressing it again deselects all CRFs for that
event.

Event Name: Displays the name of the event.

CRE: Displays the CRF name and status icon (see Chapter 6: Entering Patient Data (CRFs)
on page 184).

DCFs column: Displays the DCF status for each CRF (see Routing CRFs on page 221).
Signed column: Displays the signature status of each CRF.

Frozen column: Displays the freeze status of each CRF (see Chapter 10: Freezing and
Locking Data on page 321).

Request column: Marks CRFs “Ready for Signature.” If the box is already checked,
deselecting it will cancel the signature request.

Note: Check boxes are disabled if the CRF is checked out.

Submit button: Submits the signature request(s) and returns you to the patient view.

Cancel button: Returns you to the patient view without submitting CRFs for signature.
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Responding to Signature Requests

Prior to final approval and sign off on a patient’s CRFs, the Primary Investigator should review
the data before providing final signature. During the final review of CRFs, the PI will have the
opportunity to review data and provide the final signature, or reject the signature request.

There are three ways to determine which CRFs are ready for signature:

B Review each patient CRF individually, opening each event to look for signature requested

status icons (ﬁ?, W,ﬁ)

B ook in your Inbox to see if any patient CRFs are ready for signature (see Signature
Request Inbox Messages on page 315).

B From an open patient, click Sign Casebook on the Actions menu to list all CRFs assigned
to you that have been submitted for signature.

Note: The Sign Casebook command appears only if there are CRFs ready to be signed.

You can take the following actions in response to a request for signature:
Sign: You are attesting to its accuracy by signing this CRF.
Skip: You are not yet taking action in signing or not signing this CRF.

Reject: You choose not to sign, providing a detailed explanation is required.

Signature Request Inbox Messages

If you have checked “Notify me of signature requests” in User Preferences, any requests for
signature are listed in the Work Queue section of the Inbox (see Changing Your User
Preferences on page 47).

Example: For example, often sites have study coordinators who will monitor the signature
requests and notify the Primary Investigator when there are new ones.
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To check your Inbox:

Click the Inbox tab. Go to the Work Queue section.

The Work Queue appears.

This Inbox item
is a CRF ready
to be signed.
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Click the item marked with the pencil icon ( 7 ) and with the subject “CRFs ready for
signature.”

The View Patient page appears.
Click the Sign Casebook command on the Actions menu.

The Sign Casebook page appears for that CRFs (see the following section on how to sign a
CRF).

Signing CRFs

You can use the Sign Casebook command on the Actions palette to list all CRFs assigned to
you that have been submitted for signature.

Note: CRFs that are locked or checked out cannot be signed.

To sign CRFs:
Open the patient who has CRFs ready for signature in the patient view.

The signature status for the CRFs ready for signature are marked with one of the icons
described in Signature Statuses on page 309.

Click the Sign Casebook command on the Actions palette.

The Patient view page appears, listing all the patient CRFs ready for signature.
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Do one of the following for each event:

To skip signing all CRFs for a specific event, click the All button in the Skip column.
(This column is checked by default.)

Note: CRFs marked skip appear in this list the next time it is opened.

To sign all CRFs for a specific event, click the All button in the Accept column.

To Reject all requests for signature for a specific event, click the All button in the
Reject column.

Note: If you choose to reject CRFs for signature, see Rejecting a Signature Request on page
318.

To skip, accept or reject a request a signature for each individual CRF, click the appropriate
option button (&) for each CRF.

To sign the CRFs, type your Username and Password.
Click Submit.
The Sign Casebook page contains the following items:

Patient ID: Displays the cutrent patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Investigator: Displays the name of the assigned PI for the patient.

Status: Displays the patient’s current status.

Note: Only those CRFs that have the signature status of “Ready” are displayed in this list.

Event Name: Displays the name of the event.
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CREF: Displays the CRF name and current status icon (see Chapter 6: Entering Patient Data
(CRFs) on page 184). If the CRF is checked out, the lock icon is displayed and option
buttons are disabled. Clicking the CRF will open it in view mode.

DCFs column: Displays the DCF status for each CRF (see Routing CRFs on page 221).

Signed column: Displays the current signature status of each CRF.

Option buttons: Selects what kind of response to take for each request for a signature:
Skip — Takes no action for the signature request.

Accept — Accepts the signature request. When at least one is marked “Accept” the PI
signature section becomes active.

Reject — Rejects the signature request. A link for “Add Reason” appears; after a
comment is added, “Edit Reason” is displayed in the column.

All buttons: Selects the actions for all CRFs for the event.

Example: For example, if you click the All button in the Skip column for Visit01,
Datalabs marks all CRFs for VisitO1 as “Skipped” for signature.

PI Signature Attestation: Displays the attestation that will be assigned to the CRFs that
are signed. The attestation—while displayed—is assigned to a CRF only if at least one
signature has been marked “Accept.”

Username: Defines your username—required by Datalabs to re-authenticate the PI before

the electronic signature can be assigned to the CRF, even if you are already logged into
Datal.abs.

Password: Defines your password—also required, even if you are already logged into
Datalabs.

Submit button: Submits the signature(s) and, if the PI is authenticated, returns you to the
patient view.

Cancel button: Returns you to the patient view without submitting any signatures.

Rejecting a Signature Request

If it is necessary to reject a request for a signature, you will be required to provide a comment.

To reject a request for a signature:

From the Sign Casebook page, select which CRFs you are rejecting a signature request:
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To Reject all requests for signature for a specific event, click the All button in the
Reject column.

To reject a request for a signature for each individual CRF, click the appropriate option
button (®) for each CRF.

An “Add Reason” link appears for the rejected CRFE(s).

¥ISITOZ (Select all in event) [an | [an | [an|

Physical Exam o w7 & & (*)  Add Reason
Concammitent Medications W W
Laboratory 1 U wl O 4] (%) Add Reason

Click the Add Reason link.

The Rejection Reason pop-up window appears.

Reason for Signature Rejection

Patient: |D 545-P5T Event: Common CRF: Screened
Site: 03-0slo Primary Investigator: Ben Geisler
Reason:
| save |

Type your reason for rejecting the signature request in the Reason box.
Click OK.

The “Add Reason” changes to read “Edit Reason.”

The Rejection Reason pop-up window contains the following items.

Patient ID: Displays the current patient status, and the patient ID (a combination of their
Screen/Enroll ID and initials).

Investigator: Displays the name of the assigned PI for the patient.
Event: Displays the event the CRF is associated to.

CRE: Displays the name of the corresponding CRF.

Site: Displays the site the patient belongs to.

Reason: Defines the text of the reason for rejection.
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OK button: Saves the comment and saves the CRF signature rejection.

Cancel button: Closes the window without rejecting the CRF signature.

Datalabs =« User’s Guide 320



Chapter 10: Freezing and Locking Data

Chapter 10:
Freezing and

Locking Data



Chapter 10: Freezing and Locking Data Overview

Overview

Note: This Functionality is specific to Data Manager portal users.

This chapter covers the following material:
CREF level

B Freezing and Thawing CRFs

Patient level

B Freezing and thawing patients

B [ocking and unlocking patients

Study level

B [ocking and unlocking a study
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Freezing, Thawing, Locking, Unlocking

As a study progresses, it will become necessary to finalize the data by protecting it from any
changes. There are two “levels” of data protection—freezing and locking—that you can use.

Freezing: Temporarily protects data from being edited. Freezing does not have the “official”
status of locking, and can be applied to a CRF or patient for any number of reasons.

Thawing: “Unfreezes” a frozen CRF or patient so that the data can be edited.

Locking: Protects data from being edited. Locking data is part of clinical trial workflow, and is
an “official” status.

Unlocking: “Un-protects” locked data—since official clinical trial protocol defines how data is
locked, unlocking data may require proper documentation and justification.

You can also freeze and lock different classes of data:
CREF: Freezes/locks individual CRFs.
Patient: Freezes/locks individual patients (and therefore their CRFs).
Study: Locks all study data, including patients and CRFs.

The following pages detail the steps you can take to freeze and lock data.

Overview of Actions Allowed

When a patient or CRF is frozen or locked, you are limited in what kind of actions you can
perform against the underlying data.

Action Permitted Forbidden
Freeze CRF Flags can be changed. No visible data can be changed.
Derived fields will still update. No DCFs can be created.

No Comments can be added.
Freeze Patient Same as frozen CRFs (previous). Same as frozen CRFs (previous).
Lock Patient CRFs can be viewed. No visible data can be changed.

No DCFs can be created.

No Comments can be added.

No flags can be changed.
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Freezing and Thawing CRFs

Freezing restricts the ability to change CRF data—although CRFs can still have DCFs assigned,
be signed and flagged.

Note: While you can freeze data both at the CRF and patient level, you are only able to lock
data at the patient level. See Freezing and Locking Patients on page 327.

Freezing CRFs

You can freeze one or more CRFs from the patient view using the Freeze CRFs command on
the Actions palette.

Note: While signing and freezing CRFs occur at roughly the same point in the workflow,
whether a CRF is frozen before it is signed, or signed before it is frozen, varies from study to
study. For more on freezing CRFs, see Chapter 9: The Signature Process on page 306.
To freeze one or more CRFs for a patient:

Open the patient in the patient view.

Click the Freeze CRFs command on the Actions palette.

The Freeze CRFs page appears, listing the patient’s CRFs.
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Note: Only those CRFs that are not already frozen are displayed in this list.
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Do one of the following:
To freeze all the patient’s CRFSs, click the Select All button (_)
To freeze all the CRFs for an event, click the check box () for that event for that event.
To freeze an individual CRF, click its check box ().
To clear all the check boxes, click the Clear All button .

Click Freeze. (Clicking the Cancel button returns you to your original page without freezing
CRFs.)

