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About this guide

Overview of this guide

The Step by Step for CRCs and CRAs Guide describes how to use the InForm application to:
e Screen and enroll patients.

e Enter, update, and monitor clinical data.

e Enter and respond to queries.

e Run trial management reports and clinical data listings.

Audience
This manual is for Clinical Research Coordinators (CRCs), Clinical Research Associates (CRAs),
and other clinical trial professionals who enter and update subject data, audit and query the data
after entry, and sign entry forms.

Prerequisites

You should have experience with relevant operating systems.
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Step by Step for CRCs and CRAs

Related information

Documentation

All documentation is available from the Phase Forward Download Centet.

ltem Description

Release Notes The Release Notes document describes enhancements introduced and problems
fixed in the current release, upgrade considerations, release history, and other
late-breaking information.

Known Issues The Known Issues document provides detailed information about the known
issues in this release, along with workarounds, if available.

Note: The most current list of known issues is available on the Phase Forward
Extranet.

To sign in to the Extranet, go to www.phaseforward.com and click Customer
Login. Enter your email address and password, and navigate to the Known
Issues section. Select a product, and then enter your search criteria.

Installation and The Installation and Confignration guide describes how to install the software and
Configuration configure the environment for the InForm application and Cognos 8 Business
Intelligence.

This document is also available from the Documentation CD.

Setting Up a Trial  The Setting Up a Trial with InForm Architect and MedML Guide describes how to

with InForm design and implement trials in the InForm application using the InForm
Architect and Architect application.
MedML.

This document is also available from the Documentation CD.

Step by Step for The Szep by Step for CRCs and CRAs Guide describes how to use the InForm
CRCs and CRAs  application to:

e Screen and enroll patients.

e Enter, update, and monitor clinical data.

e Enter and respond to queries.

e Run trial management reports and clinical data listings.

This document is also available from the Documentation CD and the user
interface.
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About this guide

ltem Description

Reporting and The Reporting and Analysis Guide provides an overview of the Reporting and

Analysis Guide Analysis module. It includes a brief overview of the Reporting and Analysis
interface, illustrates how to access the Ad Hoc Reporting feature, and describes
the study management and clinical data packages available for reporting. It also
provides detailed descriptions of each standard report that is included with your
installation.

This document is also available from the Documentation CD and the user
interface.

InForm Utilities  The InForm Utilities Guide provides information about and step-by-step
Guide instructions for using the following utilities:

e PFConsole utility

e MedML Installer utility

e InForm Data Import utility

e InForm Data Export utility

e InForm Performance Monitor utility

e InForm Report Folder Maintenance utility

This document is also available from the Documentation CD.

Reporting Database 'The Reporting Database Schema Guide describes the InForm reporting database
Schema schema.

This document is also available from the Documentation CD.

Portal The Portal Administration Guide provides step-by-step instructions for setting up
Administration the InForm Portal software, and configuring and managing the InForm Portal
Guide application.

This document is also available from the Documentation CD.

Online Help The online Help describes how to use and administer the InForm application.

This document is available only from the user interface.

InForm The InForm Architect online Help describes how to design and implement trials
Architect online  in the InForm application using the InForm Architect application.

Help This document is available only from the user interface.

MedML Installer The MedML Installer utility online Help provides information about, and

utility online step-by-step instructions for using, the MedML Installer utility, which is used to
Help load XML that defines study components into the InForm database.

This guide also provides reference information for the MedML elements and
scripting objects that are used to import and export data to and from the
InForm application, as well as sample data import XML.

This document is available only from the user interface.
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Step by Step for CRCs and CRAs

ltem Description

InForm Data The InForm Data Export utility online Help provides information about and
Export utility step-by-step instructions for using the InForm Data Export utility, which is used
online Help to export data from the InForm application to the following output formats:

e AutoCode.

e Customer-defined database (CDD).
e Name value pairs.

e  Oracle Clinical.

This document is available only from the user interface.

InForm Data The InForm Data Import utility online Help provides information about and
Import utility step-by-step instructions for using the InForm Data Import utility, which is used
online Help to import data into the InForm application.

This document is available only from the user interface.

Training

For information about training offerings, please see the course catalog on our website at
http:/ /www.phaseforward.com/support/training/ or contact Phase Forward Educational
Services at training@phaseforward.com.
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About this guide

If you need assistance

If you are a Phase Forward customer with a maintenance agreement, you can contact the Global
Support Center for assistance with product issues.

Your maintenance agreement indicates the type of support you are eligible to receive and
describes how to contact Phase Forward. Additionally, the Phase Forward website lists the
toll-free support number for your product, location, and support level:

http://www_phaseforward.com/support/

In the event that our toll-free telephone service is interrupted, please use either of the following
methods to contact the Global Support Center:

e Email
customer.support@phaseforward.com

e Telephone

In the US: 781-902-4900
Outside the US: +44 (0) 1628 640794

Phase Forward also provides assistance with User Management, Site Assessment, and
Provisioning. Please refer to you Master Services Agreement and individual Statement of Work
to determine if you are eligible to use these services.
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Chapter 1 InForm overview

About the InForm application

The InForm application is a data collection and trial management application that uses a secure
web browser to provide access to clinical trial data and management of the clinical trial process.

Embedded within the InForm user interface is the Reporting and Analysis module, which is a
reporting application that was developed by the Cognos Corporation, and that has been
customized and integrated into the InForm application by Phase Forward. The Reporting and
Analysis module provides a library of configurable reports, predefined reports, and ad hoc
reporting and charting tools. Both clinical and operational data are available in real time from a
database that can be accessed using the Internet.

Note: You can install the InForm software without the Reporting and Analysis module if you
want to use the data collection features of the InForm application without the reporting
features.
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Step by Step for CRCs and CRAs

InForm users

The following are examples of InForm users:

User Description

Clinical data A person who is responsible for preparing and maintaining a trial database
manager (CDM) and for reviewing data.

Clinical project A person who is responsible for all aspects of one or more clinical trials or
manager for the entire clinical plan for a drug, device, or procedure.

Clinical research A person who is hired by a sponsor to supervise and monitor the progress of
associate (CRA) sites that are participating in a trial.

Also called monitor, site monitor.

Clinical research An assistant to the investigator at a site.

coordinator (CRC . . . .
( ) Also called szte coordinator, trial coordinator.

Principal The clinician who is responsible for treating subjects, executing the protocol
investigator (PI) of a study at a specific site, and filling out CRFs for subjects.

Also called clinical investigator, investigator, primary investigator.

Medical monitor A person who designs the trial protocol and reviews data.

Site user An InForm user, typically a CRC or PI, who performs the following tasks:
e Obtains an InForm site user name and password.
e Screens and enrolls subjects into a trial.
e Enters and changes clinical data in electronic case report forms.
e Answers queries on clinical data.

e Prepares for monitoring visits.

Sponsor user An InForm user, typically a CRA, CDM, or medical monitor, who performs
the following tasks:

e  Obtains an InForm sponsor user name and password.
e Reviews clinical data queries.

e Performs source verification.

e Transfers subjects from one site to another.

e Runs standard reports.

e  Creates ad hoc (custom) reports.

InForm 4.6 SP3 3



Chapter 1 InForm overview

InForm system configuration

The InForm system configuration consists of:
e Browser computers.
e Application setver.

e Database server.

oW ser nes (Users) 1 | nForm Trial a ]
Windows 2003
IZ| Windews 2003 Sarvers ar Unlx Server
InForm
=] Server
Database
Server

Ciracs
Port 1521

Cognos Sarver

Firewall Firewall

. Cognos B
E‘a‘t’:l?::? Content Store

Oracle 10g Instance | |Oracle 10g Instance
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Getting help

The following types of Help are available with the InForm application:

¢ InForm application-specific on-line Help, created by Phase Forward.
To access the InForm application on-line Help:
e In the navigation pane, select Help > InForm and Trial Reporting.
e Cognos-specific on-line Help, created by Cognos.
To access the Cognos 8 on-line Help:
e In the navigation pane, select Help > Using Reporting Tools.

An HTML page appears with links to the complete Cognos 8 Business Intelligence
documentation set.

e TFrom the Ad Hoc Reporting workspace, click Ad Hoc Tools Help.
The Cognos Query Studio User Guide appears. Query Studio is the Cognos tool that
provides Ad Hoc Reporting capability.

Additional help for reporting
Two additional links provide reporting help.

¢ Report help—After you output any InForm Standard Report in HTML format, click the
Report Help link to open detailed page-level help. This information is included on each
Standard Report.

e Ad Hoc tools help—After you access Ad Hoc Reporting, click the Ad Hoc tools help link.
This link provides access to the Cognos documentation for Query Studio. Query Studio is
the Cognos application that provides Ad Hoc Reporting capability.
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Logging on and logging off
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Chapter 2 Logging on and logging off

Logging on to the InForm application

To log on to the InForm application:
1 Open an Internet browser.

2 Type the URL for your study, and press Enter.

The log on window appears.
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3 Type your user name and password.

4 Click Log In.

InForm 4.6 SP3



Step by Step for CRCs and CRAs

The InForm application opens and displays the main window. The user interface displays all
of the features to which you have access, based on your roles and rights.

PF3T45

Welcome to

Marianne Meyer

Home | Help | Logout PHA S EeF O RWARD.

Enroll

- Patients
: PHASE FORWARD, INC.

Queries PROTOCOL # PF-Sample Trial (PFST45)
- Signatures

Documents
- Admin . Powered by InForm™

PHASE*FORWARD

Find Patient: Phase Forward Incorporated

Help Desk Information
_ Go Tolt-Free Telephone: 8771613520

Wab Page. hiip e physeloewsd com/Suppod
Help Desk E-mad supponibohansionend com

CRF History:

&Il 01-001 (ADD) [ RYE ] Time & Events view [ RS

Your study allows a specific number of log on attempts. If you exceed this number, the system
locks you out. If this happens, you can do ecither of the following:

e Use your password recovery information. For more information, see Recovering your
password (on page 14).

e Contact your administrator to reactivate your account.

InForm 4.6 SP3 9
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If you get an "Inactive user" message when you log on

Integrated Trial Management

Change password optiors
Ubir Piarra: Fealtien
Dl Parvsword: I—
e Parswwenerd ; *
Comifirem Pasawornd: |—

Pieace orier S addioral rlormaton beiess . Thin indormaton
e i b roge atoed 4 13 e fyiles F e evetl o 8 el
6 Mg i el i A ) el P Fe Sl
ORE Pl e by CAGKING) ON YOLE LT Rl 8
pcture.

ool Ao I—
Version 4.5 ueestion: —
- Fibipon '7

[Pl 2L ESRER VA B .

Inzetive wser. Untl your acoeunt is activated, yeu can only use infem to change yeur passwerd. Centact your trial administrater.

If the logon screen displays a message that you are an inactive user, contact your system
administrator to activate your account. Then you can log on again and start using the InForm
application.

After the administrator activates your account, change your password and use the new password
for subsequent logons. For more information, see Changing your password (on page 11).

If you are automatically logged off

Study administrators can set a maximum inactivity period and a maximum usage period for the
trial, which require you to provide your log on credentials if either of the following occurs:

e No activity occurs in the application for a specified period of time.
e A session runs longer than a specified period of time, with or without activity.

If your trial includes these settings and you are automatically logged off, the logon page appears
with a message that explains what has happened.

If you receive an automatic logoff message, log on again. Any data that you are in the process of
entering when you were logged off is saved until you resubmit it.
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Changing your password

Guidelines for choosing a password
Use the following guidelines when you create a password:

e  Use six or more charactets.

¢ Do not use a word or name that can be easily guessed. For example, do not use the names of
family members.

e Use a combination of numbers, letters, and non-alphanumeric characters.

e Use a combination of uppercase and lowercase characters.

Note: Passwords are case-sensitive.

Passwords and your study

You can change your password at any time.Some study designs require that you change your
password in certain situations, such as:

e Immediately after you log on for the first time.
e  After a certain amount of time has passed; for example, every 90 days.

If your study requires that you change your password, the Password page appears immediately
after you log on with your current password. The page contains a message that tells you that your
password has expired and that you must change it.

Changing your password

The first time you log on, use the password that your study administrator assigned to you. Then,
immediately after you log on, change the password.

To change your password:

1 Log on to the InForm application.
2 In the navigation pane, click your user picture or user name.

The Change Password page appears.

Note: If your study design requires you to change your password, the Change Password
page appears automatically when you log on.

InForm 4.6 SP3 11
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Change Password

1. User name: system
2. Password: I
3. New password: I
4. Confirm new password: I

Password Recovery Information

5. E-mail address: I
(Password recovery correspondence will be sent
here. )

6. Confirmation question: I
(Used by password recovery to confirm your
identity. )

|

Confirmation guestion response: I

3 In the Change Password section, provide the following password information:

Field Description

Password Your current password.
New Password The new password to use.
Confirm New Password The new password to use.

4 If this is the first time that you are changing your password, in the Password Recovery
Information section, you must provide information that will help you if you subsequently
forget your password.

Note: The password recovery feature is available only if your study has been configured
to allow it.

If you have already provided recovery information, it will appear on the page. For more
information, see About password recovery (on page 13).

5 Click Submit.
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About password recovery

Setting up password recovery information

On the Password page, in the Password Recovery Information section, you can specify
information (also called a password hint) that will help you remember a forgotten password.

The first time that you change your password you are also required to provide password hint
information.

Note: The password recovery feature is available only if your study has been configured to
allow it.

To specify information for a password hint:

1

2

3 Complete the Password Recovery Information section as follows:

In the navigation pane, click your user name.

The Change Password page appears.

Change Password
1. User name:

2. Password:
3. New password:
4. Confirm new password:

Password Recovery Information

5. E-mail address:
(Password recovery correspondence will be sent
hara. )

6. Confirmation guestion:
(Used by password recovery to confirm your
identity. )

Confirmation guestion response:

|

In the Change Password section, do either of the following:

system

e Leave the Change Password section blank to keep your current password.

e Change your password. For more information, see Changing your password (on page

11).

Field Description

E-mail address

Your email address. The InForm application sends a message

that contains a temporary password to this address.

InForm 4.6 SP3
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Field Description

Confirmation question A question that only you can answer.
Confirmation question The answer to the confirmation question.
response

4 Click Submit.

Note: You must provide the answer to the confirmation question in order to receive the email
message with the temporary password.

Recovering your password

14

To recover your password:

1 On the logon page, in the User Name ficld, type your user name.

2 At the bottom of the window, click the Forgot Your Password? link.

Integrated Trial Management

Please enter your name and password

User Nams: |
Password: |
Version 4.5
PHASE-FORWARD
Copyrphe @ L983-2000 Pha s Forvard Dvosporsed, S Bighes Besereed __)
Forgod Your Password?

3 The Reset Your Password page appears, displaying your hint question.

Integrated Trial Management

Reset Your Password

Fill out the form below to reset your password
arnd regain aess bo the systém.

User Name: acollins

Question:
Whing weng vou borm?
Answer;
I
Version 4.5
PHASE-FORWARD
Copyrght & 19002008 Pham Porvard Incorporsted. All Rights Ruegwrvad J
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InForm 4.6 SP3

4 In the Answer ficld, type the information that you provided in the Confirmation Question
Response field in the Password Recovery Information section on the Password page. For
more information, see Setting up password recovery information (on page 13).

5 Click Reset Password.

A confirmation message appears, informing you that your password has been reset and
emailed to you.

Integrated Trial Management

Reset Your Password

¥ou have provided the cormecdt answer.,

Your password has been reset and a new one
has bean generated and e-mailed to you at:
“acollins@phaseforward.com™.

e you ag=in using this niw password,

you will be asked to change it agan,

Version 4.5
PHASE-FORWARD.

" Copyght & 1558-2008 Phase Forward Incorperated. Al Rghts Redenssd >

6 Click Return to Log-In screen.

Note: The email has the subject Reset Password Notification. The message text
contains your temporary password.

7 Use the temporary password to log on to the InForm application.

Note: The temporary password is case-sensitive.

8  Change the temporary password, and use the new password for subsequent logons.

15
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Logging off
To log off:

1 In the navigation pane, in the upper-left corner, under your user name, click Logout.
A confirmation message appeats.

2 Click OK.
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Chapter 3 Navigating

Overview: InForm user interface

18

The InForm application windows contain three panes: the navigation pane, the content pane,
and the content-specific pane. As you move through the InForm application, the contents of the
panes vary, depending on your trial and the activities you are performing, but the purpose of

each pane stays the same.

Mariarwse Keypor
Home | Help | Logout
_* Enroll
Mavigation A
pane

.= Queries

¢ Signatures
* Documenis

* Admin

Fird Patient;

Content pane

|

PHASE*FORWARD.

Welcome to

PHASE FORWARD, INC.
FROTOCOL # PF-Samgple Trial (PEST48)

Piresind by baf orem™
PHASE*FORWARD
Phass Farward Incopersied

Hele Ol Infematon

Toil Frow Teiwphoes &77-761-¥20

Wt Page bg et oh i pletariid AR Tgg
il Dwid Bl ogpralotuipforeand £om

il 01-001 (ADY)

I

Content-specific pane

e Navigation—Contains several features that help you navigate:

e A set of buttons and a list of recently visited pages. These controls enable you to
navigate throughout the InForm application. The buttons are always visible and do not
change, so you can jump easily from activity to activity.

e A Find Patient search box. You can enter a patient number and navigate directly to the

information for that patient.

e The name of the study, which appears above the personal photo or logo.

e Content—Displays the screen for the current activity; for example, summary lists, forms,
details of queries, comments, audit trails, reports, and listings.

e Content-specific—Displays contents that vary depending on the information in the
content pane; for example, if the content pane displays a summary list of queries, the
content-specific pane contains buttons that allow you to display one page of queries at a
time. If the content pane displays a form and you have the authority to enter form data, the
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InForm 4.6 SP3

content-specific pane contains buttons that allow you to submit data or cancel data entry.

Note: When you are working with the InForm application, do not use the web browser refresh
button. This action can cause problems for the trial.

19
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Ilcons

Icons in the InForm application let you know when more detailed information is available, and
give you access to that information. To view the detailed information that is associated with an
icon, click the icon. Additionally, icon colors provide status information.

Audit trail icons

Icon Description

Bl Gray icon—Appears in the far-right column of a form item.

Indicates that no subsequent changes have been made to the initial data value of
the item. Click the icon to view the audit trail for the initial entry.

In the summary view of a repeating form, an audit trail icon appears in the
far-right column of each instance of the form.

gl Yellow icon—Appears in the far-right column of a form item.

Indicates that changes have been made to the initial data value of the item. Click
the icon to view the audit trail for the item.

In the summary view of a repeating form, an audit trail icon appears in the
far-right column of each instance of the form.

Comment icons

Icon Description

< Gray icon:

e In the upper-right corner of a form, indicates that there is no comment on the
form as a whole.

e In the farthest right column of a form item, indicates that there is no comment
on the item.

To type a comment, click the icon.

)] Yellow icon:

e In the upper-right corner of a form, indicates that a comment exists on the
form as a whole.

e In the farthest right column of a form item, indicates that a comment exists on
the item.

To view or update the comment, click the icon.

20 InForm 4.6 SP3
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Form navigation icon

Description

Appears in the upper-left corner of the form. Click the icon to to the Time and
Events Schedule for the current patient.

Appears in the uppet-left corner of the Data Value(s), Queries, Audit Trail and
Comment tabs. Click the icon to go to the form on which a query exists.

Freezing and locking icons

Icon Description

5 In the Case Books List, next to a visit traffic light icon, indicates that at least one
started form in the visit is frozen.

In the Time and Events Schedule, next to a form traffic light icon, indicates that
the form is frozen or at least one instance of a repeating form is frozen.

& In the Case Books List, next to a visit traffic light icon, indicates that at least one
started form in the visit is locked.

In the Time and Events Schedule, next to a form traffic light icon, indicates that
the form is locked or at least one instance of a repeating form is locked.

Query icons

Icon Description

e Gray icon—Appears in the far-right column of a form item without any queries
against the item. Click the icon to enter a query.

This icon appeats only if you have the right to issue queries.

e Yellow icon—Appears in the far-right column of a form item if a query has been
entered against the item and the query is not closed. Click the icon to view or
update the query.

L di Green icon—Appears in the far-right column of a form item if the item has a

history of queries.
e For site users, indicates that there are no open queries.
e Tor sponsor users, indicates that all queries have been resolved.

Click the icon to view the query history.
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Patient navigation icons

Icon Description

|

€ Appears in the upper-right corner of the Case Books List. Links to the Order
Patients screen. This screen enables you to change the default ordering of patients
(the order in which they were enrolled) to any order you want; for example,
alphabetically.

Appears at the top of a form, in the upper-right corner of the visit navigation bar.
Click the icon to enter visit navigation mode.

= Appears at the top of a form, in the upper-right corner of the visit navigation bar.
Click the icon to enter form navigation mode.

E or i Available in visit or form navigation mode. Appears at the top of a form, in the
upper-right corner of the visit navigation bar. Click the icon to toggle the behavior
of patient navigation when you navigate dynamic forms, dynamic visits, or
alternate forms.

E Displays a message when the dynamic form, dynamic visit, or alternate form
for the selected patient has not been activated.

i Skips patients for whom the dynamic form, dynamic visit, or alternate form
has not been activated.

ﬂ Auvailable in visit or form navigation mode. Appears at the top of a form, in the
upper-right corner of the visit navigation bar. Click the icon to exit visit or form
navigation mode.

Required item symbol

Icon Description

1* Appears on a CRF in the item number column. Indicates that the item is required.

Reset value icon

22

Icon Description

&8 e Located In the far-right column of a form item. Click the icon to clear the data
value from the item before you submit the form.

Note: If any of the items on the form are marked Hidden or Read-Only
during trial design, this icon does not appear.

e Located on the Data Value(s) page (used to edit data values). Click the icon to
clear data from a form item that has previously been submitted.
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Select all checkboxes icon

Icon Description

In Summary View, appears in the upper-left corner of repeating forms. In Source
Verification mode, appears on all forms.

Click the icon to select or deselect every checkbox in the list. This icon is helpful
when you are source verifying, locking, or freezing multiple forms.

Status indicator icon on form tab

Description

! Appears on a tab in the form view, to the right of the tab name. Indicates that
there is work to be done on the form.

e For site users, indicates that the form
= Is incomplete or
= Has open queries.
e For sponsor users, indicates that the form
= Isincomplete or
= Has one or more open queries or

® Has one or more answered queties.

Signature icons

Description
E The form requires at least one signature.
@ The form has all required signatures.
M The Case Book requires at least one signature.
w The Case Book has all required signatures.

Source verification icon

Icon Description
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Icon Description

o Appears next to traffic light icons:

e Indicates that a form, including all instances of a repeating form, has been
source verified.

e In the Case Books List, indicates those visits in which at least one form has
been marked source verified.

You must be in a rights group that includes the Monitor right to see this icon.

Visit and form status icons (traffic lights)

Description

E No lights:

e In the Case Books List, indicates that none of the forms in the visit have been
started.

e In the Time and Events Schedule, indicates that a specific form has not been
started, or no instances of a repeating form have been started.

[] ioht
8 Red light:

e In the Case Books List, indicates that at least one form in the visit has one or
more open queries.

e In the Time and Events Schedule, indicates that a specific form has one or
more open queries, or one or more instances of a repeating form have one or
more open queries.

4] ioht
g Yellow light:

e In the Case Books List, indicates that at least one form in the visit has been
started and has one or more missing items.

e In the Time and Events Schedule, indicates that a specific form has one or
more missing items, or one or more instances of a repeating form have one or
more missing items.

] i .
g Red and yellow lights:

e In the Case Books List, indicates that at least one form in the visit has one or
more open queries and at least one form has one or more missing items.

e In the Time and Events Schedule, indicates that a specific form or one or
more instances repeating form has one or more open queries, or one or more
missing items.
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Description

Green light:

e In the Case Books List, indicates that all CRFs in the visit are complete with
no open queries, or have been marked as NA, ND, or UNK.

e In the Time and Events Schedule, indicates that all items in a specific CRF or
repeating form are complete with no open queries, or have been marked as

NA, ND, or UNK.

Flag on status icon

Icon Description

.

The flag icon appears on visit and form status icons (traffic lights). It is visible to
sponsor users.

e In the Case Books list, indicates that at least one form in the visit has an
answered query.

e In the Time and Events schedule, indicates that a specific form has an
answered query.

InForm 4.6 SP3
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Document window

26

When you open a document or online help, the document window opens and displays the
following panes:

¢  Document selection—Contains a tab for each document that you can display.

e Table of contents (TOC)—Displays the table of contents for the study documents and
online help. While you are viewing online help, you can also display an index in this pane.
Use the contents and index to navigate to specific parts of the document that is displayed.

e  Document text—Displays the text of the open document.

e Navigation—Contains buttons that let you navigate through the standard study documents
and online help, and close the document window.

Document

selection

Table of
contents

E—

Contents

Title Page

Synopsis
[Objectives of Stady

Tirne and Events
Schedule

Fegulations and
Ctandardization

Erndp omts

Fandommzation

e« Pmsm]un -

Navigation

CRFHelp | Visit Calculator | Sample Book

PHASE FORWARD INC.

Protocol Number PF-S5T Sample Tnal

A Double-Blind, Parallel
Group, Mulh-center, Safety —|
and Efficacy Study of Two
Doses of FF-IMOEURZ
Versus Placebo in Patents with
a Diagnosis of Major
Depressive Episode as Defined
by the DShI-TV

| @ Internet P

Document text
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Page indexer control

InForm 4.6 SP3

The page indexer appears on the bottom-left of the content-specific pane on some screens. The
page indexer lets you move through pages of data when the data fills more than one screen. The
following figure shows the parts of the page indexer control:

T !

Gotofirstpage 3o to last page

Goto previous page Goto next page

Gotospecificpage

Click the appropriate arrow or select a page number from the drop-down list to use the page
indexer.
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Form indexer control

The form indexer appears on the title bar of a form on some of the InForm screens. It lets you
move through the individual forms of a repeating form. The following figure shows the parts of
the form indexer control:

© O EEEDEIO0 ew |

| !

GotofirstCRF zoto last CRF

o to previous CRF Goto next CRF

Gotospecific CRF; abko shows current page

Click the appropriate arrow or select a form from the drop-down list to use the form indexer.

Note: If you are in Summary view for a repeating form, the previous and next arrows show
you the previous and next 10 instances of the form.
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Select Action list

The Select Action list appears, along with an Apply button, on the content-specific pane of a
CRF. This control appears next to buttons for tasks that you are most likely to perform. It
contains additional actions such as Print Preview, Mark SV Ready, Clear CRF, and Freeze Visit.

Select an action, then click Apply to use the Select Action list.

'[Select Action] ;I
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Links

Underlined text on an InForm screen (or in online help) indicates a link to another screen. To
jump to the other screen (or topic), click the underlined text.

For example, on the Case Books List, values in the Patient and Status columns are underlined.
Click any value in either of these columns and the appropriate Time and Events Schedule

displays.
“ate Books For Site: PFhaceforward Sitm _!
'a1|'.!'4I||'||P -'-IJI||'- .I=--|'.H||||'E Core Core Core | Dore | Shudy | Lintschwehded [ Extwnmion
| Week i | WWesk 2 ) Week 4 | Week B Termimation Patient Widk | Wesk i6 |
romenese B H B B B B
mumeenenat - @ B B B B B 0B
roapenmema f O 8 B OF B
mosmmess BB B B B B B
rmemedn f f B B B B B
rewcma - BB B B B B B
O B
mmcowcne @ B E B B B 0B
remencme | QB B OB B
rmmmmes BB G B E B B B B
moemon mod " @ B H B OB B
rammme B BB B OB d
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Using navigation shortcuts

Most recently used pages

In the main window, the bottom of the navigation pane shows the CRF History, which lists the
four CRFs you have visited most recently.

j Base Wl 1 nlk 4 Wk 8 AE/CM Final Unsch
.y

Dovo | PE Vs DOSE | CGI | HaMmD | ECG | CHEM

HEM&, | ELIG

YITAL SIGNS Patient: RHPf04-009 9
Yital Signs

1% Weight {Record to ane decimal] | Ckg Clbs Q&

o * Temperature (Record to one | oo of Q&

Patients decirnal
.
Queries 3.* Sitting Blood Pressure I—f’ I— mm Hg Q&

LU 4 Sitting Pulse Rate | bpm Q&

Marianne Meyer

Home | Help | Logout

Enroll

DTS < * sitting Respiration Rate | breaths per minute Q&

Admin BMI

Find Patient:

I

CRF History:

01:RHP: Wk §:W'S

01:RHP: WK §:D0V

01:RHP: Wk 4:CHEM

01:RHP:Wk :DOSE [Select Action] |~

|_Submit

£] HEEEN I /

Click the CRF name in the CRF History list to return to the page.