Datalabs freezes the selected CRFs and returns you to the page you accessed Freeze CRFs page
from. The status icons in the Frozen column reflect the new statuses, this time the CRFs you

froze have a green check mark % in the Frozen column.
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Thawing CRFs

If you need to edit data on a frozen CRF, you can thaw one or more frozen CRFs from the
patient view using the Thaw CRFs command on the Actions palette.

To thaw one or more CRFs for a patient:
Open the patient in the patient view.
Click the Thaw CRFs command on the Actions palette.

The Thaw CRFs page appears, listing the patient’s frozen CRFs.
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Note: Only those CRFs that are already frozen are displayed in this list.

Do one of the following:

To thaw all the patient’s CRFs, click the Select All button .
To thaw all the CRFs for an event, click the check box () for that event.
To thaw an individual CRF, click its check box ().

Click Thaw. (Clicking the Cancel button returns you to your original page without thawing
CRFs.)

Datalabs thaws the selected CRFs and returns you to the page you accessed the Thaw CRFs
page from. The status icons in the Freeze column reflect the new statuses.
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Freezing and Locking Patients

The benefit of using the multi-patient view is that you can save time by performing an action
against multiple patients rather than one at a time. From this page, you can perform an action
(freeze, thaw, lock, unlock) against one or more patients in the table.

Note: When you freeze or thaw at the patient level, what you are really doing is freezing or
thawing all CRF's associated with the patient(s). You aren’t actually freezing the patient. So if
you were to freeze all of a patient’s CRFs individually, the patient would end up, by default,
being shown as frozen.

Note: Editing a patient’s frozen CRF after they have been frozen thaws that CRF, and therefore
thaws the patient (but the other CRFs remain frozen). Similarly, since a patient workflow
Common form (Enroll, Fail, etc.) can be checked out when a patient is frozen, once the form
has been checked back in the patient is no longer frozen.

Freezing Patients

You can freeze one or more patients from the multi-patient view using the Freeze Patients
command on the Actions palette.

To freeze a patient:

From the CRFs: Multi-Patient view, click the Freeze Patients command on the Actions
palette.

Note: The commands available on the Actions palette depend on the current state of the
patients listed on the page. (For example, if none of the patients are frozen, the Freeze
Patients command appears, but the Thaw Patients command does not.)

The Freeze Patients page appears listing all the patients you were looking at on the multi-

patient view page (but who are not already frozen). From here, you can select which
patients you want to freeze.
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Do one of the following:
Click Select All to mark all the check boxes.
Click Clear All to unmark all the check boxes.
Click the check boxes to individually select and deselect the patients you want to freeze.

Click Freeze. (Clicking the Cancel button returns you to your original page without freezing
any patients.)

You return to the page you accessed the Freeze Patients page from, but this time the patients
you froze have a green check mark ¥ in the Frozen column, and the patient status icons now
have a blue sphere ( 'B)
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Thawing Patients

You can thaw one or more frozen patients from the multi-patient view using the Thaw Patients
command on the Actions palette.

To thaw a patient:

From the CRFs: Multi-Patient view, click the Thaw Patients command on the Actions
palette.

Note: The commands available on the Actions palette depend on the current state of the
patients listed on the page. (For example, if some but not all of the patients are frozen, the
Freeze Patients, Thaw Patients, and Lock Patients commands appeat.)

The Thaw Patients page appears listing all the frozen patients you were looking at on the
multi-patient view page. From here, you can select which patients you want to thaw.

[ SETIET

[
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Do one of the following:
Click Select All to mark all the check boxes.
Click Clear All to unmark all the check boxes.
Click the check boxes to select and deselect the patients you want to thaw.
Click Thaw.

You return to the page you accessed Thaw Patients page from, but this time the patient’s status
icon has returned to normal. (Clicking the Cancel button returns you to your original page
withont thawing any patients.)

Locking and Unlocking Patients

You can lock one or more patients from the multi-patient view using the Lock Patients
command on the Actions palette.

Note: You can only lock patients who have already been frozen.

Note: All event-related forms must be checked in before you can lock a patient—except the
patient workflow Common forms (Enroll, Fail, etc.). If you have one of these forms checked
out, you can still lock the patient given all their other forms are checked in. Once you try to
check in the form, an error will appear saying that you cannot check in the form because the
patient is now locked. You must unlock the patient to check in the form.

To lock a patient:

From the Patients: Multi-Patient view, click the Lock Patients command on the Actions
palette.

The Lock Patients page appears listing all the frozen patients you were looking at on the
multi-patient view page (since you can only lock patients that have already been frozen).
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Do one of the following:
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Click Select All to mark all the check boxes.
Click Clear All to unmark all the check boxes.
Click the check boxes to select and deselect the patients you want to lock.

Click Lock. (Clicking the Cancel button returns you to your original page withont locking
any patients.)

You return to the page you accessed Lock Patients page from, but this time the patients you
locked now have a padlock on their status icon ( i=).
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To unlock a patient:

From the Patients: Multi-Patient View, click the Unlock Patients command on the Actions
palette.

The Unlock Patients page appears listing all the locked patients you were looking at on the
multi-patient view page. From here, you can select which patients you want to unlock.

W 1eTecnane

[T

Do one of the following:

Click Select All to mark all the check boxes.

Click Clear All to unmark all the check boxes.

Click the check boxes to select and deselect the patients you want to unlock.

Click Unlock. (Clicking the Cancel button returns you to your original page without
unlocking any patients.)

You return to the page you accessed Unlock Patients page from, but this time the patient’s
status icon has returned to its previous frozen state.
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Locking a Study

Locking a Study

At the end of a study, when all CRFs are completed, DCFs resolved and signatures collected,
and the data is complete, it is time to lock the study.

Note: See Study Management on page 74 for more information on study management.

To lock a study:

Click the Study Administration item on the Administration menu (which is near the top-

right corner of the page).

The Study Administration page appears.

Study Administration

Study Administration

)
&)
&)
®
&

Site Management

Add and maintain sites, or give users access to sites.

Group Management

Add user groups and set their permissions.

User Management

Give Users sike access, set their default portals, or reset their passwords.,

Flag Management

Manage flag permissions and requirements.

Integratinn Management
Define general and critical criteria,

)
CJ)
)

e

&

Study Management
Laad ar reset a study, set study parameters, or lockfunlock a study,

Signature Management
Define the text of the PI signature attestation.

Duery Management

Wiew, run or search for queries,

Derivation Management
Wiew, run or search For derivations.

Casebook Management
Manage casebook reports,

From the Study Administration page, click ) Study Management.

The Study Management page appears.
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From the Study Management page, click the Lock Study command on the Actions palette.

A warning box appears, asking, “Locking this study will restrict the ability to make changes

to data. Are you sure you want to do this?”
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/. Click Continue.

Another message box appears, telling you,
“Lock Study Successful,” and a lock icon
displayed to the right of the study name.

Lock Study

Locking this skudy will restrict the ability to make changes ko
data. Are vou sure you want ko do this?

ASp ?
sbaticntsiy . Inbox |
| Study Administration : magement |
Actions ~ Study Locked
» Unlock Study
Skudy: ASPIRIN ﬂ

Unlocking a Study

For the rare occasion you need to unlock a study after having locked it, you can use the Unlock

study command on the Actions palette.

To unlock a study:

1 From the Study Management page, click the Unlock Study command on the Actions

palette.

A warning box appears, asking,
“Unlocking this study will allow the

ability to make changes to data. Are you

sure you want to do this?”

Z  Click Continue.

Unlock Study

Unlocking this study will allow the ability to make changes to
data. Are wou sure you want to do this?

Another message box appears, telling you, “Unlock Study Successful,” and the lock icon is

removed from the right of study name.
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Chapter 11: Inbox and Messages

Overview

This chapter covers the following material:

About the Inbox

Accessing the Inbox

Working with Inbox Messages
Routing a CRF or DCF

Inbox Preferences
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About the Inbox

The Datalabs Inbox functions as a system-wide internal email client. The Inbox displays all
system and user-generated messages and notifications for a user.

Note: Your DatalLabs email can automatically be forwarded to an external email address if an
outgoing email server has been configured for the study and if a valid email address has been
entered in your User Preferences.

The Inbox is organized into four folders: Mail, Jobs, Work Queue, and Sent Items. Each folder
receives specific Inbox messages as follows:

Mail

The Mail folder shows messages for routed CRFs and DCFs, messages from other DatalLabs
users, and alerts.

From the Mail folder, you can read messages, delete messages, create new messages and mark
messages as untead.

Thu 22 Oct 2003
09:50:28 PST
Thu 22 Oct 2003
09:15:41 PST

wed 21 Oct 2003
10:25:06 P5T
Mon 19 Oct 2003
16:47:47 PST

Jobs

The Jobs folder shows messages about the status of jobs: flag management, derivations,
exporting, queries, users, studies (staging, publishing, migrating), and DCFs. The messages
appear only for features you have permission to view.

From the Jobs folder, you can read messages, delete message, and mark messages as unread,;
however, while a job is in progress, the message the shows the job’s progress cannot be deleted
or marked as unread.
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Work Queue

The Work Queue folder shows messages for the CRFs checked out to you and patients whose
casebooks are ready for signature.

From the Work Queue folder you can delete messages or cancel CRF checkout; however CRF
checkout messages cannot be deleted.
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Sent Items

The Sent Items folder shows the message you have sent. From the Sent Items folder you can

delete messages.
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When a message is new or marked as unread, the subject appears in bold text. After the message
has been viewed, the subject appears in normal (non-bold) text.
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The following information is shown for each message:

Sender: Sender of the message—for the messages listed, “System.” (For Sent messages, the
recipient is shown instead of the Sender.)