Home page Go controls

InForm 4.6 SP3

Use the home page Go controls to navigate directly from your trial home page to CRFs for a
specific patient and visit.

The trial home page is the window that appears when you log on. The Go controls appear at the
bottom of the InForm window in the content-specific pane.

Sile:_l SRV BR-AAL (AAN) = |BULTH Time & Events View - -‘\Gu

To use the Go controls:
1 From anywhere in the InForm application, in the navigation pane, click Home.
2 If you have access to more than one site, use the Site list to select the site.

3 From the Patient drop-down list, select the patient whose information to access.
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4 From the Visit drop-down list select the visit in which the patient information is located.

5 Click Go.

Navigation modes

To enter the results for many patients in the same session, you can use the following alternative
navigation modes:

e  Visit mode—Displays the first CRF of the same visit for each patient as you navigate
through the list of patients.

¢  Form mode—Displays the same CRF for each patient as you navigate through the list of
patients.

Note: Navigation modes are not available in unscheduled visits.

j. Base Wk 1 k4wl & AE/CM Final Unsch 1 . .
A —— MNavigation
icons
[poy ST | DEM | MHx INCEXC WS
HAMD | ECG | LAB
DATE OF YISIT Patient: ADJ/01-001 L
Visit Date and Time
1.* Date and Time of visit |Jan m“l / |3 &| / |20|:|4 m“| QoW

(09 |v| 00 v 24-hour clock

[Select Action] | Submit | Return

Visit and Form mode icons are located in the top-right corner of the visit navigation bar for each
CRF.

Note: Navigation modes are optional features of the InForm application. The icons appear
only if the trial is configured to enable the modes, and you have the rights to use them.

Visit navigation mode

Visit navigation mode allows you to go to the first form of the current visit for the next patient
in the Case Books List. To use this mode:

1 Go to the patient and visit from which to start. Use any of the available shortcuts, or do the
following:

a  In the Navigation pane, click Patients.
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b In the Case Books List, click the name of the patient.

¢ In the Time and Events Schedule, click the form and visit where you want to start.

j- Base Wwlk 1 Wk 2 wkd wWks AE/CM Final Unsch
A
Doy DEM | MHx | INC

HAMD | ECG | LAB | RAND!

DATE OF WISIT Patient: ADJ/f01-001 >

Visit Date and Time
i.* Date and Time of Visit |Jar'| |ﬂ| / |3 |£|| / |EIIIIII4 lz“ QW
09 |v| |00 |v| 24-hour clock

[Zelect Action] = [Pl uell |_Submit | Return

2 Click the visit navigation mode icon (@) . The following changes occur:

Site: 01
Patient: 01-001fAD] Visit: Base ro@ Elf

DOy S DEM | MHx |
HaMD | ECG | L&BR | RAMD!
DATE OF ¥ISIT Patient: ADJfD1-001 >
Visit Date and Time
1.* Date and Time of Wisit |Jar‘| |ﬂ| / |3 |ﬂ| / |2EIEI4 |ﬂ| 9l 4
09 |v] i |00 |v| 24-kour clock

[Zelect Action] | Submit | Return
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e The browser displays the first form in the current visit.

e The visit navigation bar is replaced by an indication of the current patient visit and site,
and the page indexer control is available for moving through the list of patients or
selecting a specific patient.

e The cancel navigation mode button allows you to return to normal navigation mode.

When you click the Next arrow in the page indexer control, the first form in the current visit
appears for the next patient in the Case Books List.

Site: 01
Patient: 01-002/ESR  Visit: Base Q0 a0 0 ElX
—

| DOV S1 | DEM | MHx | IMCESC
HaMD | ECG | LAR | RAND!

DATE OF ¥ISIT Patient: ESR/01-002 »

Visit Date and Time
1.* Date and Time of Visit 130 [v] / [5 [+] / [2005 [v]

| |ﬂ| ; | |ﬂ| 24-hour clock

[Zelect Action] | Submit | Return

Dynamic visits and navigation modes

Dynamic visits are created in a trial only if certain conditions are met. For example, a trial could
include an extension visit that appears only if a user enters data on an Eligibility form that
indicates that the patient is eligible to continue. In a trial that includes dynamic visits, some Case
Books can include dynamic visits that have not been activated.

When you use the visit navigation mode in a trial that includes dynamic visits, you can choose to
have the Patient drop-down list display patient names in either of the following ways:

e Show navigation details—The list displays all patients. If you select a patient for whom a
dynamic visit has not been activated, a message stating that the visit does not exist displays.

¢ Hide navigation details—The list displays only those patients with activated dynamic
visits. Patients with inactivated dynamic visits do not appear in the list.

Click the toggle navigation details icon to select the navigation method. For more information,
see Patient navigation icons (on page 22).
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Form navigation mode

Form navigation mode enables you to go to the current form of the current visit for the next
patient in the Case Books List. To use this mode:

1 Go to the patient and form where you want to start. Use any of the available shortcuts, or do
the following:

a  In the Navigation pane, click Patients.

b In the Case Books List, click the name of the patient.

¢ In the Time and Events Schedule, click the form and visit where you want to start.

Base Wk 1 wk 2 wk4 wkg AES/CM Final Unsch
L
Doy | Sl DEM MHx | IMCEXC | PE
HaMD | EcCG | LAR | RamD!
DEMOGRAPHICS Patient: ADJf01-001 >
Demographics -
1.* Gender & Male Q
Oy Female
2 Dateof Bith  [1an [v] / [+ [v] / [1950 ] O
2 * Race & White, not of Hispanic origin (;)
(" Black, not of Hispanic arigin
(T Hispanic
(O Asian or Pacific Islander
yamerican Indian or Alaskan Mative
(O Other ar Unknown v

[Zelect Action] = [P | Submit | Return

2 Click the form navigation mode icon ). The following changes occur:
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Site: D1
Patient: 01-0017AD] V¥isit: Base oooo EE

DEMOGRAPHICS Patient: ADJ/f01-001 >

Demographics

1.* Gender & Male )
() Female

2" Dateof Bith  [1an [v] / [+ [v] / 1355 9] @

3.* Race (® White, not of Hispanic origin ) (1
(7 Black, not of Hispanic arigin
(O Hispanic

(O &sian or Pacific Islander
Oy american Indian or &laskan Mative
(O Other or Unknown

4. % g.;a::zening |Jar'| |E| il |3 E| ! |2EIEI4 |E| )

| _Submit | Return

e The browser displays the same form in the current visit.

e  The visit navigation bar is replaced by an indication of the current patient visit and site,
and the page indexer control is available for moving through the list of patients or
selecting a specific patient.

e The cancel navigation mode button allows you to return to normal navigation mode.
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When you click the Next arrow in the page indexer control, the current CRF in the current visit
appears for the next patient in the Case Books List.

Site: 01
P:':Ifient: 01-002/ESR Visit: Base moo@ E&

DEMOGRAPHICS Patient: ESR/01-002 Y
Demographics |
1.* Gender & Male )
() Female
2. Date of Birth [1an [v] / [23  [v] / [1978 [¥] Q
3.* Race (OyWhite, not of Hispanic origin ) |
(® Black, not of Hispanic arigin
(O Hispanic

(M &sian or Pacific Islander
(Cyamerican Indian or &laskan Mative
(O Cther ar Unknown

4.* Screening Date [1an [+] / |5 vl / |2004 v -

* Hejgh 172 0l @om yin Y 5]
[Select Action] | Submit | Return

Dynamic forms and navigation modes

Dynamic forms are created in a trial only if certain conditions are met. For example, a trial can
include a series of forms that appear only if a patient is female. In a trial with dynamic forms, the
case books for some patients can include dynamic forms that have not been activated.

When you use the form navigation mode in a trial with dynamic forms, you can choose to have
the Patient drop-down list display patient names in either of the following ways:

e Show navigation details - The list displays all patients. If you select a patient for whom a
dynamic form has not been activated, a message displays stating that the form does not exist.

e Hide navigation details - The list displays only those patients with activated dynamic
forms. Patients with inactivated dynamic forms do not appear in the list.

Click the toggle navigation details icon to select the navigation method. For more information,
see Patient navigation icons (on page 22).
Alternate forms and navigation modes

Alternate forms are used to collect additional data on a patient after the visit in which such data
would usually be recorded. For example, if a sponsor decides to collect additional family history
data after a patient has completed the intake visit, he would use an alternate form.

To collect this additional data, a trial can include an alternate version of a form. The alternate
version of the form appears in the visit where the data would have been collected originally. If a

InForm 4.6 SP3 37



Chapter 3 Navigating

patient has started the original version of the form, both the original and the alternate form
appear. You enter the new data on the alternate version of the form. In a trial that includes
alternate forms, some Case Books can include alternate forms that have not been activated.

When you use the form navigation mode in a trial that includes alternate forms, the Patient
drop-down list displays patient names in either of the following ways:

e Show navigation details—The list displays all patients. If you select a patient for whom an
alternate form has not been activated, a message displays stating that the form does not exist.

e Hide navigation details—The list displays only those patients with activated alternate
forms. Patients with unactivated alternate forms do not appear in the list.

Click the toggle navigation details icon to select the navigation method. For more information,
see Patient navigation icons (on page 22).

Finding a patient by patient number

You can find a patient and navigate directly to the Time and Events Schedule of the patient.

To find a patient:

1 On the navigation pane, in the Find Patient field, type the patient number.

Note: Type only the patient number in the field. Do not include the initials.

2 Click Go.
The Time and Events schedule for the patient appears.

If the InForm application finds more than one patient with the same number, the content
pane displays a list of case books for all sites where a matching patient number exists. You
can click the underlined Patient or Status links to display the Time and Events schedule for
the patient.

Patient ordering

By default, the list of patients in a trial appears in the order in which the patients were enrolled.
You can change the order of patients in the Case Books list to a sequence that most closely
matches the order in which you enter or review data.

Note: The ability to change the order of patients is an optional feature of the InForm
application. The patient order icon appears only if your trial has been configured to enable
the feature, and you have the rights to use it.

The patient order icon (&) is located in the upper-right corner of the Case Books List.

Note: Check with your administrator before you change the order of patients. If you change
the order of patients, the new order appears to all users of the trial.
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To change the order of patient case books:

1 In the navigation pane, click Patients.

2 In the Case Books List, in the upper-right corner, click the patient order icon m)

The Order Patients screen appears.

" Ordar Patients For Site: PhasaForvard | Site: |
Salect a patient and click the buttons to re-order in the lst:

Patlents:

=
1102 (HRA)
1247 (CAT)
1315 (K7Z)
254 (RDF)
A0A [ALT)
40 (HIFY

#a0 ()
399 (H-T)
352 (M20)
a0 (K]

09 (TAN]
530 (545
551 (TAC)
552 (265}
55 [GZH)
534 (EAG) _|
535 [ WHD)
S0 S}
%37 (BEN) =]

3 Select a patient.
4 Use the navigation buttons below the patient list to move the patients.
5  Click Submit.

When you are in visit or form navigation mode, patient CRFs appear in the specified order.
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Overview: Taking a quick tour

42

This section leads you on a quick tour the InForm application.

This tour includes a sample trial and two hypothetical users. Each user is assigned different set of
responsibilities and rights when the trial is set up.

This tour is based on sample trial PFST45 that is shipped with your software.

This section shows the different screens that appear as the following users log on and perform
tasks that are typical of their roles in the study:

e mmeyer, who is a CRC.
e mlynch, who is a CRA.

Many of the features that are illustrated in the CRC examples are also available to CRAs. Actual
responsibilities can vary considerably from trial to trial. Trial administrators can customize
assignments and rights for each trial.
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Visiting CRC pages

Starting the tour: User mmeyer

To start this part of the tour, a user who has the user name mmeyer does the following:

1 Opens an Internet browser.

2 Enters the URL for the assigned study site.

3 On the logon page, enters mmeyer and the password.
4 Clicks Log In.

The InForm application home page for the study appears. This page is customized for each
study and can include many types of information.

The Navigation pane, on the left side of the screen, contains buttons that provide access to
the pages you will visit.

PFST45
i |
|

| Welcome to
Marianne Meyler

Horme | Help | Logaut P H A S E * F O RWA R D

\_» Enroll
\_* Patients
- PHASE FORWARD, INC.
\_* Queries PROTOCOL # PF-$ample Trial (PFST45)
+ Signatures
\_* Documents
I+ Admin Powsied by InForm™
PHASE-FORWARD
Find Patient; Phase Forward Incorparaied
Help Desk Information
I ;. Toi-Free Telephone: 877-751-3550
Web Page ¥

btip e phaselpraged Coon/Suppns
Help Desk E-madl. gupponichagelonsand com
CRF History:

Patient: [TERIsEH (ADI) = | Tirme & Events Wiew = |REEE]

Note: When you are working with the InForm application, do not use the web browser refresh
button. This action can cause problems for the trial.
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Screening Log
The Screening Log displays the list of study candidates who have been screened.
To display the page:

e In the Navigation pane, click Enroll.

Screening Log Site:
Numher Screened Failure Numher
N SCR-01-1 Jan/4/1959  lan/3/2005 01-001
SCR-01-2 ESR  Jan/23/1978 lan/s/2004 01-002 ;/
SCR-01-3 JE] Jun/27/1980 Feh/1/2004 01-003 Vv
Link to /| SCR-01-4 JEU ulf31/1972  Feb/12/2004 01-004 v
screening/ SCR-01-5 1-N Apr20/1975  Febflz/2004 01-005 v
page SCR-01-6 KLP Feh/28/1963 Mar/1/2004 01-006 Vv
SCR-04-89 RHP  Feb/13/1960 Mar/2/2004 04-009 v
Screening SCR-01-7 PLM Mar/15/1982 Mar/21/2004 01-007 Patient has
summary —| fransferred to site

{05) University of
California Hospital'

SCR-01-8 STE May/29/1952 Mar/22/2004 e Subject's age is outside 01-00s8 v
of expected range; please
correct or obtain protocol
Inclusion criteria exemption

SCR-01-9 ABC  Jan/1/1971  Apr/17/2005 123456789 Vv
SCR-01-10 MAB  Jan/1/1956  Jan/1/2005 061071 v
SCR-01-11 KSB  Jan/15/1987 Augfl0/2007 Enrall
.
QO rae o1 OO |_Add Candidate
Page indexer Add Candidate button

Note: The Enroll button provides access to both screening and enroliment activities.

Things to note

e Screening summary information—The list of study candidates is presented in table form.
For each candidate, the list includes the screening number, patient initials, and birth and
screening dates. For patients you have attempted unsuccessfully to screen or enroll, the list
displays messages that indicate why the attempts failed. For candidates who were
successfully enrolled, the list displays the patient number. The Enrollment column indicates
enrollment status.

Symbol Description

Enroll The patient has been screened successfully. To enroll a screened patient, click
this link, and a blank Enrollment form appears.
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Symbol Description

X Some screening or enrollment information has been entered for the patient,
but the patient has not been screened or enrolled successfully. The Screening
Failure or Enrollment Failure column indicates the reasons for failure. To
make additions or cotrections to the Enrollment form, click the X. To make
additions or corrections to the Screening form, click the undetlined screening
number for the patient.

v The patient has been enrolled successfully. To display the Enrollment form,
click the checkmark.

¢ Add Candidate—This button is located on the right side of the content-specific pane. To

display a blank Screening form, click Add Candidate.

e Page indexer—The page indexer is a multi-part control that is located on the bottom left

side of the content-specific pane. By clicking different parts of the control, you can move
through the pages of the Screening Log when the list of study candidates fills more than one

page.

e Link to screening form—Note that the screening number for the patient is underlined.

Underlined text contains a link to another form. To display the Screening form, click the
underlined number. If screening is incomplete or incorrect, you can make changes and
resubmit the form.
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Case Books List

The Case Books List summarizes the status of forms and visits for each patient and lets you
navigate to specific patients and visits. The Case Books List is a convenient place to view the log
of enrolled patients.

To display the Case Books List:

e In the Navigation pane, click Patients.

Case Books For Site: (01) Massachusetts General Hospital Status: _I

Highlight—b Highlight: Bl started B Incompl Queries M Frozen M Locked

Status Ba: Cori Core Core A £ Unschedu
Week 1 | W Wei Week 8 ]
o1 Enrolled
01-002 (ESR) Enrolled
Patient
status 01 01-003(JE)) Complete * * * * *
R
01 D01-004(JEY) Enrolled * * * *
01 01-005(1-M) Enrolled * * * *
01 D01-006 (KLP) Enrolled * * * *
01 01-008 (STE) Enrolled * * *
01 01-009 (ZER) Enrolled
01 04-009 (RHPY Enrolled
01 061071 (MaB) Enrolled
?age Qo Pageuoﬂ 00 | Show Transferred
indexer :

Links to Time and Show Transferred button Visit status
Events Schedule Links to patient status

Things to note

e Highlight—A series of checkboxes let you filter the display of traffic light icons for visits
that contain forms that are started, incomplete, frozen, locked, or contain queries. Traffic
lights for visits that contain forms that match all of your selections are highlighted

e Patient status—The Status column indicates the stage at which the patient is in the study.

e Visit status—Kach patient has one traffic light icon for each visit. The colors of the traffic
light show whether the forms for each visit are complete.

e Links to patient visit—FEach traffic light icon is a link to the patient forms for a visit.

e Page indexer—The page indexer is a multi-part control on the bottom-left side of the
content-specific pane. By clicking different parts of the control, you can move through the
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pages of the Case Books List when the list of study subjects fills more than one page.

e Show Transferred button—This button displays a list of patients who have been
transferred into or out of the sites to which you have access.

e Links to Time and Events Schedule—The undetlined patient number and initials and the
underlined patient status indicate links to the patient’s Time and Events Schedule. To display
the schedule, click the undetlined text.

Time and Events Schedule

The Time and Events Schedule is a list of forms and visits for a specific patient. This page lets
you review the status of forms and visits, and navigate to a specific form.

To display the Time and Events schedule:

1 In the Navigation pane, click Patients.

2 Click the patient number or status of the patient.

Time and Events Schedule Patient JEU/D1-004
H|gh||ght M Highlight: Hstarted MIncomplete B Queries M Frozen BMLocked

Baseline | Core | Core AE/CM | Study

Visits week wnk weelc rmum
and CRFs

ADVERSE EVENTS @]

CONCOMITANT CONMEDS

MEDICATIONS

DOSING RECORD DOSE Elv @* |§]:fr Elak

wEorver v B EEEE B B

SUBJECT sl Fi

IDENTIFICATION g|

DEMOGRAPHICS DEM

MEDICAL HISTORY MHx

B B33

INCLUSION [ INCEXC Fi i
EXCLUSION CRITERIA ]
BASELINE PHYSICAL PE [:I =
EXAMINATION b
VITAL SIGNS Vs

=3

F
B

DEPRESSION busf

CLINICAL GLOBAL CGI
IMPRESSION

HAMILTON RATING HAMD
SCALE FOR

Ceegee
[
Eca

. Mark Book SV Ready

!

Command buttons Form status
Links to CRFs

Things to note

e Highlight—A series of checkboxes let you filter the display of traffic light icons for forms
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that are started, incomplete, frozen, locked, or contain queries. Traffic lights for forms that
match all of your selections are highlighted.

Visits and CRFs—The Time and Events Schedule consists of a list of visits and forms. A
traffic light icon indicates which forms must be completed at each visit.

Form status—FEach traffic light icon indicates the state of completion of a form at a
specific visit.

Links to CRFs—Each traffic light also provides a link to a form; to display the form, click
the traffic light icon.

Command buttons—The command buttons in the content-specific pane let you perform
activities that affect the patient’s entire Case Book. For example, as a CRC you might be
assigned the right to mark a Case Book ready for source verification by clicking the
appropriate command button in the Time and Events Schedule.

Case Report Forms

48

Case Report Forms enable you to enter, correct, or update data for a patient visit.

Note: Case Report Forms are referred to as forms or CRFs throughout the InForm product and
documentation. Both of these terms are used interchangeably.

To display a form:

1
2
3

In the Navigation pane, click Patients.
Click the traffic light icon for the patient and visit.

Click the tab that identifies the form. If the form is defined as a repeating form, the form is
first displayed in summary form. If data has been entered in one or more forms, click the
traffic light icon or the number to the left of the form to see details for the visit.
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Patient information Iltem icons

Patient
navigation
icons
Form
YITAL SIGNS Patient: MABfOG10F1 - comment
Vital Signs icon
i — 1% Weight (Record to one 1230 Oka @lbs =1
Form items e <
2 * Temperature (Record o one a7.0 O°C ®°F =l
Temper v
Links to 7.7 Sittin? Blood Pressure J.f mm Hg Qv
form help 4.* Sitting Pulse Rate bpm Q
5.* Sitting Respiration Rate breaths per minute Q
BMI 21.2
Select Action list Command buttons

Things to note
e Patient information—Patient number and initials appear at the top-right of the form.

e Form comment—The comment icon is located in the detail view of the form, in the
upper-right corner. It provides access to comments about the form as a whole. To enter,
display or update a comment, click the icon.

e Tabs—Fach tab represents a form that is used in the visit. A yellow exclamation point (I) on
a tab indicates that work is required on the form, such as providing missing data or
answering a query.

e Form items—Form data items are listed in table format. Questions appear on the left. Data
entry controls that you use to answer the question appear on the right.

e Links to form help—If your trial includes a study document that gives help on form items,
and the study document has been linked to the forms during trial setup, the question text or
form name is underlined. To display the study document help, click the underlined question
text.

e Form item icons—On the detailed view of the form, the far right column of each form
item contains a set of icons that provide status information about the item and enable you to
display detailed item information. Information about detailed form item information appears
in the section that follows.

e Command buttons—The Content-specific pane of a form contains command buttons that
enable you to perform activities that affect the form. Your responsibilities in the study and
the rights you have been assigned determine the buttons you can see and the actions you can
take. For example, if you have been assigned the right to print forms the Print Preview
button appears.

e Select Action list—The Select Action list contains additional commands that you can
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perform by selecting a command in the list and clicking the Do command button.

Form views

Form views allow you to view form data in different ways.

Summary view

Summary view is available for repeating forms. In summary view, form data items appear in table
format with each form appearing in a row. Each row has an underlined number in the leftmost
column and a traffic light in the column next to it. When you click the number or the traffic
light, the detailed view of that row appears. You can sort these rows by clicking the column
headings. If applicable, a frozen or locked icon also appears in this column.

The far right column displays a comment and audit trail icon that provide access to comments
and audit trail activity that apply to a particular instance of the form. For example, to view the
audit trail of a deleted instance (indicated with each data item crossed out), click the audit trail
icon for that instance.

Using summary view to initiate commands on multiple instances

The summary view is useful for performing the same action, such as locking, freezing, source
verifying, or deleting, on several different form instances at the same time.

To perform one action on several forms:

1 In the summary view, click the action button you want to perform. (If the action does not
appear in the row of command buttons, find it in the Select Action list and click Apply.) The
summary view reappears with a column of check boxes along the left side.
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3 AESCM Final L
A

I 2E! [ CONMEDS
CONCOMITANT MEDICATIONS — Unscheduled [Page 1 of 1]

aldactaside 200 Milligram Once daily Cral  Chronic
disease

lopressor 20 Milligram Once daily Cral  Chronic
disease

Mo, specify End
Date and Time
Mar/2/2004 20:00

o, specify End
Date and Tirme
Mar/2/2004 08:00

Mark SV Ready

|_Return

2 Select the checkbox next to the form instance or instances on which you want to perform

the action you selected in step 1.

3 Click the button for the action you want to perform (for example, Mark SV Ready).
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Detailed view

Detailed view is available for instances of a repeating form. In the detailed view, form data items
appear in a table format with a question on the left and the data entry controls for answering the

question on the right.

AEfCM Final Un
A

---
CONMEDS

CONCOMITANT MEDICATIONS — Unscheduled [2 of 2]

COMCOMITANT MEDICATIONS
Sequence number

1.* Drug name

(Trade Mame preferred)

2 * Unit dose
3.* Units
4% Frequency
5 * Route

5.* Reason for medication

7.* Started prior to study?
Hr:Min {00:00-23:59)

2. * Ongoing?
Hr:Min (00:00-23:59)

[Select Action] = |EEL0 0

2

|I0pressor |
|Mi|ligram |ﬂ|
once daily ]

Oral [»]

©[Gro deeases]

O Other specify

QO BT Q@ Mew patient: 1£1/01-003 P

=
=l

Qod

Qg
Qg
Qg
Qg
Qg

®Yes
O /[ M/
24-hour clock

OYes
® Mo, specify End Date and Time
[hdar el { [o faall # [Tanma ol

g

g

| Submit | Return
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Cross reference view

The cross reference view is for forms that are defined as associated forms during trial design. The
page is divided in half horizontally, so that it displays two associated forms at the same time. The
forms behave the same way whether you are in cross reference view, summary or detailed view.

OOMENEQ O (Hew patient: JE1/01-003 &

ADYERSE EVENTS —
Sequence number 1
1" Event |I|ghtheadedness | QD

Diagnosis only (F known)
otherwise sign/symptom

2 *  Start date and time =
hirimin (00:00-23;5%9) Mar v /(15 |v] / [2004 v] <
: 24-hour clock
3" Outcome & Recovered/Resalved, provide End date and time Qg
hrimin (00:00-23:59) |Mar @| i |24 @| i |EDD4 @‘
: 24-hour clock
(O Recovering/Resolving LI

Associations With CCRF : CONCOMITANT MEDICATIONS

CONCOMITANT MEDICATIONS — Unscheduled [Page 1 of 1]

Chronic Mo, specify End
disease Date and Time
Mar/2/2004 20:00

lopressor 20 Milligramn Onece daily  Oral  Chronic Mo, specify End
disease Date and Titme
Mar/2/2004 0500

[Select actinn] > |EEGT0d00 | Submit | Return

Navigating between the form views

You can move between the three different views to see a list of all visits as well as detailed
information for a single visit. Use this table to navigate between the different form views.

To move from Select

Summary view Standard view The number in the far-left column of the
instance you want to see.

Standard view Summary view [Summary] in the drop-down list.

Standard view Cross reference view There is no standard view if the form can be
associated with another form. The two forms
always appear in cross reference view.

Summary view Cross reference view The number in the far-left column of the
instance you want to see.

Cross reference view Summary view [Summary] in the drop-down list.
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Patient visit information

When you display the forms for a patient visit, the time line and tabs at the top of each form
summarize the visits in the study. You can navigate to forms within the current visit and
throughout the trial.

To view visit information:

1 In the Navigation pane, click Patients.

2 Click the traffic light icon for the patient and visit.

Visit navigation time line

Time and Events Schedule

navigation arrow 4 Pase Wk Wwk2z Wk4 Wka AE/CM Final Unsch
A

Form navigation — .8 poy  vS! | DOSE | CHEM | HEMA

tabs DATE OF ¥ISIT

Things to note

e Visit navigation timeline—Use the timeline at the top of the page to navigate to other
visits within the trial. The name of the current visit is highlighted in yellow. To go to a
different visit, click the visit name.

e Form navigation tabs—Use the tabs under the timeline to display each form in the current
visit. To go to a different form, click corresponding tab. The tab of the current form is
highlighted in yellow.

¢ Time and Events Schedule navigation arrow—This yellow, upward-pointing arrow is
located next to the timeline. Click the arrow to go to the Time and Events Schedule.

Form item details
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Comments

Comments are blocks of text in which you can enter any pertinent additional details about a
form item. On the Comment page you can create, update, or view a comment on an individual
form data item or on the entire form. You can use the Comment page to:

e Add a new comment, if none currently exists.
e  Edit the text of an existing comment.
e Add information to the text of an existing comment.

e Replace an existing comment.

Note: To enter comments, you must have the appropriate rights in the study.
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The Comment page for a form or data item contains the current version of the comment text.
The changes made to the comment text are tracked in the history of the comment.

To view the page:

e TFrom the detailed view of a CRF, click the comment icon in the farthest right column of a
form item.

To display a form comment:

e In the upper-right corner of the form, click the comment icon.

The table describes comment icons.

Icon Description

< Gray icon:

e In the upper-right corner of a form, indicates that there is no comment on the
form as a whole.

e In the farthest right column of a form item, indicates that there is no comment
on the item.

To type a comment, click the icon.