Subject: Lists a description of the message and links to the appropriate page in Datal.abs.
Date/Time: Displays the date and time the message was received.
Email Status icon: Shows what the message pertains to:

B Checked-out CRF

7 Signature request

B8 Derivation management messages

# Query management messages

» Exported data messages

\ Flag Configuration

A High Priority Message
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Accessing the Inbox

To access the Inbox:

B Click the Inbox tab. The Inbox appears.

Note: The number in parentheses on the Inbox tab displays the number of #ew messages in

your inbox.

Welcome, Miles Massey | Log Out Study: Aspirin

" Inbox @

Patients

Inbox Data Manager Portal
Folders 20 [ mew |[ pelete || Mark as Unread |
Mail {3} 5
Sender Subject Date,/Time
Jobs {0}
Work 0]
Work Queue (0) [ (] Michefé Fallon RE: Cardio screen TN-8223 05/22/2007 10:34:05 PM GMT
T LEIITE
[0 & sarah Sorkin Please address CRF 05/22/2007 10:30:00 PM GMT
D 2| sarah Sorkin Patient CI85747 05/22/2007 10:28:36 PM GMT
O (=1 Miles Massey Patient out of age range? 04/23/2007 05:04:52 PM GMT

Receiving Mail

When a message is new, the subject text will display in bold. After the message has been viewed,

the text will display normal. Marking a message as Unread will revert the subject line display to
bold.

Note: Your Datal.abs email can automatically be forwarded to an external email address if an
outgoing email server has been configured for the study and if a valid email address has been
entered in your User Preferences.

Check boxes: Used to select messages to be deleted or marked as unread. CRF checkout
messages and in-progress messages cannot be deleted.

Viewing Messages

When viewing a message, the following actions will be available:

4§ Print | ¢ Delete | 4 Reply | o Forward

Print: Open the message in a printable format and prompts the print dialog window.
Delete: Permanently delete the message.
Reply: Reply to the sender of the message.

Forward: Forward the message to a new recipient.
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Status Icon: Indicates whether the message pertains to:
B8 Checked-out CRF
a .
# Signature request
Qﬁ Derivation management messages
]
#~ Query management messages
» Exported data messages
() Flag Configuration
=4 High Priority Message
Sender: Sender of the message—for the messages listed, “System.”

Subject: Lists a description of the message and links to the appropriate page in Datal.abs.

Date/Time: Displays the date and time the message was received.

To view a message:

Click the Inbox tab. The Inbox appears.
Open the folder that contains the message you want to view. The folder opens.

Click the link for the message you want to view. The message opens.

Reset CRF Message E

=i Print | 3¢ Delete | - Reply | (5 Forward A

Reset CRF Message
Patient: ﬁ 578-HHH Event: Screening CRF: Cardio Risk
Study: Aspirindl Protocol: ASCT-5150 (v1.0) Primary Investigator: None

From: Systemn

CRF: 100-Antelope Hills/578-HHH/Screening/Cardio Risk

CRF Reset - Screening/Cardio Risk for patient 578-HHH - COMPLETE.
View Surmmary.

Subject:

Completed CRF Reset Process

To print a message:

Open the message you want to print.
Click Print. The Print dialog box appears.
Select the printer you want to use to print the message.

On the Print dialog box, click Print.
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To delete a message:
Click the check box for each message you wish to delete.

Click Delete.

To reply to a message:
Open the message you want to reply to.

Click Reply. The Sender’s name immediately appears in the To box in the message header.

Routed CRF Message

= Send | =4 Print | ¥ Priority -

Routed CRF Message
Patient: ﬁ 578-HHH Event: Pain CRF: Pz
Study: Aspirindl Protocol: ASCT-5150 (v1.0) Primary Investigator: Na

|E|:I Crane =
CRF:  100-Antelope Hills/578-HHH/Pain/Pain
subject: |RE" Pain CRF for HHH

Click Send.

To forward a message:

Open the message you want to forward.
Click Forward. The To box appears in the message header.
Click the To button. The Select Users dialog box appears.

| Mame | Username
] Erin Joknsan gjohnsan
[ Michaer Smith msmith
Jerry Lunoeydary jlundegaard
Miles Massey mmassey

Message Recipients

|..Ierry Lundegaard; Wiles Massey; |

| 0ok | [ cancel |

Select the users you want to send the message to. When you select a user, the user’s name
appears in the Message Recipients box.

Click OK. The Select Users dialog box closes.
Click Send.
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Sending Mail

Sending mail in Datalabs is similar to using a standard email client, however messages can only
be sent to other registered DatalLabs Inbox users. A message can be sent to a user in any site
that you are a registered user on. While the Inbox is not intended to be used to send mail to
outside email clients, you can configure Datalabs to forward messages to an outside email
client.

To create a new message:

From the Inbox page, click New. The Untitled Message page appears.

=1 Send | =4 Prirt |iP

|

Subject: |

Click the To button. The Select Users page appears.

Note: Only users associated with sites you are associated with and who have “opted—in” to
receiving messages appear on the Select Users page.

| Mame | Username |
] Erin Joknsan gjohnsan

[ Michaer Smith mstmith

Jerry Lunaeygaaru jlundeqaard

Miles Massey MMmassey

Message Recipients

Jerry Lundegaard; Miles Massey; |

| ok | [ cancel |

Select the users you want to send the message to. When you select a user, the user’s name
appears in the Message Recipients box.

Click OK. The Untitled Message page reappears.

Enter a subject and message.

Click Send. The message is sent to the users you selected.
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Inbox Messages

Inbox Messages

You will notice that some of the messages that appear in the Inbox have active check boxes and

can be deleted, while others do not. Here is a summary of the types of messages that appear and

whether they can be deleted:

Subject Links to

See Checked out CRFs on page 343.

B Checked-out: patient The checked out No
ID/ event/ form name CRF.

See Signature Request Inbox Messages on page 315.

f::? Signature: CRFs The patient. Yes

ready for patient ID

See Query Inbox Messages on page 138.

7] .
e Queries waiting No link. No
,:5;: Query pre- No link. No
processing
‘55: Query pre- A summary of No
processin;g complete queries.
No link. No

iy
#~ Query running

A page showing a Yes
summary of all the
queries run.

Fa]
& Query complete

See Derivation Inbox Messages on page 123.

% Derivations queuing No link. No

Eﬁ Derivations No link. Yes
cancelled (queue etror)

ﬁﬁ Derivations waiting No link. No

% Derivations running No link. No

Eﬁ Derivations A page showing a Yes

complete summary of all the
derivations run.

Qﬁ Derivations A page showing a Yes

complete (with summary of all the
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Delete?

Note

Checking in (or Cancel Check Out) the CRF will
remove this message from the Inbox.

When you select “Notify me of signature requests”
in User Preferences (see Changing Your User
Preferences on page 47), you will receive messages
for any patients in all sites you are a member of.
Because some of the received requests may not
pertain to you, you are allowed to delete these Ready
for Signature notifications.

Query processing is waiting to start. The server
checks every 20 seconds for quety processing
requests.

No actual data is being processed—Datalabs is
testing the selected queries to give you a summary of
the entire potential run process.

You must click this link to go to the summary page
to start the actual query processing.

It shows the processing status and is replaced by the
Query complete notification.

If you complete the Run Queries process multiple
times, there will be a link to the summary for each
one.

Derivation processing is waiting to start.

Derivation processing was started, but encountered
an error.

Derivation processing is waiting to start. The server
checks every 20 seconds for derivation processing
requests.

It shows the processing status and is replaced by the
Derivation complete notification.

If you complete the Run Derivations process
multiple times, there will be a link to the summary
for each one.

This is essentially the same as the Derivations
complete summary, except that it lists the
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Subject

exceptions)

See Exported Data Inbox Messages on page 353.

» Export waiting

* Export running

» Export Complete

Links to

derivations run.

No link.

No link.

The exported file
SO you can save it
to your computer.

See Flag Activation on page 144.

\') Flag Configuration
waiting

\‘) Flag Configuration

running

\.) Flag Configuration
Complete

Synchronizing Users
Complete

Study File has been
staged (SzudyName vIN)

Study File has been
staged (StudyName vIN).
See compare report for
details.

Publishing of Study file
(StudyName vN) - com-
plete.

Migration of Site for
Study file (S7udyName
vIN) — complete. N of N
patients migrated
successfully.

No link.

No link.

A page showing a
summary of all the
flag configurations
run.

No link.

The study version
properties for the
staged file.

The study version
propetties for the
staged file.

The Study Version
Management page.

The exported file
SO you can save it
to your computer.

Checked out CRFs

Delete?

No

Yes

No

No

Yes

Yes

Yes

Yes

Yes

Yes

Inbox Messages

Note

exceptions generated by the derivations as well.

Export is waiting to start. The server checks every
20 seconds for export requests.

It shows the processing status and is replaced by the
Export complete notification when file export is
complete.

If you complete the Data Export process multiple
times, there will be a link to the resulting file for
each one.

Flag Configuration is waiting to start. The server
checks every 20 seconds for Flag Configuration
requests.

It shows the processing status and is replaced by the
Flag Configuration complete notification when Flag
Configuration is complete.

If you complete the Flag Configuration process
multiple times, there will be a link to the resulting
file for each one.

See Synchronizing Users on page 64.

See Staging a Fileon page 95.

Compare Report action is available on the Actions
palette.

Note Publishing.

Compare Report action is available on the Actions
palette.

Since you can have more than one CRF open at a time—that is, you have checked out a CRF,

but have not checked it back in—the Inbox shows all the CRFs you currently have checked out,

as well as CRFs that are checked out by other users that have access to your site.