@ Yellow icon:

e In the upper-right corner of a form, indicates that a comment exists on the
form as a whole.

e In the farthest right column of a form item, indicates that a comment exists on
the item.

To view or update the comment, click the icon.

InForm 4.6 SP3

Data Value(s) | Quene Audit Trail S amnannts
+ Baseline:CLINICAL GLOBAL IMPRESSION Patient: YAN 989
= 2. How depressed is the patient ak this time? Bordarline depressed

Current data
value

HIS[OI‘}' Comment History i ! }

Solected Comment

Date enterad: May/15/2004 11:07:%0 (GMT-0%:00)
Entored by: tallen
Cammant tet: Plaase chedk the source dats
Comment details —— Current Comment
Commant: Flease chedk the source data =

T

Command buttons
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Things to note

e  Current data value—The current value of the data item appears at the top of the page.

e History—If more than one addition or update has been made to a comment, the history list
enables you to view details about each addition or update.

e Comment details—The Selected Comment section provides details about the comment
version selected in the History list.

e Command buttons—The command buttons in the Content-specific pane enable you to
submit a comment addition or update or to return to the form without saving changes.

Queries

The Queries page enables you to create, respond to, change the status, or review the details of
queries on a specific form data item, in accordance with your responsibilities and rights in a trial.
The detail page provides information about the current status and the history of queties on the
item. In this tour, the CRC user can answer queries, and the examples reflect the version of the
Queries page that supports this activity.

To view the page:

e Click the query icon in the far-right column of a form item that has a query. The following
table describes the different query icons.

Icon Description

L e Gray icon—Appears in the far-right column of a form item without any queries
against the item. Click the icon to enter a query.

This icon appeats only if you have the right to issue queries.

Ud Yellow icon—Appears in the far-right column of a form item if a query has been
entered against the item and the query is not closed. Click the icon to view or
update the query.

\ g Green icon—Appears in the far-right column of a form item if the item has a

history of queries.
e For site users, indicates that there are no open queries.
e Tor sponsor users, indicates that all queries have been resolved.

Click the icon to view the query history.
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. vl P . A . 5 -
Data Walue(s) Queries sudit Trall | Comment

Patient: ADJ/01-001

Current 4 Core Week 1:VITAL SIGNS

data value — || 5. Sitting Respiration Rate 10 hreaths per minute

[»

e DOpen: The source document had a walue of 15 and this has 3 value of 10, Ple...

Query
history ——»

Query History: |ID1: Opened 'I
Sever| Dot | usor | Stte | Reasn

PSOALE AprflS5/2004 09:06:02 mlynch  Reissued:Opened The source document had a value
(GMT-05:00) of 15 and this has a value of 10,
Please either correct this form or
the source document, Both values
should match,

PSOALS Aprf7/2004 10:24:04 mmeyer &answered Original value is correct
(GMT-05:00)
PSOALS Febf15/2004 12:51:45 mlynch  Opened Data does not match source
(GMT-05:00)
Query
details —— || Query
Action: Answer Queary
Reason: e | ;'
¢ Other:

4 Submit 4 Return

Things to note

e Current data value—The current value of the data item appears at the top of the page.

¢ Query History—If more than one query has been issued on an item, the history list enables
you to view details about each query.

¢ Query details—The Query section provides details about the query selected in the History
List. The appearance of this section varies with the type of query activity for which you are
responsible, and with the state of the query.

For example, if you have been assigned the right to answer a query, as in this example, a row
called Answer Text includes the controls for selecting or entering an answer. After you have
submitted an answer, the Answer Text row becomes a read-only section in which your
answer is visible, and the Query State changes to Answered. If you have been assigned the
right to issue a query, the Query section includes data entry controls in the Query Text row.

e Command buttons—The command buttons in the Content-specific pane enable you to
submit a query response or to return to the form.

Audit Trail

The Audit Trail page enables you to review the history of changes made to a specific form data
item, along with a history of query activity on the item.

To view the page:

e Click the audit trail icon in the rightmost column of a form item. The following table
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describes the different types of audit trail icons.

Icon Description

g Gray icon—Appears in the far-right column of a form item.

Indicates that no subsequent changes have been made to the initial data value of
the item. Click the icon to view the audit trail for the initial entry.

In the summary view of a repeating form, an audit trail icon appears in the
far-right column of each instance of the form.

gl Yellow icon—Appears in the far-right column of a form item.

Indicates that changes have been made to the initial data value of the item. Click
the icon to view the audit trail for the item.

In the summary view of a repeating form, an audit trail icon appears in the
far-right column of each instance of the form.

1ata Waluels) Queries f : Comment
Data Walue(s) | Querie | Audit Trail Commmen .
4 Core Week 4:VITAL SIGNS Patient: JEU/01-004
Current — | 5, Sithing Respiration Rate 12 breaths per minute
data value

e Open: Data does not match source

Audit
trail — | PS0OA18 Aprf15/2004 12:028:42 mlynch Query 1 Opened Data does not
(GMT-05:007 rmatch source
PSOALE Mar/22/2004 156:48:33 mmeyer Data Entry: 12 Initial Entry
(GMT-05:007 breaths per minute

.

Y Return

Links to details

Things to note
e  Current data value—The current value of the data item appears at the top of the page.

e Audit trail—The history of data value changes and query activity appears in a table that
indicates the date and time of activity and the responsible user.

e Links to details—FEach item in the audit trail is underlined, indicating a link to more
detailed information. To view details, click the undetlined text.
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Data Value(s)

The Data Value(s) page enables you to change the value of a specific form data item and provide
a required reason for the data value change. The actual title of the page is based on the form, on
which the data item appears.

To display the page:

e Navigate to a form for a patient, and click the data value on the form.

Note: When you move the mouse over the item, the background color of the item darkens. To
select the item, click anywhere in the darkened area.

09 |v| 40 v 24-hour cog?

Click to edit item 1

" Data v alue(s) Queries | Audit Trail | Comment

|
Current 4 AE/CM:DATE OF VISIT - Unscheduled —
data value — 1, Date and Time of Visit Mar/24/2004 0940 ]
Audit Trail

selection —— mulﬁl Erter new value - I_

Enter New Yalue:

Change : .

controls o 1.% Date and Time of wvisit |Mar | /|24 =|/|2004 =] A Q&
IDg vI :|4|:| vI 24-hour clock I

Clearicon

Reason for

change ———» Reason For Change
Mote: Open queries will automatically be answered with any data change.

Date entered:

Entered by: mreyer
Reason for change: ("| ;|
i~ Other:

[—

LI_

-

Y Submit % Return

Things to note
e Current data value—The current value of the data item appears at the top of the page.

e  Audit Trail selection— List of changes to the form item. Each entry consists of the date
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and time of the change and the logon name of the user who made the change. The list also
includes an item called Enter new value, which enables you to change the data item and enter a
reason for the change. To view the details of a change, select it from this list.

¢ Change controls—The item and its controls appear in the Data Value(s) page just as they
are in the form. To change the value of a data item, enter the new value in these controls.

e Clear icon—To clear the value of the data item, click the eraser-shaped icon to the right of
the item.

¢ Reason for change—Fach time you change or clear a data value, you must select or enter a
reason for change. This reason is recorded in the audit trail for the icon.
Form help

Form help is an optional feature that enables you to display the part of the documentation for
your study that describes a particular form item or page. If your study is set up with this feature,
you can navigate directly from the form item or page to the study documentation.

To display the page:

e  C(lick the underlined text of a form item or page.

3.* Sitting Blood Pressure I / I

mm Hg

The InForm application document window opens and displays the part of form help that
describes the item.

Study Guide - :-: . Eeport temperature i etther enhel or Celsms, entry &
Table of be converted to the desired unats for report purposes

Contents « Beportusimg decmnal places, do not round to whele number.

Demographics Form Ttern 3 Blood Pressure

Contents _g’;ncmml_ » Measure blood pressure after patient has been siting for 5

Medications Form TmLes.

Baseline Physical Mtem 4 Pulse Rate
Exammnaton Form
s Pulse measurements should be made for one Gill ranute after

Plrysical Examination completion of the seated blood pressure measurements.

Form bax
Ttem 5 Respiration Fate
Pregnancy Form o )
. o Bespiration rate should be made for one full minute after i
Fital SienaBP Form = completion of the seated blood pressure measurements. El

©O e OElors O

Page indexer
[&] Dore [T o trcemmet p

Things to note

e Contents—Form help contents appear in the Table of Contents pane of the document
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window. To display a specific help topic, click its link in the Table of Contents pane. In this
example, help is organized by form.

e Page indexer—The page indexer is a multi-part control on the bottom left side of the
Content-specific pane. By clicking different parts of the control, you can move through the
pages of form help.

Navigating between detail pages and forms

When you display a detail page for a form item, you can move to other detail screens or you can

return to th

e form.

e To move to other detail screens, click the tab for the page you want.

e To go back to the form page, click Return in the Content-specific pane at the bottom of the

page.

Query Listing

InForm 4.6 SP3

The Query Listing page enables you to review a summary of all queries and to navigate to the
query view of a specific form with a query. Several filters of the list are available; by making
selections in the filters, you can specify the queries that you want to see in the list.

To display the page:

e In the Navigation pane, click Queries.

Filters —»

Query —»
summaries

Links to
query —»
details

Things to

UULLAA L L UL 01 - (01) Massachusetts General Hospital =

pationt: INEEES | Quers status: CRREY| 1ssuer: CINEEEY|
gitea _patient st ke ___[itemNo flsuer ______[status |
01 01-001 (ADJy Baseling DEM S Thill Closed
. -
Besponse satisfies query
01 01-001 (A0 Baseline Dow 1 Thill Answered
01 01-001 (A0 Baseling vE 1 swilson Answerad
* Transcription Error
01 01=001 (ADI) Basaline VS 1 autogquery Opened
. =
01 01-001 (ADY) Baseline Vs 2 swilson Answered
* Linits missing in mern
01 01-001 {ADI) Common (Cross Trial) DOSE mlynch Opened
* Response does not saticfy query
01 01-001 (ADI) Common (Cross Trial) DOSE mlynch Opened
» Response does not satisfy query
01 01-001 (ADI) Commaon (Cross Trial) DOSE mlynch Closed
. =
01 01-001 (AD1) Commean {(Cross Trial) DOSE milynch Answered
. n item level comment r i 2
01 01-001 (ADIy Core Week 1 Do 1 autoquery Closed
¢ Cloge Auto Quary
01 01-001 (AD7) Core Week 1 DoV 1 autoquery Closed
* Close Auto Query
o1 01-001 (ADJy Core Week 1 VS 1 autoguery Closed
-
01 01-001 (A0} Core Week 1 S 5 mlynch Openad
# The source document had 3 value o and this has 3 value o A E er corre arm o & & do . Both va
1} § 01-001 (ADI) Core Week 2 Do 1 autogquery Closed
* Responge satisfies quary
QO rue S0 OO

T

Page indexer

nhote

e Filters—To make it easier to find specific queries, the Query Listing page includes a set of
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lists from which you can select queries for a specific patient, query status or the person who
issued the query.

¢  Query summaries—The Query Listing consists of a table in which each row is a single
query, identified by site, patient, visit, CRF, item number, and issuer. When a query’s state
changes—for example, when an Opened query is answered—the query’s status is updated in

the table.

e Links to query details—To display the detailed Query page for a specific query, click the
underlined text in the query row.

e Page indexer—The page indexer is a multi-part control on the bottom left side of the
Content-specific pane. By clicking different parts of the control, you can move through the
pages of the Query Listing when the list of queries fills more than one page.

Study documentation

Overview: Study documentation

This section describes the types of study documentation that can be available if they are set up by
your trial administrators.

Protocol

The study protocol is the sponsor documentation that describes in detail how a study is to be
conducted.

To display the study protocol:

1 In the Navigation pane, click Documents.

2 Click the Protocol Guide tab, if it is not already selected.

m CRF Help | Wisit Caleulstor | Sample Book

Contents =l
Title Page
Contents — b PHASE FORWARD INC.
Synopss
Protocol Number PF-ST Sample Tnial
(Objectives of Study
A Double-Blind, Parallel
Tirne and Events Group, Mulh-center, Safety —
Schedule and Efficacy Study of Twe
Dases of PE-IMOKTUE2
Fegulations and Versus Placebo in Patients with
Standardization a Diagnosiz of Major
Depressive Episode as Defined
Endpomts by the DSM-TIV
F.andomization
=l
Page indexer — Lol 1 = [LEi» Lo \Liows
%) [T T e trkermet £
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Things to note

e Contents—Protocol contents appear in the Table of Contents pane of the document
window. To display a specific protocol topic, click its link in the Table of Contents pane.

e Page indexer—The page indexer is a multi-part control on the bottom left side of the
navigation pane. By clicking different parts of the control, you can move through the pages
of the protocol.

Form help

InForm 4.6 SP3

Form help provides information about how to obtain and fill in patient data in forms. If your
trial is set up to accommodate direct linking from a form item to help about the item, you can
display CRF help by using that method. You can also open form help from any location in the
InForm application by clicking Documents in the Navigation pane. This part of the tour describes
the second method of viewing form help.

To display Form help:

1 In the Navigation pane, click Documents.

2 Click the CRF Help tab, if it is not already selected.

Smdy Guide - :-: ; Beport temperature m T enhed of Lelins. entry -

Table of be converted to the desired unats for report purposes
C'ontents « Beportusmg decmnal places, do not round to whole number.

Diemographics Form Ttern 3 Blood Pressure

Contents —»
Concormtant

Medications Form

B aseline Physical Ttem 4 Pulse Rate

Exammation Form

« Measure blood pressure after patient has been sitting for 5
minutes.

o FPulse measurements should be made for one full rnute after

Physical Eramination completion of the seated blood pressure measurements,

F orm
Ttem S Respiration Rate

Pregnancy Form

s Bespiration rate should be made for one full minute after
completion of the seated blood pressure measurements. =l

Vital SienfBP Fore 2
Page indexer —p{l < LN T - 1000~
[&] Done [T 8 eermat ,ﬁ

Things to note

e Contents—Form help contents appear in the Table of Contents pane of the document
window. To display a specific help topic, click its link in the Table of Contents pane. In this
example, help is organized by form.

e Page indexer—The page indexer is a multi-part control on the bottom left side of the
Content-specific pane. By clicking different parts of the control, you can move through the
pages of form help.
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Visit Calculator

The Visit Calculator provides a quick way to estimate visit dates based on a selected start date.
After you enroll a patient, the Visit Calculator page appears and computes suggested visit dates
based on the date of the enrollment visit. Afterwards, to display the Visit Calculator, use the

Documents window, as described in this section.
To display the Visit Calculator:

1 In the Navigation pane, click Documents.

2 Click the Visit Calculator tab, if it is not already selected.

Start Date:

Start date ——w| ¥t 1 (Baseine): [Fos =1 [7 = 755 =

Patient schedule —| "7

Visit 1 (Baselne)

Visit 2 (Core Week 1)

Vigit 3 (Core Week 2)

Visit 4 (Core Week 4)

Visit 5 (Core Week 8)

Visit 6 (Study Termenaton)

Visit 7 (Unscheduled Patient Visit)
Visit 8 (Extension Week 16)

vizsit 9 (Extension Wweek 32)

e enttie ate Schocled Date and Tne

|®

‘Wednesday, February 09, 2005
Wednesday, February 16, 2005
Wednesday, February 23, 2005
Wednesday, March 09, 2005
Wednesday, Apnl 06, 2005
‘Wednesday, September 28, 2005
Unscheduled wist(s)

Dynamically Scheduled visit o

Dynamically Scheduled wisit

Y]

Things to note

e Start date—This control enables you to enter any date as the first visit date. Subsequent
visit dates are recalculated from the date that you specify.

e Patient schedule—This section displays suggested visit dates based on the start date. After
calculating visit dates, you can print the Visit Calculator page by using the browser’s print
facility and fill in the Scheduled Date and Time column on papet.

Sample Case Book

The sample Case Book includes a copy of each form in the trial, organized by visit. This sample
set of forms is for display only; you can use it to familiarize yourself with the forms in your trial.

To display the sample Case Book:

1 In the Navigation pane, click Documents.

2 Click the Sample Book tab, if it is not already selected.
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Visit navigation
controls ——= [

x Wkl Wk2 Wkd wWk8 Final Unsch Wk 16 Wk 32

C | DEM ) WS | CGl | HAMD | ECG
Form tabs——»
| HEMA

SAMPLE: DATE OF VISIT Patient: NFASNSA

Visit Date and Time
1. Date and Time of Visit | ﬂ jl ﬂ j'l ﬂ

[T = [ = 2#-hourciock

Return button

Close button

Things to note

e  Visit navigation controls—The controls at the top of the sample Case Book enable you to
move between visits.

e Form tabs—Each tab displays the corresponding sample form when you click the tab.
¢ Return button—Returns you to the protocol view of the document window.

o Close button— Closes the document window.
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Online help

Logging off

The InForm application online help describes the features of the product and explains how to
use them. You can display online help at any time while the InForm application is running,

To display the InForm application online help:

Contents tab
Index tab

In the Navigation pane, click Help.

l Search tab

® Conterss | (3 Index| ) Search

Contents

3] About InForm
@ Akt this guids
& @ Logging in snd lagging «
B @hisvigating
@ Taking & quick tour
B @ Screening
@ @ Enroling
B @kEntering form dats
B @ Undsting form data
B @ Anwering queries
B @ inccaiing source verific
& @ Perieming source veril
B kg gueries
B @ Closing queries
B @ working with mutiiple o
B @ Freszing, unireszing, ko
B *5-3’!\9 forms
B @ Frirting

£

El

InForm-
Integrated Trial Management

PHASE*FORWARD

InForm Online Help

£]

T gtemet /

Things to note

Contents tab—Displays the contents of the guide in an expandable and collapsible
hierarchy. You can click on book and page icons to navigate through the guide.

Index tab—Displays a multi-level list of keywords that help you find information in the
guide.

Search tab—Opens a search page on which you can search for specific words and phrases
in the guide.

This concludes the part of the tour visited as the user mmeyer.

To log off, the mmeyer user clicks Logout in the Navigation pane, then clicks Yes in the
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confirmation dialog box.

In the next part of the tour, you will visit some additional screens to which the sample user
named mlynch has access.
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Visiting CRA pages

Starting the tour: User mlynch

In this part of the tour, a user who has the user name mlynch does the following:
1 Opens an Internet browser

2 Types the URL for the assigned study site, and presses Enter.

3 On the logon page, types mlynch and the password.

4 Clicks Log In.

The InForm application home page for the trial appears. This page is customized for each
study and can include many types of information.

The Navigation pane, on the left side of the screen, contains buttons that provide access to
the pages you will visit.

PFST45

= 9

Melissa Lynch

Welcome to

Home | Help | Logout

- PHASE*FORWARD.

_* Patients
* Queries
PHASE FORWARD, THC.
_ * Monitor PROTOC OL # PE-Sample Trial (FFST45)

\_* Signatures

\_* Documents
Powered by InForm™

PHASE*FORWARD

Phase Forward Incotporated

\_* Listings

_* Admin

_* Beports Help ek Informati

- Tob Free Telephans: £77.761. 3560

Wieb Pags: litig fesen sheseloswied comiSuppon
Halp Desk Emad supponi@ehaseiarand om

Find Patient:

CRF History:

| 01 - (01) Massachusetts General Hospital MDI-DDI (AaD1) Mﬂme & Events Viewﬂ

Note: When you are working with the InForm application, do not use the web browser refresh
button. This action can cause problems for the trial.
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Case Books List

The Case Books List summarizes the status of forms and visits for each patient and lets you
navigate to specific patients and visits. The Case Books List is a convenient place to view the log
of enrolled patients.

To display the Case Books List:

e In the Navigation pane, click Patients.

Case Books for Site: g
Highlight: Bl started Blincomplete Bl Queries M Frozen M Locked

(01} Massachusetts General Hospital

Status : CINEES|

Highlight—| =i Status eline | Cor Co Core /CM Unscheduled
Wee We Week Termi
1 4 g
Patient __, 01-001 (#D)) Enrolled v, ‘, « « v, v,
status
01 01-002 (ESRI Enrolled « v, ‘, « « v, v,
01 01-002(JE)) Complete g v, ‘, « « v,
01 01-004 (JEU]  Enrolled « v, " ‘, "
01 01-005(1-M) Enrolled « v, ‘, ‘,
01 01-006(KLP) Enrolled ‘, v, ‘, ‘,
01 01-008(STE) Enrolled « «
Flag ol S oo eeny Feecllod g UE
01 04-009 (RHP) Enrolled ‘, V, ‘, « V,
01 061071 (M&RY Enrolled
t t t t

Page —
indexer

00 Page pRISd

of 1 o@ | Show Transferred

Links to Time and  Show Transferred button

Events Schedule

Wisit status
Links to patient status

Things to note
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e Highlight—A series of checkboxes let you filter the display of traffic light icons for visits
that contain forms that are started, incomplete, frozen, locked, or contain queries. Traffic
lights for visits that contain forms that match all of your selections are highlighted

e Patient status—The Status column indicates the stage at which the patient is in the study.

e  Visit status—Kach patient has one traffic light icon for each visit. The colors of the traffic
light show whether the forms for each visit are complete.

e Links to patient visit—FEach traffic light icon is a link to the patient forms for a visit.

e Page indexer—The page indexer is a multi-part control on the bottom-left side of the
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content-specific pane. By clicking different parts of the control, you can move through the
pages of the Case Books List when the list of study subjects fills more than one page.

¢ Show Transferred button—This button displays a list of patients who have been
transferred into or out of the sites to which you have access.

e Links to Time and Events Schedule—The underlined patient number and initials and the
underlined patient status indicate links to the patient’s Time and Events Schedule. To display
the schedule, click the undetlined text.

e Flags—A yellow flag on a traffic light indicates the presence of one or more answered
queries.

Time and Events schedule

The Time and Events Schedule is a list of forms and visits for a specific patient. This page lets
you review the status of forms and visits, and navigate to a specific form.

To display the Time and Events schedule:

1 In the Navigation pane, click Patients.

2 Click the patient number or status of the patient.

Highlight,

including - :
selections Time and Events Schedule Patient RHP/04-009

for SV status —» Highlight: Bl started B Incomplete B Queries M Frozen M iocked M SY Ready B SY Partial B SY Complete

- Assessment CRF Baseline [Core |Core |Core |Core |AE/CM |Study Unscheduled &3
Visits week |Week |Week |Week Termination |1
and CRFs — i 2 2 8

ADVERSE EVENTS AE
COMCOMITAMT CONMEDS
MEDICATIONS
DOSING RECORD DOSE « « « «
DATE OF WISIT Do « « « « «
SUBJECT Sir | -
IDEMTIFICATION
DEMOGRAPHICS DEM V
MEDICAL HISTORY MHx
INCLUSION f EXCLUSION IMCEXC Lo
CRITERIA
BASELINE PHYSICAL FPE |-
EXAMINATION
Flag FRer—SHTH = = = o
v v v
Fameia e
CLIMICAL GLOBAL [slc v
IMPRESSION
HAMILTOM RATING HAMD
fa MR MEDOR (W1 ‘, E d

|_Freeze Book

Command button Form status links to CRFs

Things to note

e Highlight—A series of checkboxes let you filter the display of traffic light icons for forms
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that are started, incomplete, frozen, locked, or contain queries. Traffic lights for forms that
match all of your selections are highlighted. You can also filter for Source Verification status.

Visits and CRFs—The Time and Events Schedule consists of a list of visits and forms. A
traffic light icon indicates which forms must be completed at each visit.

Form status—FEach traffic light icon indicates the state of completion of a form at a
specific visit.

Links to CRFs—Each traffic light also provides a link to a form; to display the form, click
the traffic light icon.

Command buttons—The command buttons in the content-specific pane let you perform
activities that affect the patient’s entire Case Book. For example, as a CRC you might be
assigned the right to mark a Case Book ready for source verification by clicking the
appropriate command button in the Time and Events Schedule.

Flags—A yellow flag on a traffic light indicates the presence of one or more answered
queties.

Source verification and monitoring screens

InForm 4.6 SP3

A user with rights to perform monitoring activities has access to screens that support source
verification and site monitoring.
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Source Verification Listing

The Source Verification Listing enables you to review the source documentation status of CRI's
and to navigate to the Source Verification view of a specific CRF so that you can perform source
verification. Several filters of the list are available; by making selections in the filters, you can
specify which CRFs you want to see in the list.

To display the page:

e In the Navigation pane, click Monitor.

S Paeuiit ¥ R

" source Verification

" Source Verification Listing For Site: mr
SR Patient: NG| sv status: EONENNOY| crr status: m
AN TN S T R I L -

PFSTOLMOM  Baseling Mot SV Ready E
Check —r PF  PFSTOLMOM  Baseline DOV Mot SV Ready ﬁ
%
bﬂ o3 ~ FF PFSTOLMHOM  Baselne Bl Mot SV Ready E
PFSTOLMOM  Baseline vE ot 5V Ready
Source _____J_'..-ﬁ" E
verification — er PFSTOLMOM Common (Cross Trial)  AE[1] Mot SV Ready E
summary
[ PF  PFSTOLMOM  Common (Cross Trial) AE[2] Not SV Ready E 1
r PF PFSTOLMOM Common (Cross Trial) DOSE Mot SV Ready E 4]
 PF PFSTOLMOM  Core Week 1 DOY Mot SV Ready ﬁ
I~ FF PFSTO2M0L Basolng DEM Mot SV Ready =
QO reee fB QO

Page indexer Link to source vernfication

view of farm Freeze/Lock

buttons

Things to note

e Filters—To make it easier to find specific forms, the Source Verification Listing includes
drop-down lists from which you can choose to display a list of forms for a specific site and
patient. You can also filter the list by source verification state, by CRF completion state, and
by numerous content and status criteria. You can create and save custom filters. For more
information, see Filtering the source vetification listing (on page 158).

e  Check boxes—A column of check boxes allows you to select one or more forms and
perform a group freeze, unfreeze, lock, or unlock on them by clicking the appropriate button
in the lower right corner of the page.

e Source verification summary—TFor each form, the Source Verification Listing displays the
site, patient number and initials, visit, form abbreviation, source verification status, and CRF
completion status.

e Page indexer—The page indexer is a multi-part control on the bottom left side of the
Content-specific pane. By clicking different parts of the control, you can move through the
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pages of forms in the Source Verification Listing,

e Link to source verification view of form—Form names are underlined, indicating the

presence of links from this page to each listed form. To display a source verification view of
a form, click the underlined form name.

e Freeze/Lock buttons—The buttons in the lower right corner of the page enable you to
freeze, lock, unfreeze, or unlock the forms for which you have selected the check boxes.

Note: The Source Verification Listing page displays each instance of a repeating form as a
separate row. The number of the instance is added to the name of the form: for example,
AE[1], AE[2].

SV Report

InForm 4.6 SP3

The SV Report (Source Verification Report) is a formatted listing of one or all forms that exist
for a patient. When you print the SV Report, you can obtain a complete printed copy of the
forms so that you can perform source verification offline. The SV Report consists of two
screens: a list of patients for whom you can generate reports, and a page on which you can select
the form or forms you want to print. After generating a view of the form or forms online, you
can print it by clicking the Print button.

To display the page:
1 On the Navigation pane, click Monitor.

2 Click the SV Report tab.
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Sortable columns

Source v .Il;'||lt'q1-t|ﬂﬂ Heports

T S [T Yoy rrey g YT -
(D1} Massachusetts Ganaral Hospital 01-001 an) Ponk Braview
(D1} Massachusetts General Hozpital 01-002 ESR Prink Previgw
(01} Massachusetts General Hosprtal 01-003 JE} Bront Breview
(01} Mazsachusetts General Hospital 01-004 IEY Prink Previee
(01} Massachusetts General Hospital 01-005 1M Bonk Braview
(D1} Massachusetts Genaral Hospital 01-006 KLP Prink Praview
(01) Massachusetts Ganeral Hospital 01-008 STE Erink Providw
{01} Massachusetts Genaral Hospital 04-009 RHP Ernk Oraview
(01} Massachusetts Genaral Hospital 061071 AR Frng Provigw
(D1} Massachusetts Ganeral Hospital 123456789 ARC Erint Previaw
(02} Clevaland Chnic 02-001 ARG Prink Pravisw
{02} Cleveland Chnic 02-002 CRS Brink Bravigw
(02} Cleveland Chnic 02-003 DML Erink Prevew
(02} Claveland Clnic 02-00%5 E-M Prng Pravigw
{02} Cleveland Chnic 02-006 KM Brng Preview
(G2} Chavidand Chnic 02-007 s Brink Bréview
(02} Cleveland Clnic 02-007 RRP Ponk Preview
(D4) Johns Hopkins Hospital 04-001 AET Prink Préview
{04) kohms Hopking Hospital 04-002 CHE Brink Pravigw =

QO rue (3 OO

Fage indexer control Print Praview link

Things to note

e Sortable columns—You can sort the report by using the data in the Site, Patient Number,
or Patient Initials columns. To change the sort order of one of those columns, click the
column heading. In the column used for the primary sort, the heading includes an arrow that
indicates the sorting direction.

e Page indexer control—This control enables you to move to a different page of the SV
Report list when the information fills more than one page. To use the page indexer control,
click the appropriate arrow, or select a page number from the drop-down list.

e Print Preview link—Fach Case Book in the SV Printout list has a Print Preview button that
enables you to display a page on which you can select the form you want to print or specify
that you want to print all forms.

SV Report print preview

The print preview page displays a view of a form in a format suitable for printing. From this
page, you can print the form, or you can print all forms in the Case Book.

To display the page:
1 In the Navigation pane, click Monitor.
2 Click the SV Report tab.

3 Click the Print Preview link for the form you want to print.
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Note: To generate a print preview of the entire Case Book, click any Print Preview link.

Source Yenfication " sy RHpDI‘I Visit Reports | Reg Docs

Source Verification Reports

FEXMOTACRF *** NOT A CRF *** NOT A CRF *** NOT A CRF ***

DATE OF VISIT
Site: PhaseForward Patient: PFSTOD1/HOM  Visit: Baseline

¥isit Date and Time
O 1.* Date and Time of Visit k]
*EXNOTACRF *** NOT A CRF *** NOTA CRF *** NOT A CRF ***

Navigation
amrows

All button Print button

Things to note

e Navigation arrows—Use these arrows to select a different page to print. Forms are in the
same order in which they occur in the study.

e All button—This button displays a version of the SV report that includes the entire Case
Book.

e  Print button—This button prints the SV Report.

Visit Report

The Site Visit Report is a form that enables you to prepare a site visit report. The format of this
page, which is an optional feature of the InForm application, is completely customizable for each
trial and is created when your trial is set up.

To display the page:
1 In the Navigation pane, click Monitor.

2 Click the Visit Reports tab.
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The page lists any existing reports. To display a report, click the site name or date of the
report.

3 To create a new visit report:

a  In the Content-specific pane, select the site for which you want to create the report.
b Click New.

A visit report form appears.

Source Verffication | 5V Report _| Visit Reports Req Docs

Visit Report For Site: PhaseForward

Visit Date and Time

1,* Date and Time of Visit | =1/ =/ =] &
| [ =] 24-hour clock

Visit Report

2* Is site in compliance with all SOPs? CYes ¢ HNo &

3.* Is source documentation available for ¢ Yes ¢~ No &
all patients?

4* Are all drug kits accounted for? ~Yes ¢ No &

c Fill in the form and click Submit.

Required Signatures list

The Required Signatures page enables you to review the status of forms and case books that
require signature and to navigate to the electronic signature form for a specific form or case
book. Several filters of the list are available; by making selections in the filters, you can specify
which forms or case books you want to see in the list.

Note: The information presented in the Required Signatures page varies according to whether
you have rights to sign forms or case books or to view signature information about forms or
case books. In this example, the CRC user can view signature information about forms and

case books but cannot sign. Therefore, the Required Signatures page includes the words
(Read-Only) in the title.
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To display the Required Signatures page:

In the Navigation pane, click Signatures.

Hogquired Signatures For ETELEIEN - My Signatures

Filters patient: CINSNNNNC | Type: CINNE| storus: EONENES| corcen staves: CONE |
Signature ER 000 {Ana) Core Week B ELIG
summary

ER H55 (HND) Cors Weok B ELIG
MGH 10%91 (CBS) Core Weok B ELIG  Jan/Z7/200% 18:51:45

i

site JeatentJvst fome Joaee | st | sgunee e B

ﬁ Sign Miow

ﬁ Sign view

g & -
MGH 114 (CAD) Corn Weak B ELIG ﬁ Sign igw
MGH BE954 (AY) Corn Week B ELIG  Mar/14/2004 21:37:24 ﬁ g igw
OSUM 493 (BNZ) Corn Weak B ELIG E“ Sign igw

&

OSUM  TBZ9 (MDO) Corn Week B ELIG ﬁ Sign igw
PF 52 (MZD) Corn Weak B ELIG  Mow/1/2004 21:15:18 ﬁ ﬁ igw
TR 796 (FWE) Core Week B ELIG  Mar/14/2004 22:38:31 @5 ﬁ i
WA 590 (VWG] Corn Weak B ELIG @, Sign iow
WA 790 (IRE) Core Week B ELIG @ Sign igw
WA 801 (CKN) Corg Weak B ELIG @* Sign iew i
W 812 (K] Core Weak B ELIG e

Details link
Signature status

Page indexer
Form status

Things to note

Filters—To make it easier to find information about a specific form or case book, the
Required Signatures page includes a set of lists from which you can select forms or case
books for a specific site, patient, signature state (signed or unsigned), or form or case book
state.

Signature summary—LFor each form or case book in the list, the Required Signatures page

includes the site, patient number and initials, signature date (if signed), signature status, and a
traffic light icon indicating form or case book completion status. Form rows also include the
visit name and form abbreviation.

Page indexer—The page indexer is a multi-part control on the bottom left side of the
Content-specific pane. By clicking different parts of the control, you can move through the
pages of CRFs or case books in the Required Signatures list.

Form status—The Status column displays a traffic light status icon indicating the status of
the form.

Signature status—The Signatures column indicates signature status. If a form or case book
requires signature and a user has rights to sign forms or case books, this column contains a
Sign link that displays the appropriate signature affidavits and enables the user to sign them.

Icon Description
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Description

E CRF has been signed by all required signatories. This symbol is visible only if
you have been assigned the right to view CRF signing information.

m Case book has been signed by all required signatories. This symbol is visible
only if you have been assigned the right to view case book signing
information.

@ CRF has not been signed by all required signatories. This can mean that the

CRF or Case book has never been signed or that signatures have been
invalidated by data updates. This symbol is visible only if you have been
assigned the right to view CRF signing information.

M Case book has not been signed by all required signatories. This symbol is
visible only if you have been assigned the right to view case book signing
information. This can mean that the CRF or Case book has never been signed
or that signatures have been invalidated by data updates.

e Details link—To display the signing history of a form or case book, click the View link in
the Details column.

Reg Docs

The Regulatory Documentation Checklist is a form that enables you to fill in a checklist
describing a site’s regulatory documentation. The format of this page, which is an optional
feature of the InForm application, is completely customizable for each trial and is created when
your trial is set up.

To display the page:
1 In the Navigation pane, click Monitor.

2 Click the Reg Docs tab.
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Mg Docs.

Requilatory Document Checklists

Site links Mass General Hospial

Things to note

Site links—T'o display the Regulatory Documentation Checklist for a specific site, click the
underlined site name.

Logging off
This concludes the part of the tour visited as the user mlynch.

To log off, the tallen user clicks Logout in the Navigation pane, then clicks Yes in the
confirmation dialog box.
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Overview: Screening

Enrolling a patient in a trial involves the following processes:

1 Screening a candidate. Complete a screening form that records some basic candidate
information and indicates whether the candidate is eligible for the trial. When you submit the
screening form, the candidate is added to the Screening Log.

2 Enrolling the candidate. Enrolling is a two-step process in which you:

a  Enter data on the Enrollment form. This data records whether a screened candidate
meets the enrollment criteria of the study.

Note: If some information is not available when you begin the Enroliment form,
you can enter partial enroliment data and submit the incomplete form. Then, at a
later time, you can return to the form, complete the data, and submit the form
again.

b  Complete the enrollment of the candidate.
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Accessing candidate information

The InForm application does not set up a case book for the patient until the final phase of
enrollment is complete. Until the case book is created, the only way you can access information
about a candidate is through the Screening Log. Both screening and enrollment information is
available through links from the Screening Log.

To display the Screening form of a candidate:

e C(lick the candidate’s underlined screening number.

To display the Enrollment form of the candidate:

e In the Enrolled column, click the symbol or button that corresponds to the candidate.
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Screening a study candidate

84

To screen a study candidate:

1 In the Navigation pane, click Enroll.

The Screening Log appears.

Brresning Log

Srresning Falhee

CELUSH Fh e P ird

" [Envatiment rathre

P aturt

Frwodled

HY

1.1
SCR-PF-3  BBE
SCRPF-4
SCRPFE  JKK
SCR-PF-H  ROF
SCRPE.T  CAT
SCEPEL  MZD
SCR-PFO  YAN
SCR-PF-10 TAT
SCE-PE-11 SVG
SCRPFAZ TAC
SCRPF13 2GS
SCR-PF-14 GIH
SCR-PE.1% EAG

Sen/16/1969
Sem/11/1981

May/6/1972

Dec/Z0 1980
Dec/13/1961
Bpr 51968
Dec/E0,1960
Junf19/1957
Mar/S/1970
Agriaf1949

Bper/5f1072
Bpe4j1077
Bag/Sf1074
Marf4/1978
May 41971

2 Click Add Candidate.

Gt el
unfin/2o03
lan/z/7004

Janfin/z0o04

Feb/16/2004
Mar4(2004
Aprilzfzons
aprfefn4
AprB2003
Marf2/2003
ApriE/f0ns

Aptfa/2003
Feb/2/2002
Fab/3/2003
Apri4/z003
Mar/a 2002

* Pabent’s age is
outside of expected
range; please confirm

= The patient has NOT met all
enrolment/exdusion oitena

st
540
ooo

8
|

LRLRT RLLLRLS Eg
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The Screening form appears.

SYSTEM SCREEMNING Candidate: Screening Mo:
1.* Patient Initials (Enter 3 dash f mo midde |_ o (=)
fnitial)
2 * Date of Birth I I]“ L‘“ =] o
3.* Race ¢ White, not of Hispanic origin o
¢ Black, not of Hispanic origin
¢ Hispanic

¢ Asian or Pacific Islander
 amernican Indian or Alaskan Native
¢ Other or Unknown

4.* Screening Date =/ =/ =] o

5.* Do you want to continue with the = Yes = |

i 2
screaning/enrolimsnt procass & Mo, specify Reason:

¢ Did not meet entry critena
¢ Patient refused
¢ Physician decdsion

3 On the Screening form, enter screening data, and click Submit.
The Screening Log reappears. The study candidate is added to the end of the list.

e Ifscreening was successful, the Enrolled column for the candidate contains an Enroll
button.

e If screening failed, the Enrolled column contains X, and the Screening Failure column
contains information about why the screening was unsuccessful.

e A checkmark indicates that the candidate has been successfully enrolled.
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What to do if...

Submitting results in a screening failure

The Screening Log lists the names of all candidates who have been screened. The Enroll column
indicates the following:

Enroll column contains Meaning

Enroll button Candidate has been successfully screened

X Screening failed. Candidate is not eligible for the trial.

If you believe that the candidate should be eligible for the trial, do the following:

1 In the Screening Log, look in the Screening Failure column to determine why the screening

failed.

2 Click the underlined screening number for the candidate to display the screening form. Make
necessary changes according to the table:

If screening failed because Do this

Some screening data is missing, Complete the Screening form, then click Submit.

The patient is ineligible for the trial. Check the data and make corrections if necessary.
To correct a data value:

1  Click the entered value.

2 On the Data Value(s) page, type the correct
value and select or type a reason for change.

3 Click Submit.

4 A confirmation dialog box appears. Click
OK.

5  Click Return to go back to the Screening
form.

3 Click Submit.
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Overview: Enrolling

Enrolling is a two-step process in which you:

e Enter data on the Enrollment form. The information is used to determine whether the
patient meets the enrollment criteria of the study.

e Complete the enrollment of the candidate.
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Enrolling a study candidate

To enroll a study candidate:

InForm 4.6 SP3

1

2

3

In the Navigation pane, click Enroll.

The Screening Log appears.

Boreening Log LUl FhaseFormard

R-PF- HIFY Seny 18/1969 Junflzonz
SCR-PF-Z  asd  Sepf11/1981 Jan/2fF004 DDD Pabent hl'l moved
to ste Edmonban
Begicrial'
SCE-FF-3 BRE May/6/1979 Janf10/2004 = The patient has NOT met all Enrod
enroliment/exdusion oiteria
|Emﬂ C<C Dee/20/1960 Feb/16/2004 age w
SCR-PF-E  JKE Decfi3/1061 Marfd 004 aBE v
|5J;E:’E"_-ﬁ RDF  Apr/S/IO6E  Aprf12/2004 258 U
SCR-PF-T caT Dec/20/19680 Aprfz/H004 12T v
|E,|:E_—.EF_—H MZID  Jun/1971957 AprS/ 2003 a52 ¥
SCR-PF-O  YA&N Mar/S/1970  Mar2/2003 9o v
SCR-PF-10 TAT  Ape/4/194%  Aprf2f2003  « Pabent’s age is X
autside of expected
range; plaase confirm
SCERPF-11 SV BpefSf1972  Aprf3f2003 =i ¥
|Em:££—;|.2 TAC  Ape/4/1977  Feb/2fo002 o v
B-PF-13 IG5 Sug/S/1974 Feb/3/2003 gz v
|i:B:EEu GIH  Mar/84/19TB  AprfdfE003 992 ¥
GCR-PF-1% EAG  May/4/1971 Mar/3/2002 LT v

Q0 Fﬂ'!,""? oD Add Candidete

Locate the candidate you want to enroll.

Note: New candidates are always added to the end of the Screening Log. To advance
quickly to the end of the Screening Log, use the page indexer control (on page 27).

In the Enrolled column, click Enroll for the selected patient.
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The Enrollment form appears.

TEM ENROLLMENT fandidate: (AR Screening No: SER-PF-&
Inclusion Criteria —
Note: All of the following CLEEtons st be Mncwarsd Yas for arnrolnant in this shass of the suds
1.* Pabent is 18 to 50 years old at baselne —Yes i No o
2 * Patent meets DSM-IV criteria for the diagnosis of Major ~Yes No o

Depressive Episode and has a total score of at least 22 on
the 17-iem HAMD &t baseline

2.* Asigned and dated informed consent has been provided Yes i No o
Exclusion

Mote: Al of the following questons must be answersd Mo of NA for enroliment in this phase of the study

4.* Ponopal psydmatne diagnosis other than Major Depressive ~ Yes ¢ No r

Epizode

w * Hagh sustde nik &% judged by the nvestigator ~Ye: i No o
6.* Suspected or definite alcohal or drug abuse rTes Mo o
7.* Pabent is pregnant or breastfeeding woman or womanof ~Yes ~No [~ NA o

chid-beanng potertial not using acceptable means of
Contracephon

2.* Patient Number r o =

———— % T

4 Complete the Enrollment form to record whether the candidate conforms to the inclusion
and exclusion criteria for the trial.

5 Click Submit.

6 If all data is present on the Enrollment form and the candidate meets all inclusion and
exclusion criteria, a message page appears, indicating that the patient meets all study critetia
and can be enrolled.

For information about what to do if the patient cannot be enrolled because of missing data
or nonconformance with inclusion and exclusion criteria, see What to do if.. (on page 80)..

SYSTEM ENROLLMENT Candidate: CAR Screening No: SCR-PF-6

Patient Meets All Criteria For Enrollment In Study

Click the "Enrall’ button below to enroll patent CAR in the Depression Study study,
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To complete the enrollment, click Enroll.
The InForm application processes the enrollment by:

e Updating the Screening Log—The InForm application adds the patient number to
the Patient Number column and changes the entry in the Enrolled column to a check
mark.

¢ Changing the Enrollment form to a read-only form—After enrollment is complete,
you can update enrollment data only if your trial is set up to include the enrollment data
on one or more enrollment forms in a regular patient visit.

e Creating the case book for the patient—After enrollment is complete, you can access
patient visits and forms by clicking the Patients button in the Navigation pane.

¢ Displaying the Visit Calculator page.

|*

Start Date:

visit 1 (Baseline): [Feb =] [3 =] [2005 =]

S T Scheckied Do an e

Wisit 1 (Baselne) ‘Wednesday, February 09, 2005

Visit 2 (Core Week 1)

Visit 3 (Core Week 2)

Visit 4 (Core Week 4)

Visit 5 (Core Week B)

Wisit 6 (Study Termmnaton)

Wisit T (Unscheduled Patient Visit)
Visit B (Extension Week 16)

‘Wednesday, February 16, 2005
Wednesday, February 23, 2005
Wednesday, March 09, 2005
Wednesday, Apnl 06, 2005
Wednesday, September 28, 2005
Unscheduled Visit(s)

Dynamically Scheduled visit

Visit 9 (Extension Week 32) Dynamically Scheduled wisit

] CDT e e 4
The initial display of the visit calculator uses the current date as the date of initial visit, and
computes the remaining visit dates based on that initial visit date.

e To recalculate proposed visit dates, change the Start Date by selecting a new date in the
month, day, and year drop-down lists.

e To print the visit calculator so that you can give it to the patient for reference, click the
Print button of the browser.

Do one of the following:
e To go directly to the first patient form, click Go to First Visit.

e To return to the Screening Log, click Return.
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What to do if...

Enroliment data is missing

If all enrollment data is not available when you fill out the Enrollment form, or if you missed any
required data items on the form, one of the following occurs:

e Ifyour protocol permits enrollment with incomplete enrollment data (on page 92), an
enrollment override page appears. After you obtain approval from an authorized Sponsor
representative, you can continue with enrollment.

e [Ifyour protocol does not permit enrollment with incomplete enrollment data (on page
93), the InForm application returns you to the Screening Log after you submit the
Enrollment form. The Enrollment Failure column displays “Enrollment Form Incomplete”
as the reason for failure. The Enrolled column contains an X, which indicates that the
candidate has not been enrolled.

Enrollment is allowed with incomplete data
To override an enrollment failure and complete the enrollment:

1 Obtain approval from the appropriate Sponsor representative to override the enrollment
failure.

2 In the Navigation pane, click Enroll.

The Screening Log appears.

Boreening Log haseFormand

CR-PF- HIFY Seny 18/1969 Junflzonz 540 v
SCR-PF-2 AlA Sep/11/1991 Jan/2/2004 ooo Patient hat moved
o site ‘Edmonton
Pagional'
SCE-PF-3 BRE May /61972  lan/10/2004 = The patient has HOT met all Enrod
enrolmentfexdusion oiteria
SCE-PF-4 C<C Dee/20/1960 Feb/16/2004 age W
SCR-PF-5 KK Dac/13/1961 Marf4/ 2004 age v
SCRPF-H RDF  Ape/S/1968  Aprflz/2004 258 '
SCR-PE-T CAT  Dec/Z0/1980 Aprfzf2004 1287 v
SCE-PF-B MZID  Jun/1971957 AprS/ 2003 a52 W
SCRPFO  ¥AN  Man/SA1970 Marf2/2003 989 v
SCR-PF-10 TAT  Ape/4/194%  Aprf2f2003  « Pabent’s age is X

autside of expected
range; plaase confirm

SCERPF-11 SV BprfSI1972  Aprf3f2003 =i ¥
SCR-PF-12 TAC Bpe/4f1877  Feb/2/2002 agi »
SCR-PF-13 IG5  Sug/5/1974 Feb/3/2003 a9z v
SCR-PE-14 GIH  Mar//19TE  Aprfd/p003 993 ¥
SCR-PF-15 EAG May/4/18971 Marf3 2002 994 v

©O s F/«: OO —m

3 Locate the candidate you want to enroll.
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4 In the Enrolled column for the candidate, click X .
The Enrollment form appears.
5  Click Submit.

The enrollment override page appears.

SYSTEM ENROLLMENT Candidate: RUS Screening Nao: SCR-PF-T

Patient Did Not Meet Study Criteria

Reason Patient Mot Enrolled:

The patient RUS was not enrolled in the Depression Study Trial.
« The patient has NOT met all enrollment/exclusion crtena

Enrallment Owerride

You may overnde the enrollment status for this patient onfy affer discussion with an
e Sponsor representative

Document the discussion and the reason for override:

Date: [Fex =] |23 =] [2005 =] Time: [ = [ =]
Approved by: l— Title: I—
Reason:
=
4
Enrall | Do Mot Enrodl | Feturn

6  Complete the Enroliment override page. You must provide information that documents your
discussion with the Sponsor representative and gives the reason for the override.

7 To complete the enrollment, click Enroll.

Enrollment is not allowed with incomplete data

InForm 4.6 SP3

To provide missing data and complete the enrollment:

1 In the Navigation pane, click Enroll.
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The Screening Log appears, if it is not already visible.

Soresning Initials | Date 0O0F Birth

ol o vt

SCRPF-1 HW Sen/18/1969

SCRPF-Z  A%h  Sep/l1171981
ESCRPF-3 BBE  May/6/1970
SCRPF-4 O£  Dec/Z0/1080
SCRPFS KK Dec/13f1981
SCR-PF-B6  FDF  Ape/5/1968
SCR-PF.7 ©CAT  Dec/20/1980
SCRPFE  MZD  Jun/19/1957
SCRPF-O  ¥AN  Mar/S/197D
SCR-PF-10 TaT  apria/194s
SCRPF-11 SWG  Ape/S/1072
SCRPFZ TAC  Ape/4/1077
SCRPF-13 IG5 Aug/5/1974
SER-PF-14 GIH  Mar/a/197E
SCR-PF-15 EAG  May/4/1971

[hate
Fol et npe

unfn/zons
Janfz/m004

Janf10/Z004

Feh/16/2004
Marfa 2004
Aprilzfzons
Aprfz /2004
Api003
Marf2/2003
Apri/Z0ng

Aprf2/2002
Febf3fz003

Apriafa003
M3/ 002

Srresgning Falhere

» Pabent's age is
outside of expected
range; please confirm

Locate the candidate you want to enroll.

LELER h e Fovrs aird

Frwnilbment Faire

= The patient has NOT met all
enrolment/exdusion oitena

In the Enrolled column for the candidate, click the X.

The Enrollment form appears.

Pataent

Huambe

540

98D

992
992
904

Frarndled

i
I

Regional’
Enrod
U
v
U
v
U
v
x
v
W
v
U4
v

A anrhlete

Enter data in the missing items. Items with missing data have a yellow background.
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SYSTEM ENROLLMENT Candidate: ROB  Screening MNo: SCR-PF-B
Inclusion Criteria 5
Mote: All of the following guestions must be answered Yes for enrollment in thes phase of the

shudy

1." Pabentis 18 to 30 years old at basehne @Yes (ONo -]

= * Patent meets DSM-IV criteria for the diagnosis of @®Yes (ONo B

Major Depressive Episode and has a total score of
at least 22 on the 17-tem HAMD at baseline

3,‘ & signed and dated \nformed consent has baen ~Yes [~ No
provided

Exclusion Criteria

Hote: All of the following guestions must be answered Mo or NA for enrollment in thes phase of

Fhe study

4.* Principal psychaatric diagnosis other than Major OYes @No - ]
Depressive Episode

5.* High suicide risk as judged by the investigator OYes @No B

g." Suspected or definite alcohol or drug abuse OYes @No '

7.* Patient is pregnant or breast-feeding woman or OYes @ENo ONA =l

woman of child-bearing potential not using
acceptable means of contraception

Patient Mumber b

g.* Patient Number PFSTOOE | B .,I

5  Click Submit.

If all data is now present on the Enrollment form and the candidate meets all inclusion and
exclusion criteria, a message appears, indicating that the patient meets all study criteria and
can be enrolled.

6 To complete the enrollment, click Enroll.
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Candidate does not meet study criteria

If the patient does not meet all inclusion and exclusion criteria and the sponsor elects to use the

override feature, the Enrollment Override form appears.

SYSTEM ENROLLMENT Candidate: RUS  Screening Mot SCR-PF-T7

Patient Did Not Meet Study Criteria

Reason Patient Mot Enrolled:

The patient RUS was not enrolled in the Depression Study Trial
+ The patient has NOT met all enrollment/exclusion ctena

Enrallment Owerride

You may overnde the enrollment status for this patient onfy affer discussion with an
authorized Spornsor representative

Document the discussion and the reason for override:

Date: [Feb =] [23 =] [2005 =] Time:[ S =
Approved by: Title: I—
Reason:

On the Enrollment Override form, you have these options:

e If the candidate is ineligible, you can complete the enrollment process by indicating that

enrollment is refused.

e If the candidate is ineligible because of an error in data entry, you can correct the form and

attempt again to enroll the candidate.

e If your trial protocol permits candidates who are appear to be ineligible to be accepted into
the study with approval from an appropriate Sponsor representative, you can override the

enrollment failure and complete the enrollment.

Candidate is ineligible

To refuse enrollment because the candidate does not meet eligibility criteria:

1 After you submit the Enroliment form, the enrollment override page appears. Click Do Not

Enroll.

A message appears, asking you to confirm that you are refusing enrollment.

2 Click OK.

The Screening Log appears. The Enrollment Failure column displays the reasons the
candidate is ineligible, and the Enrolled column contains an X, indicating that the candidate

has not been enrolled.

96
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Data entry error
The result of a data entry error can be that the patient fails to meet eligibility criteria.
To correct a data entry error:

1 After you submit the Enroliment form, the Enroliment override page appears. Click Return.

The Screening Log appears. The Enrollment Failure column displays the reasons the
candidate is ineligible, and the Enrolled column contains an X, indicating that the candidate
has not been enrolled.

2 In the Enrolled column, click X.
The Enrollment form appears.
3 Review the entries on the form, and correct any data entry errors as follows:
a  Click the entered value.

b On the Data Value(s) page, type the correct value, and select or type a reason for
change.

¢ Click Submit.

A confirmation message box appears.

d Click OK.

e To go back to the Enroliment form, click Return.
4 On the Enrollment form, click Submit .

If the candidate now meets all inclusion and exclusion criteria, a message appears, indicating
that the patient meets all study criteria and can be enrolled.

5 To complete the enrollment, click Enroll.

Enroliment failure override is permitted
An enrollment failure can be caused by either of the following reasons:
e DPatient did not meet eligibility criteria.

e DPatient data is incomplete.

To override the failure and complete the enrollment, use the procedure described in Enrollment
is allowed with incomplete data (on page 92).

You do not want to enroll an eligible patient

In some cases, even if a patient meets all eligibility criteria, the Principal Investigator for the site
can decide not to enroll the patient.

To refuse enrollment to an eligible patient:

1 After you submit the Enrollment form, the Patient Meets All Study Criteria message appeatrs.
Click Do Not Enroll.
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A message appears, asking you to confirm that you are refusing enrollment.

Click OK.

The Screening Log appears. The Enrolled column for the patient has an Enroll link,

indicating that the patient has not been enrolled.

Soreening tials | Date OFf Birth | Date Soreenimg | Enrollment Failure F'ahi-nf
Mumber Screened Failure humiby

SCR-PE-1 Bprf1f1977
SCR-FF-2 MOL  Oct/31/1975
SCR-PF-3 CAD  May/7/1977
SCE-PF-4 STO  AunfB/1978
SCR-PF-5 SUF  Julj2/197a
SCR-PE-6 CAR  Mar/8/1573
SCR-PF-7 RUS  Sep/21/1973

SCR-PF-E ROB  Mar/2B/1968

4
OO0 roo- 1 OO

Fab/2/2004
Feb/1/2004
Febf7 /2004
Fab/S/2004
Feb/2/2004
Feb/4/2005
Feb/S/2005

Feb/10/2005

&« The patient has NOT
met 3ll
enrolimentfexcusion
critena

Enroliment Farm
Incomplate

Site: PhaseForward

PFSTOD1 o
PFSTODZ
PFSTODZ
PFSTODE
PFSTODS
Enroll
X
X

Add Candidate
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Entering form data
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Chapter 7 Entering form data

Overview: Entering form data

Form types

Iltem types

100

This section describes forms, items, and data-entry controls that are used to record different
types of patient data.

The InForm application supports the following types of Case Report Forms:

Regular form—contains data that is specific to the visit in which the form occurs.

Common form—contains data that is cumulative from visit to visit. Each time the form
occurs in a visit, it displays the data accumulated from all previous visits in which you
collected that data, and you can add to the data in the current visit. Examples of forms that
are often implemented as common forms are Concomitant Medication and Adverse
Experience forms.

Each of these forms can optionally be a repeating form, or a form that contains data that is
specific to two or more forms, or multiple times within the same form. If the design of your
study requires you to collect the same data for multiple forms, you can collect the data for each
specific form, and see all the data collected in other forms. Examples of forms that are often
implemented as repeating forms are Vital Signs and Physical Examination.