Datalabs =« User’s Guide

343



Chapter 11: Inbox and Messages Inbox Messages

The “Checked-out” message (@) lists the patient ID/event/form name of the CRF that is
checked out, and links to that CRF. It also lists the site the CRF belongs to and the date and
time the CRF was checked out. For checked out CRFs messages, check boxes ate disabled.

To view the CRF associated with a message:

Click the Inbox tab. The Inbox appears.
Click the Work Queue folder. The folder opens.

Click the subject line of the message for the CRF you want to open. The CRF appears.

To check in a CRF (or cancel check out):
Click the subject line of a message to open the CRF.
The CRF appears.
Do one of the following:
»  C(lick Save.
»  (Click Cancel.
—OR—

Click the check box for each CRF you want to check in.

Click Undo Checkout. The CRF is immediately checked back in and is removed from your
Work Queue folder.
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Routing CRFs or DCFs

Routing is a way to send data within Datal.abs. DatalLabs provides the ability to route a CRF or
DCF to another active user within the site. The content of a routing message will be similar to
the general message, with the following differences:

B The message contains a hyperlink to the appropriate item

B Header information which includes:

®  CRF: Patient, Event, CRF, Study, Protocol, Investigator

®  DCEF: Patient, Patient Status, DCF Status, DCF ID, Reference, Created by

B If there is a DCF or CRF that is routed to a user who does not have rights to view the
routed item, the link will be disabled and a rule tip will indicate the restriction to the user.

For more information on additional steps please see Chapter 7: Entering Patient Data (CRFs)
on page 221 and Chapter 8: DCF Management on page 290 for additional steps on the subject.
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Inbox Preferences

To access Inbox preferences:

In the Administration drop-down menu, select User Preferences.

Data Manager Portal |w

Diaka Manager Portal

Lser Pref
Study Administrakion
Export
Reporting
Email Username: nrichards
FOFWarding |N0rm Richards |
Option Email Addres3y [prichards@clinphone. com |

Email Forwarding: (] ({Forwards to your external email when you receive a new mail message or signature request in your Inbox)

Chose Include or  ——] Portal:

Exclude to determine 0

if you are in the
Messaging Directory O Complete Change History (*) Basic Change History

Messaging Directory: Include ) Exclude {Indicate if you wank to be included in the message recipient list)

Signature Motification: | (Sends natification of signature requests to vour Inbasx)

Signature
Notification Query Notification: (Sends an alert when a notification query is received in your Inbosx)
Option Date & Time:
Format
Use Clinical System Setting v | S0 Format uses the 24 howr clock.
Time Zone
Query | Use Clinical System Setting V| [ autornatically adjust clock for daylight saving changes
Notification |_Save |
Option

Sites T Permissions ]
Site ID Site Name Site Status |

The Inbox preferences include the following options:

Email Address: Enter an external email address to which Datal.abs can forward Inbox
messages to.

Email Forwarding: Specify an email address to which DatalLabs can forward Inbox messages
to.

Inclusion/Exclusion from messaging directory: Choose if you want to be added to the
message recipient list. If you choose to Exclude, you will not receive mail messages from other
users, but you will still receive system generated messages.

Signature notification: If you need to monitor signature requests for a, checking this box has
Datalabs send a notice to your Inbox whenever you are sent a request for signature. For more
information on the signature process see Chapter 9: The Signature Process on page 306.
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Query notification: Allows the user to receive a mail message in their DatalLabs Inbox
whenever a Notification Query fires true for a site they have access to. Default is set as
unchecked. For more information see Query Inbox Messages on page 138.

Inbox preferences are accessed on the User Preferences screen.
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Overview

Datalabs enables you to export system data in two ways:

B Quick Export, which exports only patient data, so that it can be viewed and analyzed by
externals tools.

B Archive Export, which exports DataLabs site & patient data so that it can be published at
the end of a study as PDF files that are compliant with the FDA's regulatory standards and
can be used for investigator review.

Both methods export the data as CDISC ODM 1.2.1-compatible XML.

To access the export screen:
B From the Administration menu, click Export.

The Export screen appears.

Wiskome, Michael Lunde | Loa 0

Esport F et

% ek Expaort
W) Crpate o fia corkaning selactid CRF aced Paliert dati.
\:} Archive Export
— A aapafeiedd CDEEC &apt 1o b S whei st 4 iy & chive.

Note: Select how much data you wish to export wisely. The more data you choose to export,
the more time it will take, the more demand will be placed on the server, and the larger the
resulting file will be.

Note: An exported file is saved in the study database on the server until it is deleted from the
Inbox. Therefore, exports should be saved to a local computer (and then manually deleted from
the Inbox).

Tip: You can limit which users have the ability to export by setting their group permissions. For
more information about editing permissions see Editing the Permissions for a Group on page
60.
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Export Prerequisites

You can only perform an export if there is at least one study published and you have access to
one or more sites.

If you try and do an export and a study has not been published, then the following will apply:

B Message alert will be displayed, “In order to perform an export, a study must be published,”
when the mouse hovers over the Quick Export or Archive Export option.

Export

!’) CredIn order to perform an export, you musk have access to at
least one site,

é) An expanded CDISC expart to be used when cresting a study archive,

B Export menu shall remain enabled but you will not be able to access the Quick or Archive
Export functions.
If a study has been published but you do not have access to at least one site, then the following

will apply:

B Message alert will be displayed, “In order to perform an export, you must have access to at
least one site,” when the mouse hovers over the Quick Export or Archive Export options.

Export

\t) Create a file containing selected CRF and Patient data,

é) an = rchive.
In order to perform an export, you must have access to at
least one sike,

B Export menu shall remain enabled but you will not be able to access the Quick or Archive

Export functions.
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Quick Export

Quick Export exports DatalLabs data as a CDISC ODM 1.2.1-compatible XML file so that it
can be viewed and analyzed by external tools. The exported data is essentially a “snapshot” of
Datalabs study data (see What Is Exported on page 353). You can export data for all sites and
patients or limit it to just a subset—you are limited to those sites that are assigned to you.
Datal.abs exports a single XML file that is packaged into a ZIP file.

To export data:

From the Export menu, click Quick Export.

Note: The Quick Export link is disabled until a study is published, a site is added and a user
is associated to a site.

The Quick Export page appears.

e, Miles Massey | Log ot Study: Aspirin
Patients CRFs DCFs Inbox {4)
Expott » Quick Export Export bl
’ Quick Export
Site:
Patient: (*must select site before patient can be selected)

Format: CDISC w121 %

|_Enport | Cancel

The Quick Export page gives you the following export options.

Site: Select which site to export from the list of sites you have access to. You can also select
all sites you have access to, but not a combination of multiple sites.

Patient: After selecting a site, you can select a specific patient from that site or all patients
from that site to export. You must select a site before this field becomes available.

Event: Allows you to select which events to export. If you’ve selected a site or patient, you
are limited to events available to that site or patient.

Example: For example, you may want to analyze all the Screening event data for patients at
the 5151-Santa Monica site.
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Quick Export

Forms: Selects which CRFs to export. If you’ve selected a site, patient or event, you are

limited to forms available to that site, patient or event.

Example: For example, you may want to analyze all Vital Sign form data for patient 1973-

KAM.

Format: Selects the file format, currently only CDISC ODM 1.2.1 (*.xml).

Select your export options.

Click Export.

The Quick Export dialog box appears, telling you a
link to the exported file will appear in your Inbox.

Click OK.
Click the Inbox tab.

Click Jobs from the action palette.

Quick Export

Please refer to your Inbox for expart status and ko download the
completed export file,

Paom Datatrtryarta

Deiete Mark s lread |
i)
Ju 1)
ek Cume (]
et oy W Somen  Export (G 02 wekrg

o

1713007
(71500 PM
s

The Inbox displays a “waiting” message. The length of time it takes for the export to
complete depends on the number of CRFs you are exporting.

When the export is complete, it appears in your Inbox as a link to the file.

Ik Poager [ta Erip Fortal %

[ 2 Deletr ks an Lrerad

g (11

|t ] B [ Sender  Sulijent Dt Tirme

i 18/E T

et 01 ™ Sysben  buiort (Oach s 91 - complete, Dombaad e, LE=TT
=]

To save a Quick Export file:

Click the Export (Quick): #[N] — complete (100%). Download file link.

The File Download dialog box appears. The exported XML file has been compressed into a

Z1IP file.
Click the Save button.

The Save As dialog box appears.
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Choose the folder you want to save the ZIP file to, and click Save.

To delete the Quick Export file from the server:
From the Inbox, click the check box for the exported file.

Click Delete.

Exported Data Inbox Messages

When you have exported data using the data export, there are three inbox messages used to
show the progress of the export:

Export (Quick): #[N] - waiting

Export (Quick): #[N] - running ([P]%)

Export (Quick): #[N] - complete. Download file.

(Where #[N] is the number of sequential export runs since the study was loaded.)

The export messages (*) lists the export number. Once the export is complete, the inbox
message serves as a link to the ZIP file that was exported so that you can download it. The
check box enables you to select the exported file and delete it from the server.

What Is Exported

The Quick Export will create an XML document containing any site, patient, event and form
data which you selected in the export criteria unless specifically filtered out.

m  All site data that you have access to.
Note: If a site has been queued for migration, the data for that site will not be exported.
m  All patient data associated to those sites.
®  All published event data for the selected patient(s).
B All published form data for those events regardless of their submittal status.

B [fa form has been reset, only the data that is currently submitted for the form appears in
the XML document.

B If you do not have permission to view restricted access forms, the data associated with
restricted access forms will not be exported.

m Al filtering options are independent except the “patient” field, which will be populated
based on the selected site and the associated patient(s) in that site. The patient drop down
will be disabled until a site is selected.

Note: It is possible that exports can occur with no patient data.
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Filtering Examples

FEach of the four filters default if All is selected.

All of the information listed will appear in the XML document.

You select a specific event and form from the filters; and site and patient are left at All

The only patient data that is exported will be instances of the form within the specified
event. The exported file will include all sites and patient level information, but only the
specified form data will be exported.

You select a specific event and the remaining three filters are defaulted to All

All site and patient level data is included; and only the form data related to the selected
event, will appear in the XML document.

You select a specific form and the remaining filters are defaulted to All

Then all site, patient, and event level data will appear in the XML document even if they do
not contain the selected form. The only form level data which will be exported will be for
the selected form.

Note: Any forms in Paper Data Entry will be excluded from export until the form is
submitted.

The following summarizes what is and is not included in the exported file:

Included:
Study ID and Protocol ID
Site ID and Patient ID

Form Data

Excluded:
Event Dates
Changes History
Comments, DCFs
Patient Workflow Status
Signatures & Flags

Freeze/Lock Statuses

For a detailed list of which CDISC elements are included (and which are not), see Export File
Elements on page 364.
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Archive Export

Archive Export exports DatalLabs data so that it can be published at the end of a study as PDF
files that are compliant with the FDA's regulatory standards and can be used for investigator

review, inspection and archival purposes.

Archive Export creates a "transactional” export of the DataLabs study data, selecting specific
sites, which include patient data, exporting a structured set of XML files (extended CDISC
ODM 1.2.1-compatible) and collecting them into a single ZIP file.

You can then load this ZIP file into a standalone Study Archive Ultility to convert the XML files
into a set of PDFs.

To export data:
Select Export from the dropdown in the upper right.

The Export Screen appears.

Export

Quick Export
\?) Cresbe a file cortaining selected CRF and Patient data,

Archive Export
\é} A expandsd COESC export b be used wien cresting & shudy srdhive.

Click Archive Export.

The Archive Export screen appears.

ne, Miles Massey | Log Qut

Patients Inbox {4}

Expott » Archive Export Export b

lj] Archive Export

Format: Extended CDISC v1.2.1

Select All Clear All

Site Patients Locked
[ & 100-Los Angeles 2 0%
] z00-Dublin 20 0%

|_Export || Cancel

The Archive Export screen gives you the following export option.

Sites: Select which site to export from the list of sites you have access to.
Select the sites you wish to export.

Click Export.

The Archive Export dialog box appears telling you a link to the exported file will appear in
your Inbox.
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Plezsa refer bo your Inbox For export status and to downlosd the
completed export file,

7 Click OK.

S Click the Inbox tab and select Jobs.

| Patients || CRFs || DCFs | Inbox(3)

Inbox ‘ Data Manager Portal s
Eolders 20| Delete || Mark as Unread |
bl {1} :
Jobs (3} B [] sender Subject
Work Queue (0 D4{z4(2008
Sent Items B System Export (Archive): #2 - waiting, 04:27:30 PM
GMT
4242008
] ® System Export {(Archive): #1 - complete. Download File. 03:51:01 PM
GMT
04/22/2008
O System  Publiching of Study file {Aspirin} - complete. 09:44:45 PM
GMT
04/22/2008
O System  Study File has been staged {Aspirin). 09:44:42 PM
GMT

The Inbox displays a “running” message. The length of time it takes for the export to
complete depends on the number of sites and CRFs you are exporting.

The following are the stages shown in the inbox which indicate the progress of the export
request.

Waiting — The export request is in the queue, but the process has not begun yet.

Running — The export process is occurring.

| Delete || Mark as Unread |

[ | I:] Sender  Subject

Date,/Time

B System Export (Archive): #7 - running (93%), Processing Sike: AY001-Antelope Yalley and Patient: 957-RGET (14 of 15) 06/10/2005 11:02:18 PM GMT

O % System Enport {Archive): #6 - complete. Download file. 06/10/2008 10:55:17 PM GMT

O ® System Enpork (Archive): #5 - complete. Download file. 06/10;2008 10:11:43 PM GMT

Datalabs =« User’s Guide 356



Chapter 12: Exporting Data Archive Export

The status of an export during this stage shows you:

Percentage complete between 0-99%; which is the number of patients exported
divided by the total number of patients to be exported.

Site ID for site currently being processed
Patient ID for patient currently being processed

Number of patients exported out of the total number of patients to be exported for
the site.

Exception — An error occurred and the export request could not be performed.

Complete — the export process reached 100% and finished successfully.

When the export is complete, it appears in your Inbox as a link to the file.

What is in the XML Document?

The Archive Export document contains both site and patient data for the selected sites, which

will contain:

CRF data

Data submitted to a CRF

Data which was submitted on an item level (not including cleared items or are
initial default values)

Derived field data
Encoded field data
Read-only field data

Patient Workflow data

The change history of all submitted data (excluding PDE forms)
All published event data

All published forms, even if a form does not have a submitted status

Note: If a form has been reset, the XML document contains a complete history of all data that

was saved or submitted for the form, both before and after the reset occurred.

Note: If a site has been queued for migration, the data for that site will not be exported.
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Note: If you do not have permission to view restricted access forms, the data associated with

restricted access forms will not be exported.

To save an Archive Export file:

Click the Export (Archive): #[N] — complete. Download file. link. The File Download
dialog box appears. The exported XML files have been compressed into a ZIP file.

Click Save. The Save As dialog box appeats.
Choose the folder you want to save the ZIP file to, and click Save.

From here, you can use the Study Archive Utility to publish the data as PDF files that are
compliant with the FDA's standards. See the Study Archive Utility Manual that comes with the
product for more details on the data that is exported and how it is organized.

Note: When you open the zipped XML file in the Study Archive Utility, only valid Archive
Export ZIP files are listed. For a ZIP file to be valid, it must:

®  Free of tampering (validated by a CheckSum)

= Contain a valid electronic signature

To be safe, you should not edit the XML or otherwise tamper with it.

To delete the Archive Export file from the server:
From the Inbox, click the check box for the exported file.

Click Delete.
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Frequently Asked Questions

Study Administration

Why can’t | change my user account status from “Active” to “Inactive”
in User Management?

You cannot inactivate the user account you are logged in as. (If you were able to, you would
lock yourself out of DatalLabs and have no way to log back in.)

CRFs

How come when | go to a form it is read only? Why do | have to check it
out first?

Datalabs has a methodology of Check In and Check Out. If you are a Site, you probably want
to just go to forms and be able to add/edit them. For that type of account, you would have the
Auto Checkout feature turned on so that you don't have to check out the form, it is
automatically done for you. If you are a reviewer and you just want to flip through forms, you
would have Auto Checkout turned off. You can turn this feature on and off by going to the
User Preferences, located in the upper right hand side of the screen under the drop down box.
Changing the Auto Checkout from no to yes and clicking Save will make it so forms are
checked out to you automatically.

How come | can only edit one visit? Where are the other forms?

The Datalabs system allows you to define which visits and forms appear based on the patient’s
status. For example, for a screened patient, the study only has the Visit 1 forms. Once enrolled,
Visit 2 shows up. Forms that are not attached to a specific visit like Con Meds would be located
under Common.

How can | get help in DatalLabs?

If you click the question mark in the yellow circle at the top right of the screen, it will take you
to a menu of topics for help. These help links will launch a flash-based movie that demonstrates
the section of the software that you are asking about. There are also manuals in PDF format.

Why does a new form have a Change History already defined for it?

If a patient’s status was changed, Datalabs “un-publishes” any events and CRFs associated with
the previous status (but saves the information in the Change History). When the patient is re-
enrolled, those events and CRFs are re-published and their Change History is published with
them. (See Overriding a Patient’s Status on page 173.)
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Troubleshooting

This section contains solutions and explanations of various situations and issues that you may
encounter while using Datalabs.

Printing Runtime Error

Symptom

From the Change History dialog box, you click Print and the following warning appears.

Error |§|
& Runtime Error has occurred,
Do yau wish to Debug?

Line: 92
Error: Access is denied.

‘fes Mo

A Runtime Error has occurred.
Do you wish to debug?

Line:92
Error: Access is denied.

Problem

Often this problem is caused by a “bad” browser plug-in or “spyware.”

To test whether this is the case:
From the Tools menu on your browser, click Internet Options.
Click the Advanced tab.
Uncheck Enable third party browser extensions (requires restart) and click OK.
Restart your computer.
Log in to Datal.abs and try to print the Change History.

If you are able to print, then you have a “bad” browser plug-in or “spyware” that is
interfering with printing.

Go back to Tools > Internet Options > Advanced, check Enable third party browser
extensions (requires restart) and click OK.

You will need to remove or disable the culprit plug-in, browser helper object (BHO), “spyware”
or “adware.”
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Solution
The print error can be caused by any number of plug-ins and third party extension. This section

will highlight some of the ways you can address the most common culprits.

Caution: We list the following tools as examples of what you can use to rid your browser of
spyware and “unfriendly” helper applications. If you install and use any of these applications,
you do so at your own risk. Review the software, the applications that they delete, and check
with your system administrator before implementing any of them on your computer.

To identify the offending plug-in:

Download BHO Demon (http://www.spywareinfo.com/downloads/bhod/).

Disable each plug-in in turn, and see whether you can pinpoint the culprit that way.

To disable a plug-in, follow the BHO Demon directions.

To remove malicious or bothersome plug-ins, browser helper objects (BHOs), or
“spyware” or “adware” applications, use one of the following tools:

B SpyBot Search & Destroy (http://www.safer-networking.org/index.php?lang=en) — utility

that removes spyware from your computer.

B Lavasoft Ad-aware (http://www.lavasoftusa.com/) — removes adware, privacy-invading

cookies, and the like.

B McAfee AntiSpyware (http://us.mcafee.com/root/package.asp?pkgid=182&¢cid=9904) —

eliminates malicious applications.