If you click on the tab of a repeating form, it first appears in summary view. To display the
detailed view of a form, click on the number or traffic icon to the left of the form row.

A repeating form can optionally be an associated form. Associated forms display two forms on a
split page. The two forms contain data that might or might not be related.

Forms can have the following types of items:

Items—Non-repeating data points on a form. Items can require you to enter or select a
single value or to specify multiple choices. The following figure shows examples of regular
data items.

Gender Male

1.* Gend ' QB
(%) Female

o * Date of Birth 1an v /(1 v F (1971 [+ -

Itemsets—Groups of items that repeat; for example, data for repeated labs. Each set of
items takes one row on the form.

To view each item in detailed view, click the underlined number at the beginning of the row.
In detailed view, you can enter comments, queries, and rules for individual items within an
itemset row and display audit trail information on an item-by-item basis.

To add a new row to an itemset, click Add Entry. You can sort the rows by clicking on the
underlined column headings. When you enter itemset data, you use a special screen that is
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separate from the main form.

Start date Stop date Blister pack | Total # # Doses Doses Reasan
tablets per day missed
per dose
2 1 (]

1.a Feb/19/2004 Feb/28/2004 126

1b Febfzz/2004 Marfllje0o04 134 2 1 Mo gl
1.c Marf11/2004 Aprfle/2004 412 2 1 Mo El
Data-entry controls

The types of data-entry controls that appear on a form vary with the type of data that is
captured. The following table describes the types of data-entry controls and how to enter data in

each type.
Control type Example Mouse or keyboard action
Radio button & Male Select one.
() Female
Checkbox []Grandparent Select one or more.
[[]Farent
[]Parent's sibling
[]5ibling
Drop-down list I 'I Click the down arrow to display the list.
Then select the appropriate list item.
Tip: if you know the name of the list
item you want, click the mouse pointer
in the box and type the first letter of the
item. If more than one list item begins
with the letter, type the letter again until
the item you want appears.
Text box I— Click the text box, then type the data.
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Control type Example Mouse or keyboard action

Date time control I ;I ! I ;I J.fl ;I | A date time control can include some or

. all of the following parts: month, day,
[ =] =] 24-hour clack year, hour, minute, and second.

or Click the calendar icon to expand the
calendar. The date you select in the
[ =/ =/ =

expanded calendar appears in the

| g | 24-hour clock [hhimm] - drop-down lists.

e To insert the current date and time,
click Today.

Expanded calendar
e To insert a different date, choose
J * | |200F - 4
I] un; Mo T II!' e S_I the month and year by using the
s a1 2 drop-down lists. Then click the
2456578 g date. The time field remains blank.

101112 13 14 15 16 You can also use the drop-down lists to
17 1818 20 21 22 23 select or change the month, day, year,
24 25 25 28 29 30 hour, minute, and second.

1 2 3 4 5 6 7

Your trial might be designed to show

Today . :
time parts as text boxes. In this case,

enter the numerical values in each box.

Always enter time using a 24-hour
clock.

Note: Some data items require you to use more than one type of control to complete the
item. For example, if a checkbox is accompanied by a text box, select the checkbox, then
type text in the text box. The following figure illustrates this type of compound control.

[]Cther, specify:
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Entering form data

InForm 4.6 SP3

To enter data on a form:

1
2
3

In the Navigation pane, click Patients.

In the Case Books List, click the traffic light icon for the patient and visit you want to use.
Click the tab for the form.

An empty form appeats.

Enter data as follows:

e For regular items—Enter data from the source documents into the controls on the
form, using the methods described in Data-entry controls (on page 101).

e For an itemset—Click Add Entry. Then, in the itemset Entry page that appears, enter
data from the source documents into the Data-entry controls (on page 101).

e For a repeating form—Click New. Then, on the Entry page, enter data from the source
documents into the Data-entry controls (on page 101).

Click Submit.

You receive a confirmation message if the data is submitted successfully. Depending on the
design of your study, the message appears either in the title bar of the form, or in a separate
dialog box in which you click OK. For more information, see Form submitted
successtfully messages (on page 104).

Click Return.

You return to the main form from an itemset or repeating form entry page.
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Form submitted successfully messages

After you provide data on a form, you click the Submit button. If submission is successful, the
"Form Submitted Successfully”" message appears.

Depending on how your trial is designed, the message could appear in either of the following
ways:

e As a pop-up message box

If the message "Form Submitted Successfully" appears in a pop-up box, click OK to
acknowledge the message and continue using the InForm application.

e As a message in the title bar of the form

The message "Form Submitted Successfully" appears in yellow, to the right of the title of the
form. You do not have to respond to the message in any way. You can continue using the
InForm application.

Depending on how your trial is designed, the message either remains for several seconds and
then fades from view, or it remains visible until you perform another action on the form.
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Entering a form comment

You can enter a comment on a form item or on an entire form.

Entering a comment on a form item

To enter a comment on a form item:

1  In the Navigation pane, click Patients.

2 In the Case Books List, click the traffic light icon for the patient and visit you want to use.
3 Click the tab for the form.

4 Do one of the following:

e For an item in an itemset or repeating form—Click the row number of the itemset
or repeating form instance for which you want to add a comment.

e For a regular item—Skip this step.
5  Click the commenticon ( = ) in the far-right column of the item.

The Comment page appears.

Y} Core Weaek 1:DATE OF VIRIT Patient: YA fons

Commuent History:

Selected Comment

Date entared:

Entered by: tallen

Comment: test:

Current Comment

Comment: |

In the Comment box, enter the text of the comment.
Click Submit.

In the confirmation box, click OK.

O o J &

Click Return..

InForm 4.6 SP3 105



Chapter 7 Entering form data

Note: The comment icon for the form item is yellow and contains an exclamation point
(1), indicating that a comment exists.

Entering a comment on a form

To enter a comment on a whole form:

1 In the Navigation pane, click Patients.

2 In the Case Books List, click the traffic light icon for the patient and visit you want to use.
3 Click the tab for the form.

4 Click the comment icon in the upper-right corner of the form.

The Comment page appears.

} Core Weak 1:DATE OF VIRIT Fatient: YAN fo09

Comment History:

Selected Comment

Date entared:

Entered by: tallen

Comment: tead:

Current Comment

Commgnt: __I

In the Create/Edit Current Comment box, enter the text of the comment.
Click Submit.

In the update confirmation box, click OK.

o 4 &N L

Click Return to return to the form.

The comment icon for the form is now yellow and contains an exclamation point (}),
indicating that a comment exists.
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Associating forms

Form association is the ability to establish a relationship between two repeating forms.
Associating the information on forms can make it easier to recognize possible relationships
between collected data, study drugs, adverse reactions and concomitant medication.

A form can have zero-to-many associations. Study designers define the ability to link two forms.
If your study is set up with this feature the lower half of the page lists the possible instances of
forms that can be associated when you create a new instance of a form.

For example, an instance of an adverse event can be linked to a concomitant medication, and
that particular concomitant medication can be linked to one or more adverse events.

Creating an association

To create an association:

1 Be sure that data exists on the two forms that you want to link.

2 Display the summary view of one of the forms.

1EDS

ADVERSE EYENTS — Unscheduled [Page 1 of 1] L) < J[5ummary] = (> w1 RO Patient: JEJ/01-003
rt Date and Frequency i Durati
of AE
24 hours
1 1 lightheadedness Mar/15/2004 09:00 Recovered/Resolved, Intermittent Dose Mo YES Mot Unknow
oravide End date and not Applicable
e changed

Mar/24/2004 10:00

2 2 Dizziness Marf15/2004 10:00 RecoveredrResolved, [ntermittent Dose Mo Mo Mot Lk now
orovide End date and not Applicable
e changed
Mar/24/2004 09:00

3 3 MNausea Mar/15/2004 09:00 Recoveredrfesolved, Intermittent Dose Mo Mo Mot Unknow
nrovide End date and not Anplicable
e changed

Mar/20/2004 09:00

4 4

[Select Action] = |EET | Return

3 From the summary view, select the number in the far-left column for the form you want.
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The bottom half of the page displays the forms that can be linked with the form you

selected.

DoV AR CONMEDS

ADYERSE EYENTS — Unscheduled [1 of 3]
ADVERSE EVENTS

Sequence number 1

1" Event lightheadedness
Diagnosis only (4 known) 9

otherwise signfsymptom

2* Startdate and time Mar |+ / [15
hrimin (00:00-232:59) | D' |

] / [2004 ]
: 24-hour clock

(%) Recovered/Resolved, provide End date and time

Mar [v]| /24 |v] f[2004 [v]

Associations With CCRF : CONCOMITANT MEDICATIONS
Route | Reason for | Starte
me on

aldactaside 200 Milligram Once daily  Oral Chrcmlc
disease

3% Outcome
hrimin (00:00-23:59)

CONCOMITANT MEDICATIONS — Unscheduled [Page 1 of 1]

lopressor 20 Milligram Once daily  Oral  Chronic
disease

Patient: JE7/01-003 &

Qg

Qg

Mo, specify End
Date and Time
Mar/2/2004 20:00

Mo, specily End
Date and Time

RA-e-f2400A 00 A0

| Submit | Return

OO |3 (Hew | Patient: JE1/01 003

Sequence | Drug name |Unit | Units Frequency | Route | Reason for | Started | Ongoing? 5
number Dose medication rlort EVENTS Assoc
study?

aldactaside 200  Milligram Once daily  Oral Chronlc
disease

lopressor 20 Milligrarn Once daily  Oral  Chronic
disease

5 'To save the association, click Submit.

Mo, specify End 1,
Date and Time 2,
Mar/2/2004 20:00

MNo, specify End
Date and Time

M- 0 fannA 0o nn

| Submit | Return

After you have created an association between instances of two repeating forms, the summary
view of each form includes the associated instance of the other form, and you can navigate from

one instance to the other.
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Adding an unscheduled visit

If your trial has unscheduled visits, the Case Books List and Time and Events schedule include
an Unscheduled column. To add an unscheduled visit for a patient:

1 Go to an Unscheduled visit for the patient. (If the patient has previous unscheduled visits,
click New in the Content-specific pane of the InForm application window to display a blank
visit.)

" bov

DATE OF VISIT - New Unscheduled Visit Patient: HOM/PFSTOO1
¥isit Date and Time

1.* Date and Time of Visit | :I ;| d ,.r| ﬂ &

| "'|-'| 'I 24-hour clock

wsh‘.m Hew [Select Action] = | BRI

2 Type the visit date and time in the date and time item on the first CRF of the visit.

3 Click Submit.

If the visit contains more than one form, the additional forms become visible after you
submit the date and time. The Time and Events Schedule is updated to show the name of
the unscheduled visit.

4 Complete the rest of the visit CRFs.
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What to do if...

You find a data-entry error after submitting

A data-entry error might automatically generate a query, if it is caught by the built-in edit checks
on a data-entry item. For information about how to correct a data-entry error and answer a query
simultaneously, see Answering queries (on page 133).

To correct an error that does not automatically generate a query:

1  Click the entered value.

The Data Value(s) page appears.

- . . . = 3 - 5 5 —
Data Value(s) Queries | auditTrall | Comment

4 Baseline:DEMOGRAPHICS Patient: MAB/061071

3. Race Hispanic -

MHIE' Enter new value - I_

Enter Mew Value:

2.* Race = White, not of Hispanic arigin Q g 7
¢~ Black, not of Hispanic arigin
& Hispanic
¢ Asian or Pacific Islander
= American Indian or &laskan Mative
¢~ Cther or Unknown

Reason For Change
Mote: Open gueries will automatically be answered with any data change.

Date enterad:

Enterad by mMmeyer
Feason for change: r‘| ;'
¢ Other:

| Submit | Return
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Enter the correct value and select or enter a reason for change.
Click Submit.

You receive a Form Submitted Successfully message, either in the heading or as a message
box. If a message box appears, click OK.

Click Return.

You return to the form.

Complete data is unavailable

If you cannot complete an entire form in one data-entry session, submit the form with data
partially entered. The background color of incomplete items changes to yellow, so you can find
them easily when you return to the form later and enter the missing data.

A query is generated

InForm 4.6 SP3

VITAL SIGNS Patient: JEU/01-004 ®
Vital Signs
1." Weight (Record to ore 49.4 kg =
decimal @
¥ Temperature (Record to ane 38.8°C S
decimal @ v
* Sitting Blood Pressure 110/ 64 mm Hg Q
* Sitting Pulse Rate 110 boew QW
* Sitting Respiration Rate 12 breaths per minute Q V

A data entry might automatically generate an open query when you submit the CRF, if the entry
is caught by the built-in edit checks on a data entry item. When an automated query is generated
in the Opened state:

The background color of the form item changes to pink.

The text of the query appears underneath the form item.

The yellow query flag appears in the far right column of the item.

e Dpen: Data does not match source
BMI 13.3

[Select Action] |_Return
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An item is inapplicable, unknown, or not done
If your study protocol permits, you can skip form items if they meet any of the following criteria:
e Theitem on the form does not apply to the subject.
e The data is not available.

e The procedure collecting the data for an item was not done.

To mark an item as skipped:

1 Instead of entering data in the item, click the Comment icon for the item to display the
comment page. In the Reason incomplete section of the Comment page, select the reason that
best describes why you are leaving the item blank.

j Core Waak T:VITAL SIGNES Patient: DED S IO0F

Selected Comment

Date sntored:

Ertanad by talan

Commant beod:

Current Comment

Commant: =

Raason incomplate: Mot Dong

g’nﬂ;fﬂ SRR ¢ Mot Applicable

= Unknown

2 Click Submit.
3 In the confirmation message box, click OK.
4 To return to the form, click Return..

The item reflects the Reason selection you made, and the background color of the item is
gray, indicating that it is considered complete.

o * Temperature (Record o one Mot Done =
decirmal V&
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A form is not applicable, unknown, or not done

In some cases it might be appropriate to skip an entire form. If your study protocol permits, you
can skip form for any of these reasons:

e The form is not applicable.
e The data is not available.
e The procedures the form documents were not done and the data were not collected.

To mark a form as skipped:

1 Instead of entering data in the form, enter a comment that describes the reason the form is
skipped. In the If Incomplete, Reason scction of the Comment page, select the reason that best
describes why you are leaving the item blank.

2 Click Submit.
3 In the confirmation message box, click OK.
4 Click Return to return to the form.

The items on the form reflect the Reason selection you made, and the background color of
the items is gray, indicating that they are considered complete.

An item is not editable or visible

During study design, items can be marked as editable, read-only or hidden. Whether you can
mark an item depends on the rights groups to which you belong. For example:

e If you can not see an item on a form, you might not have rights to view that item.

e If you can see an item, but are not allowed to edit, or enter data for it, you might not have
rights to edit that item.

e If the form is blank or empty, the items and itemsets on the form might all be designated as
hidden display override.
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CHAPTER 8

Updating form data

In this chapter
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Overview: Updating form data

This section describes the following:

e The Data Value(s) page, which you use to update data on a form.

e  The audit trail, which keeps a record of all changes to data items.
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Data Value(s) page

Audit trail

InForm 4.6 SP3

The Data Value(s) page is used to update a form item. This page is linked to each data item.
When you click the value that is entered in the form, the Data Value(s) page appears and displays
the current value of the item. The page also includes a way to access previous values the item has
held, a set of data-entry controls for changing the value of the item, and a section where you
provide the reason the item is being changed.

" Data value(s) Queries Audit Trail | Comment

Patient: MABfO61071

% Baseline:DEMOGRAPHICS

3. Race Hispanic -

MHIE' Enter new valueg - I_

Enter Mew Value:

3.* Race ¢ White, not of Hispanic arigin Qg &
¢~ Black, not of Hispanic origin
f» Hispanic

¢ Asian or Pacific Islander
¢ American Indian or Alaskan Mative
¢ Other or Unknown

Reason For Change
Mote: Open gueries will automatically be answered with any data change.

Date entered:

Entered by: mmeyer
Feason for change: r‘| ;'
i~ Cther:

I Submit () Return

Each time you change the value of a data item, an audit trail records the date and time of the
change, the user name of the person making the change, and the reason for the change. You can
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review the audit trail of an item in several ways:

¢  On the Data Value(s) page—Select a change date and time from the Audit Trail list.

The details of the change appear in the Reason for Change section.

" Data value(s) ies sudit Trail | Comment

4 Baseline:VITAL SIGNS T

3. Sitting Blood Pressure 110/ 65 mm Hg

Augf14/2007 18:18:50 (GMT-05:00) mmeyer *

3. Sitting Blood Pressure 110/ &5 mm Hg

Reason For Change

Miote: Open queries will automatically be answered with any data change.

Date entered: Augfl4/2007 18:18:50 (GMT-05:00)
Entered by: mmeyer
RFeason for change: Other!

Transcription Errar

¢ On the Data Value(s) page—Click the Audit Trail tab.

= 5 ~ . .. —
| Queries Audit Trail camment

4 Baseline:VITAL SIGNS Patient: MAB/061071

3. Sitting Blood Pressure 110/ 85 mm Hg

PSoA1s Augfl4/2007 18:18:50 (GMT-  mmeyer Data 110/ 65 mm  Transcription

05:.00) Entry: Hag Error
PSOA18 Augfl4/2007 18:18:15 (GMT- mmeyer Data 1007 80 mm  Initial Entry
05003 Entry: Hg

¢  On the form—Click the audit trail icon for the item whose audit trail you want to view.
3,* | Sitfing Blood Pressure J.f mm Hg Qg

Audit trail date/time conversion

The time (Date hour:min:sec) at which you enter data into the InForm application is stored in
the InForm database in GMT (Greenwich Mean Time). However, the time that displays in the
InForm audit trail depends on the time zone you specify for a site. You specify the time zone for
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a site through processing of the Site MedML, or by selecting a Time Zone on the Site's detail
page when creating a site through the InForm Admin interface.

Valid time zone values must match those provided by Microsoft in the registry for your
operating system. In addition to the list of time zone names, Microsoft stores each time zone's
offset from GMT and details on the start and end date/time of daylight saving time where
applicable. The InForm application uses this information to convert the data entry date/time
stamp to the time zone for the site.

The InForm application:

1 Reads the audit date/time stamp from the database.
2 Retrieves the site's time zone setting specified in the InForm metadata.

3 Looks up the site time zone in the operating system registry, returns the necessary offset
information, and determines whether the date/time in question in within or outside the
daylight saving time adjustment.

4 Converts the date/time stamp from the database according to the offset information and
displays the converted information in the audit trail in the user interface.
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Updating form data

120

To update data on a form:

1
2
3

In the Navigation pane, click Patients.

In the Case Books List, click the traffic light icon for the patient and visit you want to use.

Click the tab for the form.

Note: A yellow exclamation point on a tab indicates that there is work to be done on the
form.

Do one of the following:
e To update a regular item—Click the cell with the control that you want to change.

e To update a value in an itemset—Click the itemset row number.
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The Data Value(s) page appears. For a regular item, only the selected item is visible.

" Data ¥ alue(s) Queri Audit Trail | Comment

4 Baseline:DEMOGRAPHICS R ——

3. Race Hispanic -

MHIE' Enter new valueg - I_

Enter Mew Value:

3.* Race ¢ White, not of Hispanic arigin Qg &
¢~ Black, not of Hispanic origin
f» Hispanic

¢ Asian or Pacific Islander
¢ American Indian or Alaskan Mative
¢ Other or Unknown

Reason For Change
Mote: Open gueries will automatically be answered with any data change.

Date entered:

Entered by: mmeyer
Feason for change: r‘| ;'
i~ Cther:

| Submit | Return
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For an itemset, all items in the itemset are visible.

“ Data value(s) Row Queries o Audit Trail Comrment
Patient: MAB /061071

4 Core Week 1:DOSING RECORD

Start date | Stop date Blister Total # Doses Reason
pack tablets missed
per dose

1.a lun/20/2007 Augfl6/2007 223

Enter new value

Audit Trail:

Enter New Value:

Dosing Record Entry

INSTRLUCTIOMNS

1, Enter a new record whenever there is a change in dose

2, Enter Stop Date as the last date of a specific dose level, or the last date treatment was used
for the study

* Start date [un =1 /[20=] /[z007 =] & Ogé&
* Stop date [2ug =1 /[16 =] /[z007 =] &

* Blister pack number 209 Q @

* Total # tablets per dose Il_ Q @

* # doses per day |3_ Q @

* Were any doses missed since |ast i+ Mo ®) &
visit? ¢ Yes, how many? |_

Delete Submit Return

In the Enter New Value section of the page, select or type the new value of the item.

In the Reason for Change scction of the page, select or type the reason you are changing the
data.

Click Submit.

In the confirmation message box, click OK.

Click Return.

You return to the form. Note the changes of appearance in the item:

e If the data change answers a query, the background color changes from pink to gray.

e If the data change clears the value from the item, the item is incomplete. The
background color changes from gray to yellow.

e If this was the first time the data value was changed since initial data entry, the audit trail
icon changes from gray to yellow to indicate the existence of additional events in the
audit trial.
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If you deleted an itemset:
e The original itemset values are visible but crossed out.
e If the itemset or item had a query, the query is cleared.

e If the itemset row was part of a rule, the rule is not refreshed.
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Clearing data

Implications of clearing data

The following table describes what happens when you clear data from a form.

Affected area What happens when you clear an item

Queries on a cleared item. In a regular CRF with no itemsets, the following status changes
occur:

e An Automatic query is changed to Closed.

e For manual queries:
= An Opened query is changed to Answered.
® A Candidate query is purged.
®  Other queries are unchanged.

In a CRF with itemsets, queties on an itemset are treated as if
the itemset were one item, and the same status changes occur
as for an item.

Itemsets. If an itemset has been deleted, the deleted data is cleared. The
audit trail records two entries indicating that the data was
deleted and then cleared.

Calculated control. The value of the calculated control is cleared if the calculated
control depends on the cleared item.

CDD mapping for a cleared item.  The value mapped to the CDD is cleared along with the value
of the cleared item.

Patient number. After a Patient Number is entered, it cannot be cleared.
Randomization number. After a Randomization Number is calculated, it cannot be
cleared.

Clearing data from an item

To clear data from an item, use the reset value icon & i the far right column of the form:
To clear data before submitting it:

e C(lick the reset value icon in the same row as the item.

To clear data that has already been submitted:

1  Click the entered value.

2 On the Data Value(s) page, click the reset value icon and select or enter a reason for the
change.
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3 On the Data Value(s) page, click Submit.

The confirmation dialog box appears.

Click OK.

The color of the item row background changes from gray to yellow, to indicate that the item
is now incomplete.

Clearing data from a form

InForm 4.6 SP3

To clear data from an entire form:

1
2
3

Navigate to the form that you want to clear.
From the Select Action drop-down list, select Clear CRF.
Click Apply.

The Reason for Clearance page appears.

Reason for Clearance

Reason for cdearing the form e | -

 Other

E

In the Reason for clearing the form drop-down list or text box, select or type a reason for
clearing.

Click Submit.

The color of each item row background changes from gray to yellow, to indicate that the
item is now incomplete.
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Deleting or undeleting an itemset

To remove data from an itemset, you can do one of the following:
e C(lear a single item.
e Declete an entire row before it is submitted.

e Delete an entire row after it has been submitted.

Deleting an itemset

Note: To clear an entire row of an itemset, do not use the reset value icon (located next to
each data item). To remove a row from an itemset, you must delete the row. The audit trail
for each item indicates that data has been removed by clearing or deleting.

To delete an itemset before submission:
1 Click Return.
A warning appears, informing you that data has not been submitted.
2 To confirm that you want to leave the form without submitting the data, click OK.

To delete an itemset after submission:

1 Navigate to the form that contains the itemset that you want to delete.

2 Click the underlined row numbet.
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3
4

The Data Value(s) page for the selected itemset row appears.

" Data value(s) Row Queries | Row Audit Trall | Row Camment

4 Core wWeek 1:DOSING RECORD Patient: MAB/061071

Start date | Stop date Total # Doses
tablets missed
per dose

1.b AprfS/2007 May/2/2007 223

Lack of
Efficacy

e e B Enter new value

Enter New Yalue:
Dosing Record Entry

[MNSTREUCTIONS

1. Enter a new record whenever there is a change in dose

2. Enter Stop Date as the last date of a specific dose level, or the last date treatment was
used far the study

* Start date [pr =1 /[5 =1 /[z007 =] T Qe
* Stop date [may =] /]2 =1/[2007 =] TE Q&
* Blister pack number 203 ) &

* Total # tahlets per dose |2 Q P B

Submit

| Delete | Return

In the Reason for change drop-down list or text box, select or type a reason for the deletion.

Click Delete.
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After you delete a row, the entries in all columns are crossed out, and the columns are

colored gray to indicate that all items in the row are complete.

j. Base Whk1 wkz wka wkd AE/CM Final Unsch

A

Do | WS

" DOSE
DOSING RECORD

PRESENT ISIT (Account for all changes in dose, missed doses, and
dates)
Dosing Record  Add Entry

INSTRUCTIONS
1. Enter a new record whenever there is a change in dose

Lsed for the study

H Stop date

l.a Marf20/2007 Aprilf2007

Start date

# Doses
per day

e e e L

Patient: MABf061071 9

START THE DOSIMNG RECORD WITH THE D&Y OF THE LAST WISIT &MD EMD WITH THE D&Y OF

days off therapy on known

2, Enter Stop Date as the last date of a specific dose level, or the last date treatment was

Reason

5l

Egekof gl
Effteary

[Select Actian]

Undeleting an itemset
To undelete an itemset:

1 Navigate to the form that contains the itemset you want to undelete.

128

) Return

InForm 4.6 SP3



Step by Step for CRCs and CRAs

InForm 4.6 SP3

Wik 2 Wik d Wk § AESCM Final Unsch

" DOSE
DOSING RECORD Patient: MAB /061071 ®

START THE DOSING FEECORD WITH THE D&Y OF THE LAST WISIT AMD EMD WITH THE DAY OF
PRESEMT ISIT (Account for all changes in dose, missed doses, and days off therapy on known
dates)

Dosing Record  Add Entry

INSTRUCTIONS

1. Enter a new record whenever there is a change in dose

2, Enter Stop Date as the last date of a specific dose level, or the last date treatment was
Lsed for the study

H Start date Stop date |Blister Total # # Doses | Doses Reason

pack tablets per day missed
per dose
1.a Marf20f2007 Apr/lf2007 223 1 3 i [u] E——"
1k ASHSHROOT MawEeon? 2eo 2 5 e Eaekof &l

[Select Actian] |_Return

2 Click the underlined row numbet.
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The Data Value(s) page appears, displaying the itemset row that you selected.

4 Core Week 1:DOSING RECORD Patient: HOM/PFSTOO1

Total &

Start date Stop date | Blister pack |tablets :.nlr.l?:l!:rs ::‘;?ff:d | Reason
| per dose 3 Liaitee

= Mario0id  MaeOSEt0e4 362 a2 g M Mok
Applicable
AUTE 47l B RLZRERS B2 S R
Enter New Yalue:
: Tatal # - [ [
g . 5 ! | Bbieta : S # Doses | Doses i
Start date Stop date IHI|.~1.l r pack |tab per day [ missed _F!.n. ason
a MarfEOtd  ManRSiRohe  3h2 = =] ] Mot
Applicable

Reason For Change

Moke: Open guaries will automatically be answered with any data changa.

Date enterad: e
Entered by: acollins
Reason for change: | =]
- Other:
=
-

3 In the Reason for change drop-down list or text box, select or enter a reason for undeleting
the itemset row.

4 Click Undelete.
A confirmation dialog box appears.
5 Click OK.

The InForm application reinstates the entries in all columns of the row, and the color of
each column reflects the state of the item before the row was deleted.
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What to do if...

The new data item value results in a query

If the value to which you change a data item fails an edit check on that item, the InForm
application generates an automatic query, which you can answer right away by using one of the
following methods:

¢ Changing the data value again.
To use this method:
1 Check that the value was entered correctly.
2 Check that the value matches your source data.

3 Check the study documents, including form help, if it is available, to find the range of
permitted values for the item.

If you find that the data is in error, change the data.

4 Click the current item value, and proceed as described in Updating form data (on page
115).

e Entering answer text.

To use this method, follow the instructions in Answering queries (on page 133).
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Overview: Answering queries

The InForm application allows two methods for creating queries:

¢ Automatic queries—Generated when you submit data in an item with an automated server
side edit check, and the data value fails the edit check. The query appears on your screen as a
result of the data submission, and you can see and correct it immediately.

e Manual queries—Created by CRAs, Clinical Data Managers (CDMs), or other personnel
during source verification or other data review.