®  Spywarelnfo (http://www.spywareinfo.com/bhos/) —a list of known “browser helper

objects.”

To remove Divago Surfairy:

B See http://support.microsoft.com/?kbid=811165.
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File Download Dialog Box

If you happen to uncheck the Always ask before
opening this type of file check box on the File
Download dialog box, Internet Explorer will automatically
open the file you are downloading in IE. This means that
if you try to download the XML for a study version, the
entire XML will open in IE. To avoid this, make sure
Always ask before opening this type of file remains
checked.

Troubleshooting

File Download X

Do you want to open or save this file?

@ Name: Aspirintew_zML_Database.zip
Type: Compressed (zipped) Folder, 101 KB
From:  doc01.datalabsine. com

[ Open ][ Save ]\ Cancel |

Always ask before opening this type of file

“while files from the Intermet can be useful, some files can potentially
harm your computer. |f you do not trust the source, do not open ar
save this file. What's the rigk?

Note: If the check box has been deselected on your machine, and IE attempts to open rather

than save the file, please check with your IT department to enable this dialog box.
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Export File Elements

The following table summarizes CDSIC 1.2.1 elements are included in the export file:

Included Excluded
3.1 ODM 5.1 Admin Data:
32  Study 52  User

3.3  GlobalVariables 523 Location

3.4  StudyName 525  SignatureDef

3.5  StudyDescription 7 Clinical Data:

3.6 ProtocolName 7.3 EventData — 7.18 Audit Record
3.10 TranslatedText 7.4 FormData — 7.18 Audit Record, 7.13 Signature, and 7.8 Annotation
4.1 MetaDataVersion 7.7 ItemData — 7.18 Audit Record and 7.8 Annotation
43 Protocol

44  StudyEventRef

47 FormDef

48  ItemGroupRef

411  ItemDef

4.18 CodeListRef

421 CodeList

422 CodeListltem

423  Decode

7.1 ClinicalData

7.2 SubjectData

7.4  FormData

7.6  ItemGroupData

7.7 ItemData

722 SiteRef

See http://www.cdisc.org/models/odm/v1.2.1/index.html, for more information on the
CDISC 1.2.1 ODM.
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Index

A/B entty, 48, 68
About this guide, 10
Actions palette, 24, 159, 162,
164, 188, 191, 271
Add Comment command,
191, 195, 196, 230
Add Event(s) command, 176
Add Patient command, 167
Add Unscheduled Event
command, 180
Complete Patient command,
171
Create DCF command, 192
Discontinue Patient
command, 171
Enroll Patient command,
169
Fail Patient command, 169
Freeze CRF command, 192
Patient Status Override
command, 173, 362
Reset CRF command, 210
Thaw CRF command, 192
Active, 67
Active groups, 56, 59
Active queries, 128
Activity log, 16
Add Comment command, 191,
195, 196, 230
Add Patient command, 167
Add Site command, 103
Add Unscheduled Event
command, 180
Adding events, 176
Adding new row, 217
Adding patients, 167
Adding unscheduled events,
180
Admin group, 57
Administration menu, 24, 46, 54
Administrators, 56
Adobe Acrobat, 13
Adobe Reader, 13
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Adverse event, 180
Aging, 268, 270
Alert, 192
All patients, 24
Allow, 61
Answered DCFs, 268
Answering DCFs, 289
Answering queries, 235
Archive Export, 351, 357
Deleting, 360
Prerequisites, 352
Saving, 360
XML file, 359
Attestation, 68, 111, 194, 310
Auto checkout, 48, 68, 203
Auto closing resolved queries,
235
Back button, 24
Barcode, 81
Basic change history, 48
Batch printing DCFs, 305
Blank Casebook report, 151
Blank CRF report, 151
Body, 25
Bookmarking study, 18
Breadcrumbs, 23, 191, 271
Browsers, 12, 24
Multiple, 12
Settings, 12
Buttons, 11
Casebook
Adding events, 176
Blank CRF report, 151
Event chronology, 177
Moving forms, 183
Publishing events, 176
Removing forms, 182
Signing, 318
Casebook management, 151
CDISC ODM, 357
Change history, 48, 68, 226, 228
Printing, 229
Changing event date, 179

Index

Changing field value, 227
Changing password, 16, 50
Checking in and out (CRFs), 32,
38, 202, 203
Checkout (Auto), 48
Clearing items, 213
Closed DCFs, 268
Closing DCFs, 81, 290, 302,
303
Code prefix, 80
Codelists, 80
Collapsing/Expanding
Palettes, 25
Comments, 191, 195, 196, 230
Adding, 194
Subtab, 26
Comments subtab, 196
Common events, 31, 161, 162,
174,176
Compare report, 92, 94, 95, 99
Complete change history, 48
Complete Patient command,
171
Completed date, 172
Completing patients, 171
Conditional questions, 220
Configuring existing install, 57
Constraints, 150
Contacting DatalLabs, 14
Cookies, 12
Create DCF command, 192
CREF help, 23
CRF layout, 1806, 188
CRF view, 32, 38
CRFs, 162, 185
Adding comments, 194
Alert, 192
Auto checkout, 48, 68, 203
Basic change history, 48
Change history, 48, 68, 228
Changing, 256
Checked out, 344, 345
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Checking in and out, 32, 38,
48, 202, 203

Clearing items, 194

Collection, 79

Comments, 191, 195, 196,
230

Complete change history, 48

Creating DCFs, 194

CRF reset, 199

Data fields, 216

Data formats, 216

Data tables, 216

Dependent questions, 220

Editing, 80, 204, 206, 208

Entering data, 204

Freezing, 325, 326

Help, 192

Icons, 162, 190, 198

Initial entry, 204

Item level submit, 212

Layout, 191

Level collection, 205

Locking, 202, 325

Mark collected, 194

Marking, 194, 236, 237

Moving, 183

Navigating, 206, 207

Not answered, 194, 236

Not collected, 177, 199, 237

Not started, 198

Opening, 203

Optional, 198

Partially complete, 199

Patient status, 199

Resetting, 210

Reviewing, 256

Routing, 170, 192, 196, 222,
316, 320, 347

Saving, 205

Searching, 201

Signing, 318

Status, 198

Status flags, 200

Status icons, 200

Submitted, 199

Tab, 23, 33, 287
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Thawing, 325, 326, 327
Unlocking, 325
Unscheduled event, 181
Unscheduled events, 182
Viewing, 192, 206
CRFs tab, 23, 33, 287
CRF view, 38
Multi-CRF view, 37
Multi-patient view, 36
Multi-site view, 35
Custom
Help, 192
Custom fields, 278
Custom help, 23
Data
Editing, 80, 204, 206, 208
Freezing, 325
Locking, 325
Resetting, 210
Saving, 205
Thawing, 325
Unlocking, 325
Verifying, 243
Viewing, 192, 206
Data clarification forms. See
DCF
Data collection
CRF level, 205
Ttem level, 205
Data entry, 204
Data fields, 193
Data format, 195, 216
Data manager, 68, 310
Data manager portal, 48, 261
Data managers, 261
Data tables, 193
Datal.abs, 10
Security, 57
Server time, 69
Username, 47
Datalabs help, 23
Datal.abs interface, 21
Datal.abs page layout, 22
Date, 179
Date/Time, 26, 49, 69, 83

Dates
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Completed, 172
Discontinued, 171
Enrolled, 170
Failed, 169
DCEF barcode, 81
DCF management, 266
DCEF view, 44
DCFs, 160, 162, 267
Aging, 268, 270
Answered, 268
Answering, 289
Auto closing, 81, 303
Automatic, 267, 281
Batch printing, 305
Body, 273
Closed, 268
Closing, 81, 290, 302, 303
Creating, 194, 283
Custom fields, 278
Deleting, 288
Draft, 268, 282, 286
EDC, 282
Editing, 286
Header, 272
Icons, 162, 275, 291, 303
Manual, 267, 281, 283, 289
New, 282, 286
Opening, 271
Page layout, 271
PDE, 282
Printing, 304
Priority, 293
Queries, 133, 138, 195, 234,
267, 281, 296
Ready to print, 271, 305
Related forms, 272
Resolved, 268
Resolving, 301
Restricted forms, 278
Routing, 292, 347
Sending, 287
Sent, 268, 282
Status, 283
Submitting, 287
Tab, 23, 39
Viewed, 268
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Workflow, 280 Domain, 16, 76, 85 Exporting
DCFs subtab, 26, 59, 196 DR Changed, 186, 188, 261,
DCFs tab, 23, 39 262

DCEF view, 44 Draft DCFs, 268

Multi-DCF view, 43 D-Review, 160, 162, 186, 188,

Multi-patient view, 42 190, 243, 244, 256, 261, 262
D-Review flag, 192
Edit (permissions), 61
Editing CRFs/Forms, 80, 204,

Prerequisites, 352
Exporting data, 351

Archive Export, 351, 357

Filtering, 356

Inbox messages, 355

Quick Export, 351, 353
External email, 48, 67, 85
External fields, 205

Multi-site view, 41
Deactivating users, 73

Default portal, 24, 56

Deleting DCFs, 288 2006, 208 External ID, 115, 116, 119, 131,
Deleting groups, 61 Electronic Case Report Forms, 132
Deleting unscheduled events, 154 Fail Patient command, 169
183 Electronic signature, 68, 194, Failed date, 169
Deleting User command, 73 310 Failing, 169
Deleting users, 67 Email, 85 Favorites, 18
Deny, 61 Address, 47 Features, 8

Administrator, 78
External, 67

Derivation management, 115

Derivations, 82, 113

Field monitor portal, 48, 257

Field monitors, 257

Active, 115

Auto, 114

External ID, 115, 116, 119

Inactivating scripts, 113, 115,
116, 117

Inactive, 115

Inactive with error, 115

Inbox messages, 121, 123,
344

Manual, 114

Reactivating scripts, 118

Run summary, 124

External email address, 48
Forwarding, 48, 67
Outgoing server, 86
Recipients, 49, 68
SMTP, 86

Email address, 14, 67

Enroll ID, 170

Enroll Patient command, 169

Enrolled date, 170

Enrolling patients, 169

Error notification, 13

Event date, 179

Fields, 11, 193
External, 205
User-editable, 205
Filters
User group, 57
Flag activation, 144
Flag management, 141, 243
Flag status
Changing, 145
Flag wizard, 143
Flags, 242, 243
Changed, 244, 245, 2406, 247,

Running, 120 Event label, 182 248, 249
Searching, 115, 116, 119 Renaming, 181 Changing, 250, 254
Status, 115 Events, 31, 161, 162, 176, 192 Collecting, 243, 244, 246

Study versions, 114 Adding, 176 CRF-level, 243, 244, 263

Wizard, 120 Chronology, 177 DR Changed, 186, 188, 261,
Designer, 74, 75, 80, 83, 86, 87, Common, 174, 176 262

90, 92, 104, 113, 117, 125, Date, 178 D-Review, 160, 162, 186,

127,181 Publishing, 176 188, 190, 243, 244, 256,
Desktop, 12 Unscheduled, 31, 161, 176, 261, 262
Directory messaging, 48, 68 180 History, 263

Disabling users, 73 Exception report, 92, 94, 100 Ttem-level, 243, 246, 263

Discontinue Patient command, Expanding/Collapsing MR Changed, 259

171 Palettes, 25 M-Review, 160, 162, 186,
Discontinued date, 171 Expected, 188 189, 190, 243, 244, 256,
Discontinuing patients, 171 Expired password, 17 259, 260
Display name, 47, 67 Export, 24
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On/Off, 243, 244, 245, 246,
247, 248, 250, 251, 253,
254, 264

Permissions, 141

Required, 255

Rollup, 248

SD-Verify, 160, 162, 186,
189, 190, 243, 244, 256,
257,258

Setting, 243, 245, 250, 252

Some, 244, 245, 246, 247,
249, 264

Status, 244, 246

Work complete, 249

Work incomplete, 249

Flags palette, 24, 192

D-Review flag, 192
M-Review flag, 192
SD-Verify flag, 192

Footer, 26
Forgot password, 17
Forms, 181

Adding comments, 194

Checking in and out, 202,
203

Clearing items, 194

Creating DCFs, 194

CREF reset, 199

Editing, 80, 204, 206, 208

Entering data, 204

Mark collected, 194

Moving, 183

Not collected, 177, 199

Not started, 198

Opening, 203

Optional, 198

Partially complete, 199

Patient status, 199

Restricted, 81

Saving, 205

Submitted, 199

Unscheduled events, 182

Freeze CRF command, 192
Freezing, 325

CRFs, 326
Patients, 163, 326, 329
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Freezing data, 324

Frozen, 160, 163, 187, 189, 190

Generating queries, 299

Group management, 49, 55, 69,

74,103, 106, 243, 250, 256
Adding a group, 56
Deleting a group, 61
Editing a group, 58
Editing permissions, 60
Synchronizing users, 64
Viewing permissions, 59
Group permissions, 55
Allow/Deny, 61
Hide/View/Edit, 61
Group status, 56
Groups, 49, 55, 69, 74, 103,
1006, 243, 250, 256
Active, 56, 59
Adding, 56
Administrators, 56
Allow/Deny, 61
Default portal, 56
Deleting, 61
Editing, 58
Filter, 57
Hide/View/Edit, 61
Inactive, 56, 59
Invalid, 62
IT admin group, 57
Permissions, 59
Subtab, 69
Synchronizing, 73
Header, 22
Header question
Not required, 249
Required, 249
Help, 14, 22
CRF help, 23
Custom, 23, 192
Datal.abs, 23
Hidden fields, 219
Hide (permissions), 61
Hiding deleted row, 218
History
Flags, 263
Hotkeys, 83
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Inactivated derivation scripts,
113, 115, 116, 117
Inactive, 67
Inactive groups, 56, 59
Inactive queries, 128
Inactivity timeout, 19
Inbox, 23, 294, 336, 337, 340
Accessing, 340
CRFs, 344, 345
Jobs, 337
Mail, 337
Messages, 344
Preferences, 348
Query messages, 138
Receiving mail, 340
Routing CRFs or DCFs, 347
Sending mail, 343
Sent items, 338

Signature requests, 68, 317,

344
Tab, 23
Work queue, 338

Inbox messages
Derivations, 121, 123, 344
Incorrect username or
password, 17
Initials, 168
Installer, 57
Interface, 21
Internet Explorer, 12, 13, 15
Favorites, 18
Introduction, 10
Invalid groups, 62
Invalid questions, 194
IT admin group, 57
Item-level submit, 212
Items
Clearing, 194
Keyboard shortcuts, 83
Keys, 11
Last event, 160
Links, 23
Load Study command, 90, 92
Lock study, 75
Lock Study command, 75, 88
Locked, 160, 163, 187, 189, 191
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Locked user account, 17
Locking, 325
Patients, 163, 326, 329, 331
Study, 333
Locking CRFs, 202
Locking data, 324
Locking study, 74
Log out, 22
Logging in, 15
Errors, 17
Locked user account, 17
Logging out, 18
Logo, 22
Mail
Receiving, 340
Sending, 343
Maintenance, 55, 74, 77
Maintenance mode, 76, 87
Manage Sites command, 71
Manage Users command, 106
Managed site, 12
Manual DCFs, 283, 289
Mark collected, 194
Mark not answered, 194, 236
Mark not collected, 237
Maximum length, 195
Maximum precision, 195
Medical monitor portal, 48, 259
Medical monitors, 259
Messages, 294, 336, 344
Body, 295
Header, 294
Messaging, 68
Messaging directory, 48, 68
Exclude, 49, 68
Include, 49, 68
Migrating patients, 91, 97, 98,
106, 109, 169
Mismatches, 83
Monitor settings, 12
Monitors, 243, 244, 246
Field, 243, 257
Medical, 243, 259
MR Changed, 259
M-Review, 160, 162, 186, 189,
190, 243, 244, 256, 259, 260
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M-Review flag, 192
Multi-CRF view, 37, 190
Multi-DCF view, 43, 270
Multi-patient view (CRFs), 36
Multi-patient view (DCFs), 42
Multi-patient view (patients), 30
Multi-site view (CRFs), 35
Multi-site view (DCFs), 41
Multi-site view (patients), 29
Name
Display name, 47
Username, 47
Navigating, 195
Navigation, 23, 191, 271
New features, 8
Not collected CRF, 199
Not started CRF, 198
Notification, 78
Query, 49, 68, 139
Signature, 49, 68
NT security, 67
Numbered steps, 11
Online help, 22, 23
Opening CRF/form, 203
Opening DCFs, 271
Optional CRF, 198
Overriding
Patient status, 173, 362
Overview, 10
Page layout
Administration menu, 24
Body, 25
Breadcrumbs, 23, 191, 271
Datal.abs, 22
Footer, 26
Header, 22
Logo, 22
Palettes, 24
Subtabs, 25
Tabs, 23
Paging, 195
Palettes, 24, 159, 161, 162, 164,
188, 190, 191, 270, 271
Actions, 159, 162, 164, 188,
191, 271
Collapsing, 25
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Expanding, 25
Flags, 192
Search, 159, 161, 164, 166,
188, 191, 201, 269, 270,
271
Summary, 159, 164, 165,
188, 269, 271
Paper Data Entry
Enabling, 82
Paper data entry portal, 48
Parameters subtab, 117, 128
Passwords, 15, 16, 50
Changing, 16, 50
Expired, 17
Resetting, 17, 66, 70
Strong, 50, 70
Patient data, 185
Patient ID, 159, 162, 175, 188,
190, 269, 270
Patient Initials, 175
Patient migration
Message, 110
Patient status, 160, 188, 190,
269, 270
Patient Status Override
command, 173, 362
Patient tracking, 167
Patient view, 31, 161
Patient workflow, 156
Patients
Adding, 167
Completing, 171
Discontinuing, 171
Enrolling, 169
Failing, 169
Freezing, 163, 325, 326, 329
Initials, 168
Locking, 163, 325, 326, 329,
331
Migrating, 91, 97, 98, 100,
109, 169
Overriding patient status,
173, 362
Requesting signatures, 315
Screen ID, 168
Screened date, 168
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Searching, 166, 191
Status, 165
Status forms, 174
Tab, 23, 27, 287
Thawing, 325, 330
Unlocking, 163, 325, 331
Unscheduled events, 180
Patients tab, 23, 27, 287
CRF view, 32
Multi-patient view, 30
Multi-site view, 29
Patients view, 31, 161
Permissions, 55, 59, 60
Allow/Deny, 61
Hide/View/Edit, 61
Permissions subtab, 49, 59, 69
Phone number, 14
PI. See Primary Investigator (PI)
Portal, 24
Portals, 48, 56, 68
Data manager, 261
Data Manager portal, 48, 68
Field monitor, 257
Field Monitor portal, 48, 68
Medical monitor, 259
Medical Monitor portal, 48,
68
Paper Data Entry portal, 48,
68
Site portal, 48, 68
Preferences, 22, 47, 139, 203,
317, 344
Inbox, 348
Study, 75, 77, 130, 212, 230,
278
Prefix, 80
Primary investigator, 68, 162,
310
Primary investigator (PI), 105,
106
Printing DCFs, 304
Privacy, 12
Processing queries, 299
Production, 55, 74
Production mode, 76, 87