Query status

A query can have any of the status codes listed in the following table.

Query status Description

Candidate Queries that are visible only to sponsor personnel; they ate invisible to site
users. A sponsor representative reviews the query and then either opens or
deletes it.

Opened Queries that are visible to site users and are awaiting response.

Answered Queries for which a response has been submitted by a site user. For

manual queries, when a site user responds to a query, the query enters
Answered status and is ready for review by the Clinical Data Manager or
CRA. The Clinical Data Manager or CRA reviews Answered queries and
cither closes or reopens them.

Closed Queries that have been answered by a site user and then reviewed by a
Clinical Data Manager or CRA. If the Clinical Data Manager or CRA is
satisfied with the query answer, he or she closes the query.

Appearance of items with queries
An Opened query on a form item looks like this:
e The background color of the form item is pink.

e The text of the query is red in color and begins with the word "Open". The text is located
underneath the form item.

e A yellow query flag appears in the far right column of the item.

5.* Sitting Respiration Rate 10 breaths per minute Q%

s Open: Please confirm that this respiration rate was taken at the beginning o...

Query Listing
The Query Listing displays a summary of all queries and provides links to the form items against
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which the queries are written.

To view the Query Listing:

e In the Navigation pane, click Queries.
To display details about a specific query:

e  (lick the undetlined form name or item numbet.

LS R B B sl 0] - (01) Massachusetts General Hospital =

- -
Dl Dl 001 (A0 Baselme
* Fesponse does not satisfy guery
o1 01-001 (AD1) Common (Cross Trial) DOSE
* RBesponse does not satisfy query
o1 01-001 (AD1) Common (Cross Trial) DOSE
* Response does not satisty query
o1 01-001 (AD1) Core Week 1 WS
# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T
# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR
# The source docurment must match the walues in InForm, Please correct the values,
o1 01-002 (ESR) Core Week 2 W5
# Data does not match source
a1 01-004 (JELN Core Week 4 W5 |
# Dats does not match source
01 01-005 (1-M) Baseline 51
# The source docurment looks like it is "JLN", Please clarify the patient initials.

01 WS

04-009 (RHF) Core Week 4

©O rooe B OO
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Queries page
The Queries page displays details about a query and enables you to enter an answer.
To display the Queries page for a specific form item:

e From the form, click the underlined query text or the query flag.

e From the Query Listing, click the underlined query text.

Queries Audit Trall | Comment

Patient: RHPf04-009

4 Core Week +:VITAL SIGNS

10 breaths per minute

5. Sitting Respiration Rate

e Dpnen: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Cpened vI
Sever| Dot Juser | Stae | Remon |

PSOAls AprflSfZ004 09:23:12 mlynch Cpened Please confirm that this respiration rate

(GMT-05:00) was taken at the beginning of the
patient visit,
Query
Action: Answer Query
Reason: i | ;|

= Other:

Y Submit Y Return

Ways to answer queries
You can answer a query in either of the following ways:
e By changing the data value of the item on which the query was created.

e By submitting text that explains the data value.

By changing the data value

When you submit a new data value, the InForm application:

e Runs all automated edit checks that exist on the form item. If the new value fails the edit
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checks, the InForm application generates new queries; if the new value passes all edit checks,
the InForm application closes the query.

e Closes all manual queries on the item, if your trial is configured to close queries automatically
when the data value changes. The audit trail for the item shows that the user who edited the

item closed the query.

e Updates the appearance of the form item to indicate the new query state.

By submitting text
When you submit text to answer the query, the InForm application:

e Changes the status of the query to Answered. The query must be closed manually by a data
reviewer who has the right to close queries.

e Updates the appearance of the form item to indicate the new query state. The background
color of an item with an Answered query is gray, and the query text is removed from below

the item.
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Answering a query

You can answer a query on a form item by changing the data value or by submitting text that
explains the existing data value.

Changing the data value of the item

138

To answer a query by correcting the data value of the item:

1

In the Navigation pane, click Queries.

The Query Listing page appears. If necessary, filter the list of queries by selecting a particular
patient, query status, or query issuer from the drop-down lists at the top of the page.

LS R B B sl 0] - (01) Massachusetts General Hospital =
- -

Dl Dl 001 (A0 Baselme
* Fesponse does not satisfy guery

o1 01-001 (AD1) Common (Cross Trial) DOSE
* RBesponse does not satisfy query

o1 01-001 (AD1) Common (Cross Trial) DOSE
* Response does not satisty query

o1 01-001 (AD1) Core Week 1 WS

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR

# The source docurment must match the walues in InForm, Please correct the values,

o1 01-002 (ESR) Core Week 2 W5

# Data does not match source

a1 01-004 (JELN Core Week 4 W5

# Dats does not match source

01 01-005 (1-M) Baseline 51

# The source docurment looks like it is "JLN", Please clarify the patient initials.

a1 04-009 (RHP) Core Week 4
4

QO roe BE o QO

2 Click the underlined query text for the query that you want to answer.
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3

The Queries page appears.

Data Value(s) Queries audit Trail | Comment

Patient: RHPf04-009

4 Core Week 4:VITAL SIGNS

5. Sitting Respiration Rate 10 hreaths per mihute

e« Dpen: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Cpened 'I
Sever| Dot Juser | State | Reason |

PSOAals Aprfls/2004 09:23:12 mlynch Opened Please confirm that this respiration rate

(GMT-05:00) was taken at the beqginning of the
patient visit,
Query
Action: Answer Query
Reason: =~ | ;'

¢ Cther:

| Submit

| Return

Click the Data Value(s) tab.
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The Data Value(s) page appears.

e . . - = a ) - a -
Data Yalue(s) Queries | AuditTral | Comment

Patient: RHP/04-009

4 Core Week 4:VITAL SIGNS

5. Sitting Respiration Rate 10 breaths per minute

e Dpen! Please confirm that this respiration rate was taken at the beqginning o...

A8 Apr/S/2004 16:00:51 (GMT-05:00) ssullivan =

5. Sithing Respiration Rate 10 breaths per minute

* Dpnen: Please confirm that this respiration rate was taken at the beginning o...

Reason For Change

Mote: Open gueries will autormatically be answered with any data change.
Date entered: &prfSf2004 16:00:51 (GMT-05:00)
Entered by: ssullivan

Reason for change: Qther:
Initial Entry

|_Return

4 Type the new data value and the reason for change.

5

Click Submit.

Submitting answering text

140

To submit an answer to a query:

1

In the Navigation pane, click Queries.
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The Query Listing page appears.

Patient: _I Query Status: Issuetr: _I
CRE
Ell 001 (&01) Baselme
. RESDDHSE does not satisfy guery
o1 01-001 (AD1) Common (Cross Trial) DOSE
* Response does not satisfy guery
01 01-001 (AD1) Common (Cross Trial) DOSE
* Fesponse does not satisfy guery
a1 01-001 (A0 Core YWeek 1 WS
# The source docurment had a value of 15 and this has 3 value of 10, Plesse either correct this
01 01-001 (A01) Study Termination S
# The answer to this guestion can't be "MNo" if you entered an AE (which vou did), Please either
01 01-002 (ESE) Baseline LAR
* The source docurment must match the walues in InForm, Please correct the values,
o1 01-002 (ESR) Core Week 8 W5
e Data does not match source
o1 01-004 (IELY Core Week 4 WS ]
* Data does not match source
o1 01-005 (1-M) Baseline 51
# The source docurment looks like it is "ILN". Please clarify the patient initials.
04-009 (RHF) Core Week 4 W5

If necessary, filter the list of queries by selecting a particular patient, query status, or query
issuer from the drop-down lists at the top of the page.

3 Click the underlined query text for the query that you want to answer.
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142

4

5

The Queries page appears.

Data Value(s) Queries audit Trail | Comment

Patient: RHPf04-009

4 Core Week 4:VITAL SIGNS

5. Sitting Respiration Rate 10 hreaths per mihute

e« Dpen: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Cpened 'I
Sever| Dot Juser | State | Reason |

PSOAals Aprfls/2004 09:23:12 mlynch Opened Please confirm that this respiration rate

(GMT-05:00) was taken at the beqginning of the
patient visit,
Query
Action: Answer Query
Reason: =~ | ;'

¢ Cther:

| Submit | Beturn

In the Reason area at the bottom of the Queries page, select a reason from the drop-down
list, or select Other and type the answer to the query.

Click Submit.
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What to do if...

The new data value results in another query

If the InForm application generates a new automatic query when you answer a query by
changing the item’s data value, you can answer the new query right away by using one of the

following methods:

¢ Changing the data value again.

To change the data value again:

1
2
3

Check that the value was entered correctly.
Check that the value matches your source data.

Check the study documents, including CRF help, if it is available, to find the range of
permitted values for the item.

If you find that the data is in error, change the data.

Click the current item value, and proceed as desctibed in Changing the data value of
the item (on page 138).

e Entering answer text.

To use this method, follow the instructions in Submitting answering text (on page 140).

A query conflict occurs

InForm 4.6 SP3

Query conflicts can occur if users working on two different copies of a trial change either the
text or the state of a query before the first user’s change is synchronized to the other user’s

computer.

For more information, see Synchronizing a Trial (on page 265).
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Overview: Indicating that a form is ready for source
verification

You can mark a form to indicate that it is ready or not ready for source verification. This
information is used by monitors to determine which data is ready to be reviewed and source
verified.

Forms can be marked as follows:

e Not SV Ready—A form has this status:

e After it has been touched (after you enter data in any item or enter a comment to
indicate that the form or a data item will be left blank) and before you mark it SV Ready.

e If you mark the form ready for source verification, but then change the data in an item,
the InForm application changes the status of the item to Not SV Ready.

e SV Ready—A form has this status after you mark it ready for source verification and before
a monitor performs source verification on the form.

Note: To mark a form ready for source verification, you must have the appropriate rights.
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Marking forms SV Ready or Not SV Ready

To mark a form SV Ready or not Ready:

InForm 4.6 SP3

1

2
3
4

In the Navigation pane, click Patients.

In the Case Books List, click the traffic light icon for the patient and visit you want to use.
Click the tab for the form.

In the Select Action list, choose an action.

e To indicate that the form is ready for source verification, click Mark SV Ready.

e To indicate that the form is not ready for source verification, click Mark Not SV Ready.
Click Apply.

The form does not change appearance. However, the Select Action list changes to include
the opposite SV readiness command; for example, if you marked the form SV Ready, the list
includes the Mark Not SV Ready command. When the monitor views the Source
Verification Listing page, the SV status of the form is SV Ready or Not SV Ready, according
to the action you selected.
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About performing source verification

You can verify the data that is entered on forms against source documents, and mark the data
items you have verified to indicate that they are complete.

You can perform source verification in the following ways:
e Online (on page 151).
e From a printed Listing (on page 165).
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Online source verification

InForm 4.6 SP3

You can do the following source verification tasks online:

Compare CRF data to source documents—During source verification, the InForm
application displays a specialized view of forms.

Issue queries where necessary—If your review turns up errors or inconsistencies, you can
navigate directly from the soutce verification view of the form to the Queries page, so that
you can issue queries.

Record the results of your review—The source verification view of a form contains
checkboxes so you can mark the items and forms that you have verified.
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Source verifying data on an online form

To perform source verification:

1 In the source verification view of the form, verify each item for which verification is
required. Items that require source document verification have a checkbox and are
deselected.

Note: When you are verifying data for an itemset, one checkbox is used to mark an
entire itemset row as source verified.

2 Handle each item as required, as described in the table:

Action Do this

To indicate that an item is e For a data item: Select the checkbox that is located in
source verified the left column of the row that contains the item.

= To select all checkboxes at once, click the checkmark
that is located at the upper-left corner of the form.

= To deselect a checkbox, click the checkmark.

If only a few items still require verification when you
finish with this form, you can select all boxes, then
deselect the checkboxes for those items that still require
verification.

e For an itemset: Select the checkbox. One checkbox
marks the entire itemset row as source verified.

To enter a query e Against an item: Click the query icon that is located in
the far-right column of the row. Items for which there
are queries have a yellow query icon.

e Against an itemset: Click the itemset row number, then
click the query icon for the item you want.

To review a comment e  On anitem: Click the comment icon that is located in
the far-right column of the row.

o  On an itemset: Click the itemset row number, then click
the comment icon for the item you want.

To review a comment on the e (Click the form-level comment icon that is located at the
form as a whole top-right corner of the page.
To review the audit trail e Of an item: Click the audit trail icon that is located in

the far-right column of the row.

e Of aitemset: Click the itemset row number, then click
the audit trail icon for the item you want.

3 Click Submit.

In the Source Verification listing, the SV Status entry changes for each form whose source
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verification state has changed. If a form becomes SV Complete, a checkmark appears next to
the traffic light icon of the form, in the following places:

e Source Verification Listing.
e (Case Books Listing.
e Time and Events Schedule.

This checkmark is visible if you are in a rights group with the right to monitor CRFs.
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Ways to access the source verification view of a form

When you perform source verification online, you can access the source verification view of
forms from either of the following locations:

e The Case Books list or Time and Events schedule.

Accessing the source verification view of forms from a case book is useful if you want to
perform source verification on all of the forms that pertain to a single patient.

If your trial is configured to allow it, you can enable SV mode. As you navigate from form to
form, every form appears in source verification view, with a checkbox next to every item
that requires source verification.

For more information, see Accessing the form from a case book (on page 155).
e The Source Verification Listing page.

On the Source Verification Listing page, you can sort the list of forms by various criteria,
such as by query state, by visit, or by various status indicators. You can use one of the
standard filters or design a custom filter. This is useful if you are performing an interim
analysis, for example. You can select a specific form and look at that form for each patient
in the list. You can filter the list to display only certain kinds of forms, then perform source
verification for that form for each patient in turn.

For more information, see Accessing the form from the Source Verification Listing
page (on page 158).
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Accessing the form from a case book

You can perform source verification on forms that you have accessed by navigating from the
Case Books List, Time and Events schedule, or patient visit.

If your trial is configured to allow it, you can display the forms in SV continuous navigation
mode. You can navigate to any of the forms in the Case Book or Time and Events schedule. All
of the forms are displayed in source verification view. On each form, every item that requires
source verification appears with a checkbox in the left column.

SV mode remains enabled until you disable it by clicking Disable SV Mode, or until you log off.

Note: For you to be able to use this feature, your trial must be configured by the trial
administrator to allow SV Continuous Navigation mode.

To access the Source Verification view of the form:

1 In the Navigation pane, click Patients.

2 In the Case Books List, display the CRF on which you want to perform source verification,
by doing one of the following:

e  Click a traffic light that represents the patient visit whose forms you want to source
verify.

e To display the Time and Events schedule for a patient, click the patient number.
Optionally, you can filter the display for source verification status (on page 150).
Then click the traffic light that represents the appropriate visit and form.

3 TFollow the instructions in the table, based on the button that appears in the Content-specific

pane.
Button To access the source verification view
Enable SV Mode 1 Click Enable SV Mode.

The text of the button changes to Disable SV Mode

On the form, each item that can be source verified appears with a
checkbox in the left column.

2 Source verify the form. For more information, see Source
verifying data on an online form (on page 152)

3 Click Return.

4 Click a traffic light icon that represents the next form on which
you want to perform source verification.

The form appears with checkboxes for source verification.
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Button To access the source verification view

Verity 1 Click Verify
The source verification view of the form appears.

2 Source verify the form. For more information, see Source
verifying data on an online form (on page 152)

3  Click Return.

4 Click a traffic light icon that represents the next form on which
you want to perform source verification.

The monitor view of the form appears.

5 Click Verity.

To disable SV mode:

e In the Content-specific pane, click Disable SV Mode.

Checkboxes no longer appear next to data items.

Filtering for SV status in the Time and Events Schedule

Sponsor users can filter the Time and Events Schedule of a patient to find forms that have the
following source verification status.

e SV Ready
e SV Partial
e SV Complete

These source verification filters can be used in combination with the other filters that appear on
both the Case Books list and Time and Events schedule:

e Started

e Incomplete

e Contain queries
e TFrozen

e Locked

When you select one or more filters, traffic lights for the forms that match all of your selections
appear highlighted. For example, if you select the Frozen and the SV Ready checkboxes, only
traffic lights for forms that are both Frozen and SV Ready are highlighted. The traffic light for a
form that is SV Ready and not frozen displays as dimmed.

Your filter selections remain in effect as you navigate to Time and Events schedules and forms
for different patients, until you log off.

To filter the Time and Events schedule for Source Verification status:

1 If the Time and Events schedule is not displayed, do the following:
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a  In the Navigation pane, click Patients.
b In the Case Books List, click a patient number.
The Time and Events Schedule appears.

2 In the Time and Events Schedule, select the checkboxes that represent the status of the
forms you want to view.

Traffic light icons that meet the criteria appear highlighted.

InForm 4.6 SP3 157



Chapter 11 Performing source verification

Accessing the form from the Source Verification Listing
page

To display the source verification view of a form:

1 If the Source Verification Listing page is not displayed, do the following:
e In the Navigation pane, click Monitor.

The Source Verification listing page appears. For more information, see The Source
Verification Listing (on page 167) page.

2 Optionally, filter the list of forms (on page 158).
3 Locate the row that represents the form whose data you want to source verify.

4 In the CRF column, click the abbreviation for the form.

Filtering the Source Verification listing

The Source Verification Listing page displays information about all patients at all sites to which
you have access. The information is displayed in a table, with each row representing one form
that was used at one visit for a single patient.

You can display only the forms on which you want to perform source verification. The Source
Verification Listing includes drop-down lists from which you can choose to display a list of
forms for a specific site and patient. You can also filter the list by source verification state, by
CRF completion state, and by numerous content and status criteria. You can create and save
custom filters.

The table describes the drop-down lists.

Drop-down list Description

Site Lists all the sites to which you have access. You can select all sites or
choose a specific site.

Patient Lists patient numbers based on your selection in the Site drop-down list.
e To display all records from the site(s), select All

e To display records for a specific patient, select the patient number.
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Drop-down list Description

Filter Provides additional filters for the patient records that are listed as a result
of your selections from the Site and Patient drop-down lists.

You can choose any of the following actions:

e To display all records, leave the Filter drop-down blank (that s,
displaying nothing).
e To choose a Public filter, select its name from the drop-down list. For

more information, see Public filters (on page 160).

e To modify a public filter or create a custom filter, click Edit. For more
information, see Custom filters (on page 160).

To use the Site and Patient drop-down lists:
1 From the Site drop-down list, do one of the following:
e To display a list of forms from a specific site, choose the site name from the list.

The Source Verification listing displays a list of forms for all patients that are at the site
you selected. The Patient drop-down list changes so that it contains a list of patient
numbers from that site.

e To display a list of forms from all sites, choose All

The Source Verification listing displays a list of forms for all patients at all sites. The
Patient drop-down list changes so that it contains a list of patient numbers from all sites.

2 From the Patient drop-down list, do one of the following:
e To display a list of forms for a single patient, choose the patient number.
The Source Verification listing displays a list of forms for the patient.
e To list forms for all patients, choose Al

The Source Verification listing displays a list of forms for all patients at the site or sites
you chose in the Site list.

3 To apply an additional filter to the list of forms that is displayed, make a selection in the
Filter drop-down list. You can choose a Public filter (on page 160) or a Custom filter (on
page 160) that you created previously.

Public and Custom filters are applied to the list of patient forms that are displayed as the result
of your selections in the Site and Patient drop-down lists.

For example, if you select a specific site, then select a patient number 01-003, a list of forms for
patient 01-003 appears in the Source Verification listing. If you then select the Not Verified
public filter, the list of forms for patient 01-003 is further narrowed to list only those CRFs that
meet the Not Verified criteria.
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Public filters

Use the Filter drop-down list to select a public filter. The table describes the forms that are listed
when you apply the filter.

Public filter name Displays a list of

Not Complete CRFs that have been started. On each CRF, one or more
required items are not complete.

Not Verified CRFs that contain items that are SV required. On each CRF,
every item that is SV required has any status other than SV
complete.

Ready to Verity CRFs that have required items. On each CREF:

e All required items are complete.

e Fach required item has one of the following states:
= Not SV Ready
= SV Ready
* Partial SVd

To view details about the filter critetia, click the Edit button.

To make changes, select or deselect the checkboxes, and save the filter as a Custom filter (on
page 160).

Custom filters

Custom filters let you choose the exact characteristics of the forms that you want to display in
the Source Verification listing. You can create a custom filter by editing an existing public filter
and saving it with a new name, or by creating a new filter and specifying all filter criteria.

Custom filters appear only to you in the Filter drop-down list.

Public and Custom filters are applied to the list of patient forms that are displayed as the result
of your selections in the Site and Patient drop-down lists.

For example, if you select a specific site, then select a patient number 01-003, a list of forms for
patient 01-003 appears in the Source Verification listing. If you then select the Not Verified
public filter, the list of forms for patient 01-003 is further narrowed to list only those CRFs that
meet the Not Verified criteria.

To create a custom filter:
1 In the Filter drop-down list, do one of the following:
e To modify an existing filter, select the filter name from the list.

e To create a new filter, select the blank area from the list; that is, make sure that nothing
is selected.

2 To the right of the Filter drop-down list, click Edit.
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The Criteria dialog box appears. By default, all checkboxes are selected.
o To deselect a checkbox, click in the box.
e To deselect or select all checkboxes in a category, select or deselect the All checkbox.

3 Select the checkboxes for the criteria that you want the filter to use. You must make at least
one selection in each category.

Note: To list all instances of a common form, select CCRF in the Visit category.

4 To view a summary of your selections, expand the Criteria dialog box by clicking the arrow
icon ( ) ) that is located in the lower-right corner, above the Cancel button.

5 To save the filter, click Save.

6 Provide a name for the filter.

Note: If you started with an existing filter, the name of the filter appears in the dialog
box.

7 To apply the filter without saving it, click Apply.
After you apply the filter, the following occurs:
e The filter is applied to the list of forms that was displayed at the time you clicked Apply.
e DPatient records that match all of your selections appear.
e The Criteria dialog box closes.

e The Filter drop-down list displays one of the following, depending on whether you
started with a public filter or a blank filter name:

e If you started with a public filter, the name of the filter appears with the words
Public Filter in parentheses, and an asterisk. For example,

Not Complete (Public Filter)*
e If you started with a blank filter name, the word Custom appears.
To save a custom filter that you applied without saving

You must save the filter immediately after you apply it, or your edits will be lost.

1 The Filter drop-down list displays the filter that you applied. The name of the filter appears
as either of the following:

o The word Custom

e The name of the public filter that you edited, followed by the words Public Filter in
parentheses, and an asterisk. For example,

Not Verified (Public Filter)*
2 Click Edit.
The Criteria dialog displays the criteria that is used by the filter.
3 Click save.
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4 Type a name for the filter, then click Save.

Note: If you make any changes to the criteria and apply the filter before you save it, the
filter appears with the new criteria.

To delete a custom filter:

1 In the Filter drop-down list, select the name of the filter you want to delete.
2 Click Edit.

The Criteria dialog appears.
3 Click Delete.

4 In the confirmation dialog box that appears, click OK to confirm the deletion.
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Freezing or locking while monitoring

InForm 4.6 SP3

You can freeze or lock multiple forms in one action from the Source Verification Listing page.
Similarly, you can unfreeze or unlock a form that previously was frozen or locked.

To do any of these actions:

1 In the Navigation pane, click Monitor.

The Source Verification Listing page appears.

patient: CINEE)| sv stotus: CONM| crr stats: EINE]
nm—_m—m—

FF PFSTOLHOM  Baseline Not 5V Ready H
I~ FE PFSTOLMOM  Baszeline DOy Not SV Ready
- FF PFSTOLMHOM  Baseling Pl Not 5V Ready H
- PF PFSTOLMOM  Baseline '3 Mot 5 Ready
o FF PFSTOLHOM  Common (Cross Trial)  AE[11 Not SV Ready

e

[ FF  PRSTOLMOM Common (Cross Trial) AE[2] Not 5V Ready -
[ FF PFSTOLMHOM  Common (Cross Trial) DOSE Mot 5 Ready H )]

- FF PFSTOLMOM  Core Wesk 1 DOy Not SV Ready IE]

[ PF  PFSTOZMOL Baseline DEM  Not 5V Ready =

OO ruoc (0ot OO —

2 Optionally, filter the list of patient forms.

The Source Verification Listing includes drop-down lists from which you can choose to

display a list of forms for a specific site and patient. You can also filter the list by source

verification state, by CRF completion state, and by numerous content and status criteria.
You can create and save custom filters. For more information, see Filtering the Source
Verification listing (on page 158).

To display entries for a Select from the
Site Site list
Patient Patient list

Source verification status (partially verified, completely verified, SV Status list
not verified, ready for verification, not ready for verification)

CRF data entry status (complete, missing data, missing data and CRF Status list
queries, queties, frozen or not frozen, locked or not locked)

3 Select the checkbox on the left of each form you want to freeze or lock.
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4 Do one of the following:
e To freeze or lock the forms—Click Freeze or Lock.

e To unfreeze or unlock the forms—Click Unfreeze or Unlock.
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Source verifying data from a printed listing

If you do not have access to a computer when you perform source verification, you can print
copies of CRFs. You can then verify the data offline. After you complete your review, do the
following:

¢ Log on to the InForm application.
e Issue queries where necessary.

e Recotd the results of your review. Use the source verification view of the CRFs that you
checked.

Printing an SV Report for offline verification

InForm 4.6 SP3

To perform source verification offline, you can print a copy of the forms for a patient:

1 In the Navigation pane, click Monitor.
2 Click the SV Report tab.

The Source Verification Reports page appears.

Source ‘o:I'ar-il;IcntJun Repaorts

(01) Massachusetts General Hospital 01-001

{01} Massachusetts General Hospital 01-002 ESR Enn;ﬂmﬂ:

{01} Massachusetts General Hosprtal 01-003 IE) il Vigw

(01} Massachusetts General Hospital 01-004 JEL Prink Previsw

(01} Massachusetts Ganeral Hospital 01-005 N L ln] i

(D1) Massachusetts General Hospital 01-006 KLP Prink Pravigw

(01) Massachusetts General Hospital 01-008 sTE Prnk Praview

(01} Massachusetts General Hospital 04-009 RHP Prink Preview

(01} Massachusetts Ganoral Hogpital 061071 AR 1 W1

(01} Massachusetts Gemeral Hospital 123456789 ARC Print Praview

(02} Cleveland Chnic Dz-001 A00 Print Pravigw

(02} Cleveland Chnic 02 -002 CRS Print Provigw

(02} Cleveland Chnic 02-003 oML Prink Prayigw

(02} Cleveland Chnic 02-005 E-M Pt Previgw =
(02 Cleveland Chnic 02-006 KM Print Praviaw

(02} Chavedand Chnic D2-007 S Pk Priview

{02} Cleveland Clnic 02-007 RRP Print Previgw

(4} Johns Hopkins Hospital 04-001 AET Prink Bravigw

(04) Johns Hopkins Hospital 04-p02 CHE Prnt Preview -
Q0 rue [ OO

3 Optionally, to more easily locate a patient, click the column heading of the Site, Patient
Number, or Patient Initials columns to change the sort order.

4 If the report occupies more than one page, use the page indexer control to navigate to the
page containing data for the patient for whom you want to print CRFs.

5  Click Print Preview for the patient for whom you want to print CRFs.

The InForm application displays a ready-to-print view of the first form in the first visit for
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the patient.

Source Verification Reports

YR NOT & CRF *** NOT A CRF *** NOT A CRF *** NOT A CRF ***
DATE OF VISIT
Site: PhaseForward Patient: 1002 /DED  Visit: Baseline
Visit Date and Time
[ 1.* | Date and Time of Visit Mo,/ 1/2004 08:09 L
EENOTACRF *** NOT A CRF *** NOT ACRF *** NOT A CRF ***
00 a 00 _Print | Return

6 Display the form or forms you want to print:

e To generate a report consisting of all forms, click AlL.

e To navigate to a specific form, use the navigation buttons in the Content-specific pane

at the bottom of the page.
7 Click Print.
8  Click Return.

The Source Verification Reports appears.
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The Source Verification Listing page

The Source Verification Listing page displays a summary of the CRFs for each patient. You can
use the Source Verification Listing page to:

e Determine the source verification status (on page 169) and data entry status of forms.
e Display the source verification view of a particular form.

e Tilter the list of forms.

e Freeze or lock selected forms.