Prohibiting log in, 67
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Protocol, 22, 75, 94, 162
Provisional comments, 233
Proxy server, 78
Publishing
Study file, 94, 97
Publishing events, 176
Queries, 82, 125, 133, 138, 195,
234, 236, 272, 296
Active, 126, 128
Answering, 235
Auto closing, 235
Automatic, 272
Changing, 129
Changing type, 297
DCF-type, 296
External ID, 131, 132
Fire, 296
Flags, 125
Generating, 299
Inactivating scripts, 126, 129
Inactive, 126, 128
Inactive with error, 126
Inbox messages, 138
Manual, 272
Notification, 49, 68, 139
Notify-type, 296
Parameters, 127
Pre-processing, 132
Processing, 49, 299
Question level, 299
Reactivating scripts, 130
Resolution, 267
Resolving, 235
Running, 68, 126, 131, 136
Scripts, 127
Searching, 126, 127, 130, 131
Status, 126, 127
Study versions, 125
Types, 234, 296
Viewing, 127
Wizard, 126, 134
Query DCFs, 296
Query management, 82, 125,
126, 236
Query notification, 49, 68

Questions
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Invalid, 194
Not required, 249
Required, 249
Sub questions, 249
Quick Export, 351, 353
Deleting, 355
Prerequisites, 352
Saving, 354
XML file, 353, 355
Range, 195
Ready to print, 271, 301
Rejecting
Signature requests, 319, 320
Removing
Unscheduled events, 183
Reporting, 24
Reports
Blank CRF report, 151
Compare report, 92, 94, 95,
99
Configuring, 84
Exception report, 92, 94, 100
Reset password, 66
Reset Password command, 70
Reset study, 75
Reset Study command, 75, 87
Resetting CRFs, 210
Resolved DCFs, 81, 268
Resolving DCFs, 301
Restricted access forms, 81
Restricted forms, 278
Restricted maintenance mode,
148
Retention, 194
Retention end date, 78
Reviewing CRFs, 244
Reviewing items, 244
Right-click, 193
Rollup, 248
Routing, 347
Routing CRFs, 170, 192, 196,
222,316, 320
Routing DCFs, 292
Run summary, 124
Saving CRFs/Forms, 205
Screen fail, 169
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Screen ID, 168
Screen resolution, 12
Screened date, 168
Script debugging, 13
Script subtab, 117, 128
Scripts
Auto inactivation, 81
Inactivated queries, 126, 129
Manual derivations, 81
Manual queries, 82
SDV changed, 257, 258
SD-Verify, 160, 162, 186, 189,
190, 192, 243, 244, 256, 257,
258
Search, 119, 130, 277
CRFs, 201
Patients, 166, 191
Search palette, 24, 159, 161,
164, 166, 188, 191, 201, 269,
270, 271
Security
NT, 67
Security check, 17
Sending DCFs, 287
Sent DCFs, 268
Server time, 26, 49
Settings
Browser, 12
Screen, 12
Shortcut keys, 83
Signature, 194
Signature management, 111
Signature notification, 49, 68
Signature process, 309
Signatures, 68, 111, 310, 311,
315, 317, 318
Attestation, 111
Electronic, 194
Icons, 313
Notification, 49
Rejecting, 319, 320
Requests, 49
Responding, 317
Statuses, 311, 318
Signed, 160, 163, 187, 189, 190
Signing casebook, 318
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Site 1D, 103
Site management, 49, 71, 102
Site name, 104
Site portal, 48
Sites, 49, 71, 102, 157, 186
Adding, 103
Editing, 104
Primary investigator, 105
Subtab, 69
User access, 71
Sites subtab, 49
Skipped, 150
Skipped constraints, 80, 150,
249
Small caps, 11
SMTP, 86
SQL, 84
Staging, 91, 94, 95
Canceling, 91, 94, 96
Recalling, 92, 94, 98
Status, 157, 160
Expected, 188
Flag, 246
Flags, 244
Frozen, 160, 163, 187, 189,
190
Group, 56
Locked, 160, 163, 187, 189,
191
Overriding, 173, 362
Patient, 160, 188, 190, 269,
270
Patients, 165
Signed, 160, 163, 187, 189,
190

Study, 55, 62, 74, 76, 87, 235

275, 302, 303, 333
Submitted, 186, 188
User, 67

Status flags, 200

Status forms, 174
Status icons, 200
Statuses, 311, 318
Steps, 11

Strong password, 50, 70
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Study, 62, 74, 235, 275, 302,
303, 333
Add to favorites, 18
Address, 18
Bookmarking, 18
Freezing, 325
Loading, 90, 92
Locking, 74, 75, 88, 325, 333
Maintenance, 77
Maintenance mode, 87
Name, 22, 75
Permissions, 59
Preferences, 75
Protocol, 22
Resetting, 75, 87
Status, 62, 74, 76, 87, 235,
275, 302, 303, 333
Thawing, 325
Unlocking, 75, 89, 325, 334
URL, 12
Version, 22
Versions, 75
Website, 12, 15
Study administration, 24, 54
Casebook management, 151
Code prefix, 80
CRF collection, 79
DCFs tab, 80
Derivation management, 82,
113
Flag management, 141, 243
Group management, 49, 55,
69, 74, 103, 106, 243, 250,
256
Mark not answered, 79
Query management, 82, 125,
236
Signature management, 111
Site management, 49, 71, 102
Study management, 62, 74,
235, 275, 302, 303, 333
User management, 49, 59,
65, 106
Study file
Canceling, 91, 94, 96

Compare report, 92
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Deleting, 91, 94, 96
Downloading, 92
Exception, 92
Obsolete, 92, 98
Properties, 93
Publishing, 94, 97
Recalling, 92, 94, 98
Staging, 91, 94, 95
Uploading, 90, 91, 92
Version, 92
Study management, 62, 74, 235,
275, 302, 303, 333
Lock study, 75
Reset study, 75
Unlock study, 75
Study migration
Message, 110
Study name, 22
Study preferences, 75, 77, 130,
212, 236, 278
Date/Time, 83
DCFs, 80
Forms, 79
General, 19, 78
Hotkeys, 83
Mail, 67, 85
Paper Entry, 82
Reports, 84
Scripts, 81
Study status, 87
Maintenance, 55
Production, 55
Test, 55
Study update, 75, 90, 108, 114,
125,169
Study verion management, 75,
90, 108, 114, 125, 169
Upload file, 90
Study version
Adding patients, 167
Protocol, 22
Subtab, 106
Submitted, 186, 188
Submitted CRF, 199
Submitting CRFs, 212
Submitting DCFs, 287
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Subtabs, 25, 49, 69
Comments, 26, 196
DCFs, 59, 196
DCFs, 26
Groups, 69
Parameters, 117, 128
Permissions, 49, 59, 69
Script, 117, 128
Sites, 49, 69
Study version, 106
Usage, 116
Users, 59, 106
Workflow, 26, 76, 163, 165,

196, 273

Summary palette, 24, 164, 165,
188, 269, 271

Super user, 57

Support, 14

Synchronization message, 64

Synchronizing
Groups, 73
Users, 67

Synchronizing users, 64
Message, 64

System notification, 78

Table questions, 248

Tables, 193

Tabs, 23
CRFs, 23, 33, 287
DCFs, 23, 39
Inbox, 23
Patients, 23, 27, 287

Technical support, 14

Terms, 11

Test, 55, 74

Test mode, 76

Text, 11

Thaw CRF command, 192

Thawing, 325
CRFs, 320, 327
Patients, 330

Time and Events matrix, 153

Time zone, 49, 69, 83
UTC, 49

Time/Date, 26, 49, 69, 83

Timeout, 19, 78
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Totals, 158, 268
Tracking patients, 167
Troubleshooting, 14, 363
Two pass verification, 48, 68
Typewriter font, 11
Unlock study, 75
Unlock Study command, 75, 89
Unlocking, 325
Patients, 163, 331
Study, 334
Unscheduled events, 31, 161,
176, 180
Adding CRFs, 182
Adding forms, 182
Adding forms, 181
Deleting, 183
Deleting, 181
Editing, 181
Forms, 181
Moving, 181
Removing, 183
Removing CRFs, 182
Removing forms, 182
Renaming, 181
URL, 13, 15, 84
Usage subtab, 116
User accounts
Not active, 18
User inactivity timeout, 78
User management, 49, 59, 65,
106
Editing a user, 66
User preferences, 22, 24, 46, 47,
139, 203, 317, 344
Changing, 22, 47, 49, 139,
203, 317, 344
User-editable fields, 205
Username, 15, 47, 67
Users, 49, 59, 65, 106
Active, 56, 67
Associating sites, 71, 106
Auto-checkout, 66
Deactivating, 73
Default portal, 66
Deleting, 67, 73
Disabling, 73
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Display name, 66
Editing, 66
Email address, 66
Inactive, 67
Portal, 66
Prohibit log in, 67
Resetting password, 70
Status, 66
Synchronizing, 64
User's Guide, 10
Users subtab, 59, 106
UTC, 49
v4.6

New features, 8
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Verification, 243
Verifying data, 243
Version 4.6, 8
Versions, 75
View (permissions), 61
Viewed DCFs, 268
Viewing CRFs, 192, 206
Visits, 31, 161, See Events
Website, 13, 15
What's new v4.6, 8
Windows

Vista login, 16

XP login, 16
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Windows Integrated Security

(WIS), 55, 62, 64, 73

WIS. See Windows Integrated

Security (WIS)
Wizatrds

DCEF print, 306

Derivation, 120

Flag, 143

Query, 126, 134
Workflow, 163, 165

Workflow subtab, 26, 76, 163,

196, 273
Workflows, 282
XML file, 92, 93, 94, 99
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