The Source Verification Listing page displays information about all patients at all sites to which
you have access. The information is displayed in a table, with each row representing one form
that was used at one visit for a single patient.

For example, for patient 01-001, the table lists one row for the CGI form that was used at the
Baseline visit, another row for the DEM form that was used at the Baseline visit, and so on.

Note: The Source Verification Listing page displays each instance of a repeating form as a
separate row. The number of the instance is added to the name of the form: for example,
AE[1], AE[2].
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To display the Source Verification Listing page:

e In the Navigation pane, click Monitor.

The Source Verification listing page appears.

P 1] Y I = y
Source Verification W Report | eports | Reg Docs
site: I  -c:t: [N
Filter: EYETENNE |  Edit
ot e e [ -
O 01-001/4D1 AESCM Mot S Ready g
L5
T it 01-001/401 Baseline L Mot S Ready g
[+
- o1 01-001/401 Baseline DE Mot 5w Ready g
1€
| [ 01-001/A0] Baseline Do Mot S Ready g
[=]
- 01 01-001/401 Baseline ECG Mot S Ready g
[=]
) [ 01-001/401 Baseline HaMD Mot S Ready g
[+
- o1 01-001/A01 Baseline INCEXC Mot SW Ready g @
T it 01-001/40]1 Baseline LAB Sy Complete %v
- 01 01-001/401 Baseline PE Sy Complete %v
- 01 01-001/401 Baseline 51 S Complete %v b
- 01 01-001/A0) Common (Cross Trial) CORMMEDS [1] SW Complete gﬁ
[=]
4 [T
T it 01-001/40] Core Week 1 Do Sy Complete §#
00 Page!lufﬂ o@ |\Freeze ukUnFreeze |\ank

The Source Verification Listing includes drop-down lists from which you can choose to display a
list of forms for a specific site and patient. You can also filter the list by source verification state,
by CRF completion state, and by numerous content and status criteria. You can create and save
custom filters.

For more information, see Filtering the Source Verification Listing (on page 158).
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Source verification states

On the Source Verification Listing page, the SV Status column shows the following states:

Status Listing includes

All All forms in which at least one data item has been touched or a
form-level comment has been added.

SV Complete Forms for which source verification has been performed on all data
items.

If a user changes a data item or adds a comment to a form that is SV
Complete, the state of the form reverts to SV Partial.

SV Partial Forms for which source verification has been performed on one or
more items but not all items.

SV Ready Forms that a user has marked ready for source verification.

Not SV Ready Forms in which either of the following is true:

e At least one data item has been touched or a form-level comment
has been added, but that a user has not marked ready for source
verification.

e A user has marked the form Not SV Ready.

Not SVd All forms that are not SV Complete.
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What to do if...

A form changes after source verification is complete

If the value of a data item on a form changes or a query is issued against the item after source
verification is complete, the InForm application makes the following changes to highlight the
item so that you can re-verify it:

e If the value of a data item on a form changes, the InForm application changes the source
verification status of the form to indicate that the source verification is now incomplete. You
can see this change in the Source Verification Listing, and you can use the filter lists to
highlight forms that have an incomplete source verification status.

e In the source verification view of the form, the following occurs:
e The checkmark of the item is cleared.

e The background color of the item changes, as follows.

Item change Color changes to:

Required item deleted. Yellow checkbox cell, yellow data cell.

Required item changed. Yellow checkbox cell, gray data cell.

If you have any unverified items, repeat the source verification procedure.
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Overview: Issuing queries

This section describes how to issue queries.

Automatic and manual queries
The InForm application provides the capability for both automatic and manual queries:

¢ Automatic queries—Issued when a submitted data value fails a predefined edit check.
These queries appear immediately after data submission, and site users can respond to them
before any data review occuts.

e Manual queries—Issued as a result of review activities. You enter a manual query by using
query pages, site users respond to the queries, and you monitor the responses. The query
procedures described in this chapter deal only with manual queries.

Query states

Your trial can be set up to allow you to issue queries in either or both of the following states:

¢  Opened—AQueries are immediately visible to site users and available for response.

e Candidate—Queries are preliminary and are invisible to site users. If your trial is set up to
enable Candidate queries, there might be a step in which a senior CRA reviews Candidate
queries before opening them. When you change the state of a Candidate query to Opened, it
becomes visible to site users.
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Issuing a query
To issue a query:

1 In the Navigation pane, click Patients.

The Case Books List appears.

Case Books For Site: FhasoF orward Site

e | Patient Status Baseline | Core | |
| Week 1 | Wesk P | ¥

is

Uschedhied | Extormion
atiend Wit |

Patie Wesk 16 |

PF 1002 (DeD) Enrplled E
PF 1102 (HRA] Enrplied E’

&

-
-

PFMWE
PF 1515(X] Enmled E
PF 258 (ADF) Enroled E
PF40A(ALY)  Enmoled E‘
PF 340 (HIY] Enmied E
w-.u:ﬂuuunﬂ

-

PF 299 (H0) Complsts H
I'meg:
PF 958 (KK) Enroled E*

8 =0 [ 00 £ 6 B 60 [ 6 0
&5 20 £ 5 655 b0 3 0 3 63 6 6
3 20 9 9 £ 0 3 ) 5 6 6 6
B0 £ 0 ) (600 o ) ) ()

£S5 9l 0 ) o [ 0 [ el )

B o8 B

PP E80 (YaN) Randomired E’

m o Page m'_.,._- g,m. S Translerred

2 Click the traffic light icon for the patient and visit in which you want to create a query.

3 Click the tab for the form on which you want to issue a quety.
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The form appears.

J- Base whk1 wk 2 Wk4 Wk & AE/CM Final Unsch
LY

Doy v DOSEY | CHEM | HEMA
i

¥ITAL SIGHS Patient: DML/02-003

Vital Signs

1.* G'-.":.z!gf;ti [Becard fo one 132.0 |bs i

o ¥ ;sg?rgg{ature {Record to one  98.6 °F '

2 * Sitting Blood Prassure 140,/ 88 mm Hg ’r?

4. Sitfing Pulse Rate 66 bom o

5 * Sitting Respiration Rate 16 breaths per minute o
BMI 17.9

nkUnfreeze nkLm:k nkEnahIe SV Mode

[Select Action] _= |l sl 1

i Return

4 Do one of the following:

e For a regular item—Click the query icon in the farthest-right column of the item for
which you want to create a query.

e For an item in an itemset or a repeating form instance—Click the itemset or
repeating form instance row number, then click the query icon in the farthest-right
column of the item for which you want to create a query.

The Queries page appears. If the item has no queries, the Queries page is blank. If the item
has at least one query, the most recent query appears.

Note: Your trial may be configured so that when you click the query icon for an item
that has no queries, a blank query form appears; you do not need to click Create Query.
Go to Step 6.
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5

Patient: DML/02-003

j‘ Core Week 4:¥ITAL SIGNS

3. Sithing Blood Pressure 140/ 82 mm Hg

Query History: Mo Queries

S aver | bate | usr | Ste | Remon |

| Create Query

Note: If you are performing source verification on a CRF, you can navigate to the
Queries page. In the source verification view of the CRF, in the far-right column, click
the query icon.

Click Create Query.

175



Chapter 12

Issuing queries

176

Patient: DML/0Z-003

j‘ Core Week 4:¥ITAL SIGNS

3. Sitting Blood Pressure 140 B85 mm Hg

Query History: |[Create new query] = |

= sever 1 oae | user | st | Resson |

Query
Action: | Create Query In Candidate State _« |
Reason: r‘| |

= Other:

|_Create Query | Submit | Return

If you have rights to create a query in either Candidate or Opened state, use the Action
drop-down list to select the state.

Note: If you have only one of these access rights, the state will be preselected.

For Reason, select or type the query text by doing one of the following:
e  Select the appropriate text from the drop-down control.

e Select Other and type the reason in the text box.

Click Submit.

The form on which you entered the query appears. The appearance of the item changes as
follows:

e Ifyouissued an Opened query:
e The background color of the item changes to pink.
e The query text appears below the item.
e The query flag in the far-right column of the item is yellow.

To open the Queries page and view detailed information, click the query text.

5 *  Sitting Respiration Rate 12 hreaths per minute g

* Open: Data does not match source
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e If youissued a Candidate query:
e The query flag turns yellow (if it was not already yellow).

e The background color and query text do not change until the query status is
changed to Opened by a user with the rights to make that change.

Note: A Candidate query is invisible to site users until the query is opened.

9 In the Navigation pane, click Queries to return to the Queries page.

10 To see the status of all queries on this item, use the Query drop-down list. To choose a
different action, select it from the Action drop-down list.
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To change a candidate query to an opened query:

1

2

In the Navigation pane, click Queries.

The Query Listing page appears.

LS R B B sl 0] - (01) Massachusetts General Hospital =

- -
Dl Dl 001 (A0 Baselme

* Fesponse does not satisfy guery

o1 01-001 (AD1) Common (Cross Trial) DOSE

* RBesponse does not satisfy query

o1 01-001 (AD1) Common (Cross Trial) DOSE

* Response does not satisty query

o1 01-001 (AD1) Core Week 1 WS

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR

# The source docurment must match the walues in InForm, Please correct the values,

o1 01-002 (ESR) Core Week 2 W5

# Data does not match source

a1 01-004 (JELN Core Week 4 W5 |
# Dats does not match source

01 01-005 (1-M) Baseline 51

# The source docurment looks like it is "JLN", Please clarify the patient initials.

04-009 (RHF) Core Week 4

From the Query Status drop-down list at the top of the page, select Candidate. Optionally,
filter the list of queries to display queries for a specific site or patient by using the drop-down
lists.
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Query Listing For Site: - (01) Massachusetts General Hospital
-m_

01 01-003 (ED SEACM oo 1 mlyrich Candidate

* Data does not match source
01 01-005% (1-N) Core YWeek 4 WS 4 rmlyrich Candidate

e Data does not match source

@ o Page EI of 1 o 0 _Action View

3 Click the query you want to open.
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The Queries page for the item appears.

Patient: JEJ/01-003

3} AE/CM:DATE OF ¥ISIT — Unscheduled

1. Date and Time of Yisit Mar/24/2004 0940 -

Query History: |ID1: Candidate = |

[Sover | Date luser| stae | Reason

PSOA1E Augf20f2007 17:10:28 (GMT- mlynch Candidate Data does not match

0s:00) source
Query
Action: |F‘Ia|:e Query In Opened State;l
Reason: r‘| ;l

i~ Other:

|_Create Query

From the Action drop-down list, select Place Query in Opened State.
From the Reason drop-down list, select a reason, or select Other and type a reason.
Click Submit.

The form reappears with the opened query.
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Deleting a candidate query

To delete a candidate query:

1 In the Navigation pane, click Queries.

The Query Listing page appears.

Patient: _I Query Status: Issuer: _I
- -
Dl Dl 001 (A0 Baselme

* Fesponse does not satisfy guery
o1 01-001 (AD1) Common (Cross Trial) DOSE

* RBesponse does not satisfy query
o1 01-001 (AD1) Common (Cross Trial) DOSE

* Response does not satisty query
o1 01-001 (AD1) Core Week 1 WS

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR

# The source docurment must match the walues in InForm, Please correct the values,

o1 01-002 (ESR) Core Week 2 W5

# Data does not match source
a1 01-004 (JELN Core Week 4 W5 |

# Dats does not match source
01 01-005 (1-M) Baseline 51

# The source docurment looks like it is "JLN", Please clarify the patient initials.
04-009 (RHP) Core Week 4 WS

2 From the Query Status drop-down list at the top of the page, select Candidate. Optionally,
filter the list of queries to display queries for a specific site or patient, by using the
drop-down lists.
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Query Listing For Site: - (01) Massachusetts General Hospital

- m—

01 01-003 (ED SEACM oo 1 mlyrich Candidate

* Data does not match source
01 01-005% (1-N) Core YWeek 4 WS 4 rmlyrich Candidate

e Data does not match source

@ o Page EI of 1 o 0 _Action View

3 Click the query you want to open.
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The Queries page for the item appears.

Patient: JEJ/01-003

3} AE/CM:DATE OF ¥ISIT — Unscheduled

1. Date and Time of Yisit Mar/24/2004 0940 -

Query History: |ID1: Candidate = |

[Sover | Date luser| stae | Reason

PSOA1E Augf20f2007 17:10:28 (GMT- mlynch Candidate Data does not match

0s:00) source
Query
Action: |F‘Ia|:e Query In Opened State;l
Reason: r‘| ;l

i~ Other:

|_Create Query

From the Action drop-down list, select Delete Query.
From the Reason drop-down list, select a reason, or select Other and type a reason.
Click Submit.

The form reappears with the opened query.
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Navigating between queries and CRFs

There are links that allow you to navigate between the Query Listing the details of the query and
the form on which the query is located. Use the table below to navigate between these InForm

pages.
To navigate from To the Click
Query page Form on which the query was Arrow icon.
entered.

CRF Query page. The underlined text of the
query.

Query Listings page Query page. The underlined text of the
query.

Query page Query Listing. Return.

184 InForm 4.6 SP3



Step by Step for CRCs and CRAs

What to do if...

A query conflict occurs

Query conflicts can occur if users working on two different copies of a trial change either the
text or the state of a query before the change made by the first user is synchronized to the
computer used by the other user.

For more information, see Synchronizing a Trial (on page 265).

You expect to see a query, but it is not there

That item is marked as hidden for your user group. If during trial design an individual item is
marked as hidden for your user group and a quety appears for that item, the query will not be
visible to you.

InForm 4.6 SP3
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Overview: Closing queries

The InForm application enables closing queries in the following ways:

¢ Automatic query generated by the failure of an edit check—When a user enters a new
data value that passes the edit check, the InForm application closes the query. If the new
data value fails the edit check, the InForm application redisplays the query. When an
automatic query is answered with explanatory text, the query can only be closed when an
authorized sponsor user closes it.

e Manual query—When a user submits an answer to a manual query, the InForm application
changes the query state to answered. A sponsor user with query closing rights must close
answered queries manually.
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Closing queries

Finding answered queries

You can navigate to an answered query from the Query listing or the Case Book List.

From the Query Listing
To locate an answered query:

1 In the Navigation pane, click Queries.

The Query Listing appears.

LS R B B sl 0] - (01) Massachusetts General Hospital =

o1 01-001 (AD2) Baseline

* Response does not satisty query

o1 01-001 (AD1) Common (Cross Trial) DOSE
* RBesponse does not satisfy query

o1 01-001 (A0 Comrmon (Cross Trial) DOSE
* Response does not satisfy guery

o1 01-001 (ADI) Core Week 1 W5

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (AD1) Study Termination =1

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
a1 01-002 (ESR) Baseline LAB

# The source docurment must match the values in InForm, Please correct the values,

a1 01-002 (ESR) Core YWeek 2 W5

# Dats does not match source

01 01-004 (JEL Core Week 4 CER
* Data does not match source

o1 01-005 (1-M) Baseline =11

* The source document looks like itis "ILN", Please clarify the patient initials,
04-009 (RHP) Core Week 4

2 From the Query Status drop-down list at the top of the page, select Answered. Optionally,
filter the list of queries to display queries for a specific site or patient, by using the
drop-down lists.
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Query Listing For Site: - {01) Massachusetts General Hospital

M_
IIIl 01-001 (AD1)  BRaseline 1 Ih|II ﬂnswered

+ Werified with the source document and data chanqed to correct the transcription error

01 01-001 (AD1)  Baseline W5 1 autoguery  Answered

* Original value is correct

o1 01-001 (AD1)  BRaseline WS 1 swilson Answered

* Transcription Error

01 01-001 (AD1)  Baseline W5 2 Swilson Answered

* LInits missing in the source document

o1 01-001 (AD1)  Common (Cross Trial) DOSE mmlynch Answerad

* Original value is correct

01 01-001 (AD))  Common (Cross Tral) OoSE mlyrch Answered

* Original value is correct .
o1 01-001 (AD1)  Common (Cross Trial) DOSE mmlynch Answerad

* [ just entered an item level comment as per your request,

o1 01-001 (AD1)  Core \Week 2 Doy 1 mlynch Answerad

* Original value is correct

o1 01-001 (AD1)  Core \Week 2 ECG[1] 1 mmlynch Answerad

* Original value is correct

o1 01-001 (AD1)  Core \Week 2 ECG[1] 6 mlynch Answerad

@o Page !I of 4 olm | Action View

3 Locate the query that you want to open.

From the Case Books list

To locate an answered query:

1

In the Navigation pane, click Patients. Or, use the Find Patient ficld to locate a specific
patient.

In the Case Books List, click the patient number for a patient who has one or more traffic
lights displayed with a yellow flag.

In the case book, click a traffic light icon that displays a yellow flag.

The form that contains the answered query is displayed.

Closing the query

To close an answered query:

1

190

Click the underlined text of the query.
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S R A \S

The Queries page for the item appears.

4 Baseline:VITAL SIGNS Patient: A0Q/02-001

1. Weight (Record fo one decinal] 184.0 [bs

e Ahs'd: Data does not match source

Query History: |ID1: Answered - |

[Sovor| — Date | user | Stts | Remson |

PSOA18 Apr/7/2004 09:22:01 (GMT-05:00) pparker Answered Original value is correct
PSOA18 Feb/15/2004 12:47:45 (GMT-06:0071  [hill Opened Data does not match source

Query
Action: |Reissue Query In Candidate State = |
RFeason: e | ;l
i Other:
=
[
|_Create Query | Submit | Return

Review the appropriateness and validity of the answer.

From the Action drop-down list, select Close Query.

From the Reason drop-down list, select a reason, or select Other and type a reason.
Click Submit.

The InForm application updates the status of the query. The Queries and Query Listing
pages show the updated status.
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How queries appear to sponsor users

Opened and Answered queries differ in appearance.

Opened queries
An Opened query on a form item looks like this:
e The background color of the form item is pink.

e The text of the query is red in color and begins with the word "Open". The text is located
underneath the form item.

e A yellow query flag appears in the far right column of the item.

5.* Sitting Respiration Rate 10 breaths per minute Q¥ g

s Open: Please confirm that this respiration rate was taken at the beginning o...

Answered queries
An Answered query looks like this:

e The background color is pink.

e The text of the query is black in color and begins with the word "Ans'd".

1% Weight [Record fo ane decirmal] 400.0 |bs r, g

s Ans'd: Walue is not within the expected range; please \rerify_@

To view query details, click the red arrow that is located to the right of the query text. The query
expands to show the following information:
e The date that the query was answered.

e The name of the person who answered the query.

e The answer to the query.
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What to do if...

The answer to a query is unacceptable

If a response to a query does not resolve the issue that the query points out, you can reissue the
query as follows:

1 Navigate to the Query page for the item you are reviewing, as described in Closing a query
(see "Closing the query" on page 190).

2 From the Action drop-down list, select Reissue Query in Open State.

3 From the Reason drop-down list, select a reason for reopening the query, or select Other and
type a reason.

4 Click Submit.

A query conflict occurs

InForm 4.6 SP3

Query conflicts can occur if users working on two different copies of a trial change either the
text or the state of a query before the change made by the first user is synchronized to the
computer used by the other user.

For more information, see Synchronizing a Trial (on page 265).
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Overview: Working with multiple queries

You can perform an action on a set of selected queries by using a special view of the Query
Listing page. The Query Listing has two modes in which to view the list of queries: list view and
action view.

e List view mode—The list view mode of the Query Listings page allows you to view the
details of all the queries, or a filtered list of queties.

e Action view mode—While in action view mode, you can perform one action on a specified
set of queries, and apply the same reason for change to all these queries. The Action View
button is not available until a status other than All is selected in Query Status.

Note: You can change the display from the action view to the list view by clicking the List
View button when in action view and clicking the Action View button when in list view.

When you are in action view mode, you can perform the following actions:

Query Status filter on Query Listings page Available actions on selected queries

Answered Reissue or close query.

Candidate Open or delete query.

196 InForm 4.6 SP3



Step by Step for CRCs and CRAs

Closing or reissuing a set of answered queries

InForm 4.6 SP3

To close or reissue a set of answered queries:

1

2

In the Navigation pane, click Queries.

The Query Listing appears.

LS R B B sl 0] - (01) Massachusetts General Hospital =

S S 3 - |

Dl Dl 001 (A0 Baselme
* Fesponse does not satisfy guery

o1 01-001 (AD1) Common (Cross Trial) DOSE
* RBesponse does not satisfy query

o1 01-001 (AD1) Common (Cross Trial) DOSE
* Response does not satisty query

o1 01-001 (AD1) Core Week 1 WS

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR
# The source docurment must match the walues in InForm, Please correct the values,

o1 01-002 (ESR) Core Week 2 W5
# Data does not match source

a1 01-004 (JELN Core Week 4 W5
# Dats does not match source

01 01-005 (1-M) Baseline 51
# The source docurment looks like it is "JLN", Please clarify the patient initials.

04-009 (RHF) Core Week 4

WS

In Query Status, select Answered.

197



Chapter 14 Working with multiple queries

Query Listing For Site: - {01) Massachusetts General Hospital

M_
IIIl 01-001 (AD1)  BRaseline 1 Ih|II ﬂnswered

+ Werified with the source document and data chanqed to correct the transcription error

01 01-001 (AD1)  Baseline W5 1 autoguery  Answered

* Original value is correct

o1 01-001 (AD1)  BRaseline WS 1 swilson Answered

* Transcription Error

01 01-001 (AD1)  Baseline W5 2 Swilson Answered

* LInits missing in the source document

o1 01-001 (AD1)  Common (Cross Trial) DOSE mmlynch Answerad

* Original value is correct

01 01-001 (AD))  Common (Cross Tral) OoSE mlyrch Answered

* Original value is correct .
o1 01-001 (AD1)  Common (Cross Trial) DOSE mmlynch Answerad

* [ just entered an item level comment as per your request,

o1 01-001 (AD1)  Core \Week 2 Doy 1 mlynch Answerad

* Original value is correct

o1 01-001 (AD1)  Core \Week 2 ECG[1] 1 mmlynch Answerad

* Original value is correct

o1 01-001 (AD1)  Core \Week 2 ECG[1] 6 mlynch Answerad

00 Page !I of 4 00 |_Action View

3 Click Action View.
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A checkbox appears to the left of each query, and the Action and Reason fields appear at the
bottom of the page.

Query Listing For Site: - {01} Massachusetts General Hospital

e R i

[ 01 01-001(a01) Baseline 1 Ll

Lnswered

s Yerified with the source document and data chan ed to correct the transcription error
[ 01 01-001{aD]) Baseline W5 1 autoguery  Answered

e Original value is correct
[ 01 01-001{a01) Baseline WS 1 swilson Answered -
a I
Query
Action:  |Reissue Query In Candidate State = |
Reason: r'| ;|

¢ Other:

0O rage I |ors O Q) | List view _Submit

Click the checkboxes to the left of the queries with which you want to work.

Note: To select all queries at once. click the check Select all checkboxes icon that is
located at the top of the page ( )

For Action, sclect the action you want to perform. The rights you have as a user of the
InForm application determine the actions that appear.

For Reason, select a reason from the drop-down list, or type a reason for the change.

Click Submit.

199



Chapter 14 Working with multiple queries

Opening or deleting a set of candidate queries

200

To open or delete a set of candidate queries:

1

2

In the Navigation pane, click Queries.

The Query Listing appeats.

LS R B B sl 0] - (01) Massachusetts General Hospital =

S S 3 - |

Dl Dl 001 (A0 Baselme
* Fesponse does not satisfy guery

o1 01-001 (AD1) Common (Cross Trial) DOSE
* RBesponse does not satisfy query

o1 01-001 (AD1) Common (Cross Trial) DOSE
* Response does not satisty query

o1 01-001 (AD1) Core Week 1 WS

# The source docurment had a value of 15 and this has & walue of 10, Please either correct this
o1 01-001 (A0 Study Termination =T

# The answer to this guestion can't be "No" if you entered an AE (which you did). Please either
o1 01-002 (ESR) Baseline LAR
# The source docurment must match the walues in InForm, Please correct the values,

o1 01-002 (ESR) Core Week 2 W5
# Data does not match source

a1 01-004 (JELN Core Week 4 W5
# Dats does not match source

01 01-005 (1-M) Baseline 51
# The source docurment looks like it is "JLN", Please clarify the patient initials.

04-009 (RHF) Core Week 4

WS

In Query Status, select Candidate to filter only the candidate queries.
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Query Listing For Site: - (01) Massachusetts General Hospital
-m_

01 01-003 (ED SEACM oo 1 mlyrich Candidate

* Data does not match source
01 01-005% (1-N) Core YWeek 4 WS 4 rmlyrich Candidate

e Data does not match source

@ o Page EI of 1 o 0 _Action View

3 Click Action View.
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202

A checkbox appears to the left of each query and the Action and Reason fields appear at the
bottom of the page.

Query Listing For Site: - {01} Massachusetts General Hospital

-_
Do

- o1 01-003 (IE1) AESCM ml\,rr‘u:h Candldate
* Data does not match source

- o1 01-005 (1-M) Core \Week 4 WS 4 mlynch Candidate
* Data does not match source

Query
Action: |F‘|a|:e Query In Opened State = |
Reason: r‘| =

¢~ Other:

00 Page Elﬂf1 o@ -kList View -kSuhmit

Select the checkboxes to the left of the queries with which you want to work.

Note: To select all queries at once, check Select all checkboxes icon at the top of the
page ( ).

For Action, select the action you want to perform. The rights you have as a user of the
InForm application determine which actions appear in the drop-down list.

For Reason, select a reason from the drop-down list or enter a textual reason for the change.

Click Submit.
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Overview: Freezing and locking

204

Freezing and locking data enables you to prevent changes in forms, either temporarily during a
study or permanently at the end of a study.

You can freeze and lock:
e Forms
o  Visits

e (Case Books

Note: You can freeze or lock only a form in which a user has entered at least one data item or
comment. If you freeze or lock a Case Book, freeze or lock icons appear only on started
forms; however, all forms in the Case Book are frozen or locked. The activities that are
allowed or not allowed, as listed in the following table, pertain to all forms.

When you freeze or lock a form or Case Book, the following rules are in place:

Activity allowed? CRF frozen Case Book CRF locked Case Book
frozen locked
Add/update No unless allowed.*  No, unless No. No.
patient data allowed.*
Add/update No unless allowed.*  No, unless No. No.
comments allowed.*
Open queries No unless allowed.*  No unless No. No.
allowed.*
Answer queries Yes, but can change  Yes, but can No. No.
data value only if change data
allowed.* value only if
allowed.*
Close queries No unless allowed.*  No unless No. No.
allowed.*
Mark SV ready Yes. Yes. No. No.
Source verify No unless allowed.*  No unless No. No.
allowed.*
Sign CRF Yes. Yes. Yes. Yes.
Sign case book Yes. Yes. Yes. Yes.

*Sponsor users can perform this activity only if the trial has been configured to allow sponsor users
to update forms after they are frozen.
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Freezing and locking icons

When you freeze or lock a form or case book, a freeze icon (snowflake # ) or a lock icon
(padlock @ ) appears next to the CRF or case book traffic lights on the Case Books List, Time
and Events Schedule, Source Verification Listing, and Required Signatures form.

If a form or case book is both frozen and locked, both icons appear next to its corresponding
traffic light.

Freezing, locking, and synchronization

If you are using the InForm Unplugged software module to synchronize data between users who
are working offline (that is, they have their own copy of the trial and are not connected at all
times to a central computer through a browser), freezing and locking perform the same functions
as described in this section. However, the timing of when freezing and locking takes effect
during synchronization is different from the timing described in this section.

For more information, see Freezing and locking with synchronization (see "Freezing or
locking with synchronization" on page 214).
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Freezing or locking a form

206

To freeze, unfreeze, lock, or unlock a single form:

1

Navigate to the form you want to freeze, unfreeze, lock, or unlock.

Do | Sl DEM MHx | INC

]
HaMD | ECG | LABR | RAMD!

DEMOGRAPHICS Patient: KLP/0D1-006
Demographics

1.* Gender Male £ g

o * Date of Birth Feb/28/1963 '
2% Race White, not of Hispanic arigin ’-?
4% Screening Date Mar/1/2004 ’-?

5% Height 162.0 cm B

Family History

g.* Marital Status Married ’-? ]

7 * Does the subject Mo =
have any children? 3'?

g Does any member of  Unknown b d v

nkUnfreeze nkLuck % el L R [ Select Action] | - nkAppIy nkSUhmit I Return

The buttons you see at the bottom of the form depend on the rights you have been assigned
and the state of the form. For example, if you have the right to freeze a form but not to lock
it, only the Freeze button is present.

The Freeze/Unfreeze buttons, and the Lock/Unlock buttons are toggles. Only one of each
pair is present, depending on the state of the form. For example, if a form is not frozen, the
Freeze button is present, but the Unfreeze button is not present. If the form is frozen, the
Unfreeze button is present. Similatly, if a form is unlocked, the Lock button is present. If a
form is locked, the Unlock button is present.

Click one of the following:
® Freeze

®  Unfreeze

® Lock

e  Unlock
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Note: When you freeze, unfreeze, lock, or unlock a common form, the InForm application
updates the traffic light icon that represents the form in the Time and Events Schedule in all
visits where the form occurs. However, the traffic light icon for a common form in an
unscheduled visit is not updated until a user creates at least one unscheduled visit.
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Freezing or locking several forms at once

You can freeze, unfreeze, lock, or unlock several forms at one time:

To freeze, unfreeze, lock, or unlock Use the buttons on

All forms in a visit. Any view of the form.

Selected repeating form instances. The Summary view of the form.

Any selected forms. The Source Verification Listing page.

All forms in a visit

To freeze, unfreeze, lock, or unlock all forms in a visit:

1 Navigate to any form within the desired visit.

Dow | SI DEM MH% | EXiC

i
HaMD | ECG | L&k | RaMD!

DEMOGRAPHICS

Demographics

1.* Gender Male £

5 * Date of Birth Febh/22/1963 W
3.* Race \White, not of Hispanic arigin ’-?
4% Screening Date Mar/1/2004 ’-F

5% Height 162.0 cm o

Family History

g.* Marital Status Married ™

+.* Does the subject Mo S
have any children? ?

g.* Does any rr!emher of  Unknown £ g

| Unfreeze | Lock | Enable 5V Mode [REElad-S=d0 008N Apply | Submit | Return

2 In the Select Action drop-down list, click one of the following:
®  Freeze Visit—To freeze all forms in the visit.
e Unfreeze Visit—To unfreeze all forms in the visit.

e Lock Visit—To lock all forms in the visit.
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e  Unlock Visit—To unlock all forms in the visit.

Note: The selections in the Select Action list depend on the rights you have been
assigned. For example, if you have the right to freeze a visit but not to lock it, only the
Freeze Visit and Unfreeze Visit selection are present.

3 Click Apply.

A message appears, indicating the number of forms that were affected. Additionally, freeze
ot lock icons are added or removed as follows.

Action Changes to the display of icons

Freeze Visit In the Time and Events Schedule, the freeze icon appears next to the
traffic light for each non-common, started CRF in the visit. The freeze icon
also appears next to the traffic light for the visit in the Case Books List.

Unfreeze Visit The InForm application removes the freeze icons from the non-common
forms in the Time and Events Schedule. The InForm application also
removes the freeze icon from the visit in the Case Books List.

Lock Visit In the Time and Events Schedule, the lock icon appears next to the traffic
light for each non-common, started CRF in the visit. The lock icon also
appears next to the traffic light for the visit in the Case Books List.

Unlock Visit The InForm application removes the lock icons from non-common forms
in the Time and Events Schedule. The InForm application also removes
the lock icon from the visit in the Case Books List.

Note: When you freeze, unfreeze, lock, or unlock a visit, the status of any common forms in
the visit does not change. Freeze, unfreeze, lock, or unlock a common form at the form or
case book level.

Selected repeating form instances

You can use the Summazry view (on page 50) of a repeating form to select multiple instances of
the form and freeze, unfreeze, lock, or unlock them.

To perform one action on several instances of a form:

1 Navigate to the summary view of a repeating form.
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* . bt - ol
ADVERBE EVENTS [Page 1 of 1] @-ﬂWJﬂg Patient WO FFSTO0L
.E-.di.rt.tr_x.l: serp | Code/System [ Start Date [ Si0m Date | Sewdous| Sewerity | et in | Actisn Lo
Cidl}
i E headahe Feb/5/I005  Fel/7/2005 Mo Mg Uneglatad Kona Refghred, 1. Feld
?:walae
2 E NAUTDH Fob/15/200% Feb/LE/200% Mo Mild Paozsible Study drug  Resobned,
mtemaoted
3 E drowsness 102005 Conbrung  No Ml Passible hions Onigoing

Fremre | Werity  [ELEEETWE| Do

2 While in summary view, click the action button you want to perform:
®  Freeze—T0 freeze form instances.
e  Unfreeze—To unfreeze form instances.
® Lock—To lock form instances.

® Unlock—To unlock form instances.

The summary view reappears with a column of checkboxes along the left side.

- ¥ . . CARAC —
[ ADVERSE EVENTS [Page 8 of 1] OO0 TR0 Patient: HOMSPFATOO]
[ L] Advers® | Descrn | Code/System | Stard Dole | Stop Date | Serdous | Severily | Relationshio | Action Cutcome | €

Exent -

Tl ﬁ hasdache Fob/S{2005 Feb/7/2005 Mo Mild Unrplated  Nona Rasohed, 1
0
SoJuHIE
2 LETR LT Fabf1 532005 Feb/1872005 No Wld Pastible ‘Shudy drug  Resolned,
- E intermupted no
r i @ ArowsEness MarfL0/3005 Contiruing Mo Mild Pasgibie Nors Cngeng

| ,E'

3 Select the box next to each form instance on which you want to perform the action you
selected in step 2.

AL
ADVERSE EVENTS [Page 1 of 1] OO EEETE 00 Patienl: HOS /BT STOOL

| L i Code/System | Start Dote | StepDate (S i d anshim | Ackion

Qutceme fi=!
i

Fob/S5/200% Feh/72005 Mo

Fob/15/2005 Feb/LE/2005 Mo

Mar/10/200% Contruing No

Freese Bt

4 Click the button for the action you selected:

® Freeze—T0 freeze the selected form instances.
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o Unfreeze—T0 unfreeze the selected form instances.

o Lock—To lock the selected form instances.

e  Unlock—To unlock the selected form instances.

The InForm application adds or removes freeze or lock icons next to the traffic light for
each form instance you selected. It also adds or removes icons on the Time and Events

Schedule and the Case Book List to reflect the actions you have taken.

2E EVYENTS [Page | of 1]

Adwerie | Desorn Cod

Ewenk
J.thum»
zg'nluua

r EE ErOWEnBEE

While monitoring

You can freeze or lock multiple forms in one action from the Source Verification Listing page.

Al

0O EEmEO0

Patient: HOD™ /PFSTINOT

Start Date inus | Severity | Relationshin | Actisn

Febf3f2005 Feb/7 2005 No L]

Uil itisd Hone Fatobved, 1
ng
Sequeslee
Fobyf15/2005 Fob/18/2005 Mo Mild Possible Study drug zsdud.
g3

Blarfi0FH005 Conbinang Mo Hhald

Similarly, you can unfreeze or unlock a form that previously was frozen or locked.

To do any of these actions:
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1 In the Navigation pane, click Monitor.

The Source Verification Listing page appears.

" Source Yerification
Source Verification Listing For Site: m

patient: NGO | sv status: CONENNNEY| cer stavos: ETRENC|

|patient Y Status

CRF Stabus

- FF PFSTOLHOM  Baseline DEM Mot 5V Ready
~ FF PFSTOLMOM  Baseline DA Not SV Ready
= FF PFSTOLMHOM  Baseline Bl Not 5V Ready
[ PF  PFETOLMHOM  Baseline WS NotSVReady
[ FF PFSTOLMOM  Common (Cross Trial)  AE[1] Not 5V Ready
r FF PFSTO1/HOM  Common (Cross Trial)  AE[2] Mot 5V Ready
- FF PFSTOLMHOM  Common (Cross Trial) DOSE Mot 5V Ready
[ PF  PFSTO1HOM  Core Week 1 DOV Not SV Ready
™ FF PFSTOZMOL  Baseline DEM  Not 5V Ready

OO rue o1 OO

B3 50 Boe E5d 550 Bod] BSd [etd] [BET

Fraesa
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2 Optionally, filter the list of patient forms.

The Source Verification Listing includes drop-down lists from which you can choose to

display a list of forms for a specific site and patient. You can also filter the list by source

verification state, by CRF completion state, and by numerous content and status critetia.
You can create and save custom filters. For more information, see Filtering the Source
Verification listing (on page 158).

To display entries for a Select from the

Site Site list

Patient Patient list

Source verification status (partially verified, completely verified, SV Status list
not verified, ready for verification, not ready for verification)

CRF data entry status (complete, missing data, missing data and CRF Status list
queries, queties, frozen or not frozen, locked or not locked)

3 Select the checkbox on the left of each form you want to freeze or lock.
4 Do one of the following:
e To freeze or lock the forms—Click Freeze or Lock.

e To unfreeze or unlock the forms—Click Unfreeze or Unlock.
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Freezing or locking a case book

To freeze, unfreeze, lock, or unlock a case book:

1 Go to the Time and Events Schedule for a patient

Thme and Eveants Scheduls Patient M2 f95

Arieiiment CRF L L Ciori Core | Stuidy Il.l'ml'm.lh! Exlerridirn | Exlérmion
':J‘H* Wk | Weik 4 | Wesk B | Termmnation |l1-':lb:qit Wit 1 | Wek 16 Wk 12
BE

ADVERSE EVENTS

FRIOR and CONCOMITANT CM

MECCATION
DISING RECORD DrsE
DWTE OF VISIT oo

@
g
@k
]

B &5 B0
£ 5 B0 B
3 5 3
3 5 0 53
D D 0
£ &5 0 6

= =

PATIENT INFORMATION

=2

DEMOGRAPHICS
BASELINE PHYSICAL
EXAMINATION
WITAL S1GNS
CLINECAL JLORBAL
IMPRESSION

HAMILTON RATING SCALE
FOR DEPRESSION

BASELINE
ELECTROCARDIOC:RAM

LASCRATORY EWALLATION

[a]
]

:

5 7 ﬁ
EEEREEEEEEEE B
D €3 B2
B 6 B

a
o

3 5
0ED £ ED D
B e

¥
L3
=
=

B
= B
3 B B58 558 B

SERLM CHEMISTRY CHEM

Froom Besle | Lock Dok Bl Nook 5V Beady

2 Click one of the following:
®  Freeze Book.
e  Unfreeze Book.
® Lock Book.

®  Unlock Book.

Note: You can freeze a case book that includes forms that were frozen previously.

When you unfreeze or unlock a case book, the InForm application unfreezes or unlocks all
previously frozen or locked forms.
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Freezing or locking with synchronization

214

When you freeze or lock a form or case book in an environment when data is being
synchronized across multiple copies of a trial—for example, if some CRAs are working
unconnected to a network and then updating a central computer with their changes—the timing
of when each CRA freezes or locks items becomes important.

Each time patient data is added or updated, the InForm application associates the data with the
current date and time. If users update the same data item for the same patient on different copies
of the trial, the software must determine which value is the current value when the trial
information is synchronized. It uses the date and time to make the determination and follows the
rule that the latest value is the current one and is displayed on all copies of the trial after
synchronization.

Just as the same data could be updated at different times because one user does not know what
another is doing on a different copy of the trial, a conflict could occur over the timing of
freezing and locking. Consider the following scenario:

At noon, a CRA using the InForm application on a laptop that is not connected to the network
freezes the DEM form for Patient A. At 12:15, a CRC connected to a site through a browser
changes a data item on the DEM form. Because the site computer does not know about the
freeze, the change goes through. When the CRA synchronizes with the site computer, the
InForm application must handle the fact that the data item was changed after the form was
frozen.

How does
InForm handle
DEM update
entered after
freeze?

Synchronize

3:00 - CRA connects
12:00 - CRA working to server and synchronizes
offline freezes DEM

CRC I
|
g
2 N
12:15 - CRC connected

to server updates DEM

h Y

The InForm application resolves timing differences in freezing, locking, and data entry and
update activities by using the rule that freezing and locking actions do not apply until the freeze
or lock is synchronized throughout the entire trial. After a freeze or lock, activities that affect
data continue to be accepted from all users until the form or case book is frozen or locked on
every copy of the trial. This prevents data from being lost because the computer it was entered
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on did not yet know about the freeze or lock.

Note: This rule applies only in an environment where synchronization is taking place between
computers that are running different copies of the trial; in an environment where everyone
connects to a single server through a browser, freezing and locking takes effect immediately.
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What to do if...

Data changes after freezing or locking

If a new or changed result comes in on a patient whose form is frozen or locked:

1 Contact a sponsor representative who is authorized to unfreeze or unlock the form.
2 Update the appropriate form or forms.

3 Notify the sponsor representative when the addition or update is complete.
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In this chapter

InForm 4.6 SP3

Overview: SIgNING fOIMIS ..ot 218
Signing a CRE 01 €as€ DOOK......c.cciiiiiiiiiiciiiiiicicicc e 222
VIEWING SIZNAtULE STALUS .ucvvviiiiiiiictts st 226
Viewing signature details ... s 228
WHAL £O O e ettt 229

217



Chapter 16 Signing forms

Overview: Signing forms

This section describes concepts of which you should be aware when signing a form or Case
Book.

Significance of a sighature

Generally, signing a form or case book is done with the expectation that the form or case book is
complete, and data is not expected to change. The exact significance of a signature can vary from
trial to trial; for example, a Principal Investigator (PI) could sign a form to indicate responsibility
for the accuracy and completeness of the data, and a CRA could sign the same form to indicate
that the review is complete. Additional meanings of a signature could include authorship or
approval of a form.

The language of the affidavit page on which a signer enters signature information indicates what
the signature is intended to convey. A brief definition or summary of the affidavit might appear
in the meaning column of the signature section on all forms that require signatures.

Form and case book signatures

The InForm application enables trials to be configured so that your signature is attached to a

single form, several forms, or an entire case book. For example, a trial could be configured to
require a signature on certain key forms for each patient and also to require a signature on the
case book for each patient.

When a trial is set up, specific forms are designated as signing CRFs. Additionally, if signing is
required for a complete case book, a single form is designated as the signing CRF for the case
book.
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List of required signatures

A list of required and applied signatures is displayed on the electronic, printed and PDF versions
of a form. For a signed case book, the list of signatures is displayed on the CRF that is
designated as the case book signing CRF.

PREGNANGY RESULT F

Patient: MOLSPFSTOOZ
Pregnancy Result
1,* Pragnancy Result ® Mot done, reason: =N |
() Sungecally Starile
D Pestmanapausal
) Done, rasult:
Qhﬁugaﬁun
7y Positive
Oy Inconclusive

Signature Stalus

[(5oiect acvon) =TS

 Submét | Roturn
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Signature groups

The InForm application uses the mechanism of signature groups to manage trial-specific
requirements about who must sign a form or case book. During trial set-up, users who have
rights to sign forms or case books are assigned to signature groups. A signing form is designated
as requiring signature by a member of one or more signature groups. The meaning of the
signature is included in the definition of the signature group.

For example, if both a PI and a CRA must sign a CRF, the trial can be set up so the Pl is a
member of the Responsible Party signature group, and all CRAs are members of the Reviewer
signature group. A signing CRE requires signature by a member of the Responsible Party signature
group (the PI) and the Reviewer signature group (any authorized CRA).

The InForm application tracks the forms signing status, and displays a list of required and
applied signatures at the bottom of each form requiring signatures.

The Signature Status Details form provides details about signature status, the meaning of the
signature, and the date which the form was signed. The Machine Name column displays the
computer with which the user was logged on when signing.

signature Status Dotalls Fatient: 10291 /008 Visit: Core Week 8 Forms FLIG

Form has al reguired signatures.

Sandy Fisbranz Approwed JanZT 200% 13:51:49 Sigred APPSR

———————————————

Invalidation of signature by data update or query

220

When a form or case book is signed, it is expected that data entry is complete, source verification
has been performed, and all queries are resolved and closed. However, later information can
result in data entry changes or new queries after the form or case book has been signed.

When this happens, InForm application invalidates the previous signature or signatures and
updates the signature listings and each form to indicate that the form or case book must be
signed again.

Data that has been exported from InForm application by using AutoCode or Central Coding
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functionality and reimported after coding has special invalidation considerations. Coded data is
often designed to be hidden on a form; if the import of coded data invalidates a signature, it
might not be possible to see which item caused the invalidation. Therefore, study designers can
specify whether imported data invalidates a signature.
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Signing a CRF or case book

The procedures for signing a CRF or a case book are the same, with the following exceptions:

e To sign a case book, you sign the form designated as the form on which a signature
represents a signature on the entire case book.

e The buttons and controls used to sign a form and a case book are labeled differently; you
can access the form signature page from a Sign button or link, but you access the case book
signature page from a Sign Book button or link.

Before you can sign a CRF, the following conditions must be true:

e The CRF is set up as a signing form.

®  You have the right to sign CRFs.

®  You are in the same signature group as the CRF.

e No other user in the signature group has already signed the CRF.

e The CRF has at least one data item entered.

Before you can sign a case book, the following conditions must be true:
e A CREF has been set up as the form used to sign case books.

¢  You have the right to sign case books.

¢ You are in the same signature group as the case book.

e No other user in the signature group has already signed the case book.
e Atleast one data item is entered in the final CRF of the case book.

To sign a CRF or case book:

1 In the Navigation pane, click Signatures.
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The Required Signatures page appears.

Required Signatures For Aoy | - My Signatures

-

01-001 (ADJ) Study Termination S
01 01-002 (ESR) Study Termination SC
01 01-0032 (JET) Study Termination SC
01 9999 (FFR) Study Termination SC
04 04-001 (AET) Study Termination SC
04 04-004 (F-0) Study Termination S
06 06-001 (CHE) Study Termination SC
0& 06-002 [CMS) Study Termination SC
06 06-003 [H-B) Study Termination SC
08 02-001 (DEF) Study Termination SC
og 02-002 (GMC) Study Termination S
og 02-003 (H-5) Study Termination S

I Sign Book  Wiew

Sigh Book  Wiew

Junf22/2004 22:28:20 m Wiew
Sign Book  wWiew

Sign Book  Wiew

Sign Book  Wiew

Sign Book  Wiew
Sign Book  Wiew
Sign Book  Wiew

Sign Book  Wiew

Sign Book  Wiew

Sigh Book

(60| [Eodl [eco] [66o) [oao] 6o [coel Eod] [ooel [0 [God] [Coe]

|, View All Signatures .

Use the drop-down lists at the top of the page to select the CRF or case book signing
information you need. The following table summarizes the criteria you can select. In addition
to these selection criteria, you can select All to display all forms or case books in the

category.

To display forms or case books for a

Select from the

Site. Site list. This list is visible if you have rights to
view information for more than one site.

Patient. Patient list.

CRF or case book signature. Type list.

Signing status (signed or unsigned). Status list.

Form or case book completion status (All, All
Signatures Complete, Not All Signatures
Complete, With Queries, With Missing Values,
Missing & Queries, Frozen, Locked, Ready for
SV, Completed SV, SVed and Complete,
Complete, Not Done, Deleted).

CRF/Book status list. Note that the InForm
application ignores filters that do not apply to
the selected Type. For example, if you select
case book from the Type list and select Ready
for SV in the CRF/Book status list, the
InForm application ignores the Ready for SV
filter, since SV readiness applies only at the
CRF level.
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3

4

5

224

Note: Use the page indexer control to navigate through multiple pages of the Required
Sighatures page.

Click the Sign or Sign Book link for the form you want to sign.

The signing affidavit appears.

Patient: DEF/08-001

Study Termination:STUDY COMPLETION - Sign Form

Subject Completion Information

1,* Date of last subject contact Aprflfz004 1?
o* Did the subject experience any adverse Mo ?

events during the Study?

3.* Did the subject receive any concomitant Mo 1?
medications during the Study?

4% Did the subject complete the study? Yes ﬁy

5. If subject did not complete study, select 1?
primary reason

Signature Status

-

Approy al BOOK
e
FY

Electronic Signature Affidawvit:

By my dated signature below, I, Melissa Lynch, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and ftreatments performed on this patient.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend
that this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below,

User Name: Imlynch Password: [sssses|

| Submit | Return

Read the affidavit. In the User name and Password boxes type your InForm application
username and password.

Note: You need to enter both username and password only the first time you sign the
form during an InForm session. If you need to re-sigh a form because of intervening
activity that causes the form to become unsigned, enter only your password.

Click Submit.
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The InForm application updates the signing status on the Required Signatures page, on the
Signature Status Details page, and on the CRF.

Required Signatures For [N | - My Signatures

[f=] 02-001 (DEF) Study Termination S Augf21/2007 15:48:52 M Wisw

4 Wiew All Signatures

Note: Another way to access the signing affidavit for a signing CRF, without going
through the Required Signatures list, is to click Sign CRF on the signing CRF. Another
way to access the signing affidavit for the CRF designated for signing case books is to
click Sign Book on the Time and Events Schedule or on the form.
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Viewing signature status

To review signature status, use the Required Signatures page. Two versions of this page are
available:

e My signatures

e All signatures

My sighatures

This version of the Required Signatures page displays the signature status of CRFs and case
books that require signature by a member of your signature group. This version is available and
is the default view if you have been assigned the right to sign CRFs or case books and you are a
member of a signature group. In this version, Signature column indicates the signing status of the
CRF's or case books for which your signature group is responsible.

To review signatures by using this version of the Required Signatures page:

1 In the Navigation pane, click Signatures.

2 Optionally, filter the list of documents that require signatures by using the desired
drop-down lists.

3 Review the Signature column. The icon or signing link indicates the signing status of the
document.

Required Signatures For [ ol | - My Signatures

03 02-001 (DEF) Study Termination SC AUgf21/2007 15:48:58 M Wigw

Oo Page EI of1 o@ I\\Fiew All Signatures
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All signatures

This version of the Required Signatures page displays the signature status of CRFs and case
books by site, regardless of the signature group that must sign them. This version is available if
you have been assigned the right to view CRF or case book signature information. You can
display this version of the page if you have both signing and viewing rights. In this version, the
All Signatures column in the required signatures table indicates the signing status of all CRFs and
case books for the site.

To review signatures by using this version of the Required Signatures page:
1 In the Navigation pane, click Signatures.
2 Click View All Signatures.

3 Optionally, filter the list of signature-requiring documents by using the desired drop-down
lists.

4 Review the All Signatures column. The icon or signing link indicates the signing status of the
document.

Required Signatures For _J - All Signatures (Read-0nly)

patient: CINSNEY| Type: m status: EINENEL] cRF/cRo Status:

Site | Patient Wisit Status All
'_'alﬁthlEi

PFSTOO01 Study H
{HOM) Tarmination

PF  PFSTOO1 Study sC H @' Vigw
(HOM) Termination

PF  PFSTOOZ Baseling PREG Mar/2{2005 15:44:26 (GMT- Fj E View
(MOL) 05:00)

PF  PFSTOO2 Baseling PREG % Wigw
{MOL) H @

PF  PF5TOOZ Core Week 8 ELIG Mar/2/2005 16:00:55 (GMT- ﬁ @' Wigw
(MOL) 05:00)

Q© rage Mﬂ” o9 View My Signatures
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Viewing signature details

1 In the Navigation pane, click Signatures.

2 Optionally, to filter the list of documents that require signatures, use the drop-down lists.

3 In the Details column of the list, click the View link for the patient and CRF or case book for

which you want to review signature history.

Signature Status Details

Farm requires signing by a member of each of the following signature groups:

» Sub Fl Sig

o T T Y S T S

Abbry Larkin (PL) Spproval Janf 1372005 16:02:41 Sgred  AMILLERZHP

228

127332161 179017000000

Pationt= PF-G01 /HOM  Vidr: Study Termination  Forme &C
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What to do if...

A form changes after signature

If it is necessary for a query to be issued or a data update to be made after a form has been
signed, the InForm application automatically invalidates the previous signature or signatures and
resets the signing status as follows:

e Single signed CRF—The InForm application sets the signing status to unsigned, and the
form must be re-signed by all required signature authorities, often after the appropriate
source verification and query resolution activities.

e Signed CRF in a signed case book—If a user enters data in a CRF that requires individual
signature, the InForm application sets the signing status of the CRF to unsigned, and the
CRF must be re-signed by all required signature authorities, after the appropriate source
verification activity. Additionally, the signing status of the case book is set to unsigned, and
the case book must be signed again.

¢ Unsigned CRF in a signed case book—If a user enters data in any CRF that does not
require signature, the InForm application sets the signing status of the case book to
unsigned, and the case book must be re-signed after the appropriate source verification
activity. If the case book also contains individually signed CRFs, those CRFs are not
considered unsigned and do not need to be re-signed.

The Sign or Sign Book link for the form reappears in the Signature column of the Required
Signatures page. The Signature Status Details page maintains an audit trail on the previous
signatures, and the message at the top of the page indicates the signature groups from which a
member must re-sign the form.

When a signature is invalidated and must be obtained again, follow the steps in Signing 2 CRF
or case book (on page 222) to repeat the signing process.

Your sighature fails processing

If you enter an incorrect user name or password while signing, try to re-enter your user name
and password, just as you would when logging on to the InForm application. You have the same
number of tries as you would when you log on; this number is set up for your trial.

If you fail to enter the correct user name and password after the configured number of tries, the
InForm application logs you out and inactivates your user account. To be reinstated, you must
contact the system administrator for your trial.
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CHAPTER 17

Printing

In this chapter
PHALNG & CRE wovvvvvvvvvvvevsvsssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssene 232
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Printing a CRF

To print a CRF:

1 Navigate to the CRF you want to print.

j. Base il 1 Wil 2z Wik 4 Wk 8 AEACM Final Unsch

3
Do | PE

HEMA | ELIG

DOSE !

| CGI

———
HAMD

HAMILTON RATING SCALE FOR DEPRESSIOMN

Hamilton Rating Scale

1.* Depressed Mood

2 *  Guilt Feelings

3%  Suicide

4* Initial Insomnia

5.*  Middle Insomnia

g% Delayed Insomnia

7.*  work and Interest

g.* Retardation (Psychomotor)

g * Agitation (Psychomotor)

I Unfreeze lkEnahIe SV Mode

Moderate (3
Doubtful or Trivial (1)
Mild (23

Abhsent (0]

Mild, Infrequent (1)
Mild, Infrequent (1)
Doubtful ar Trivial (1)

Moderate (2

Moderate (2

[Select Action] _= ||l

ECG

| CHEM

Patient: ESR/01-002

va
va
va
va
ve
va
ve
va
e

lkReturn

2 In the Select Action drop-down list, select Print Preview, and then click Apply.

232
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The InForm application displays a preview of the CRF.

*#% NOT A CRF *** NOT A CRF *** NOT A CRF *** NOT A CRF ***
HAMILTOMN RATING SCALE FOR DEPRESSION

Site: {01) Massachusetts General Hospital

Week 8

Patient: ESRf01-002 Visit: Core

Hamilton Rating Scale

1.* |Depressed Mood

|r'-'1|3derate (21

[v]

o * | Guilt Feelings

|D|:|ubtful ar Trivial (1) |£||

2.* | Suicide

Ml (2)

¥

4.* |Initial Insomnia

|ﬂ«b59nt )]

¥

5.* |Middle Insomnia

|Mild, Infrequent (1) v

g.* |Delayed Insomnia

|r'-'1ild, Infrequent (1) @|

7.* | Work and Interest

| Doubtful or Trivial {1} |v|

g.* |Retardation (Psychomotar)

3 Click Print.

Moderate (2] ]

|, Print
.

For more information, see Printing an SV Report for offline verification (on page 165).

@ ot ol @ @9 | 2ed | @l

| Return
.
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Generating data listings

In this chapter

Overview: Data HSTNES......cceviviiiiriciieiiiecie e 236
GeNerating HStNES ....cuviviiiiciricirieiciie s 237
What t0 dO Ifi.. o s 244
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Overview: Data listings

Listings enable you to take a snapshot of patient data and download it. Downloaded listings are
in a file of comma-separated values (a CSV file) that you can open in a Microsoft Excel
spreadsheet or in another program that reads CSV files.

You choose the sites and the data items you want to capture, and the InForm application
generates a listing of each data item for each patient in the database. After generating a listing,
and opening it in a Microsoft Excel spreadsheet, you can navigate back from the spreadsheet to
the CRF that is the source of the data.

If you need to generate the same selection of data items multiple times, you can save the
selection and recall it at a later date to run again.

Note: To generate data listings, you need the Data Export Listings right in InForm
Administration.
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Generating listings

Creating a new listing

To create a listing:

1 In the Navigation pane, click Listings.

The Listings Export Tool window appears.

LI:llrirn Export Tool options: M Global Save HHTTP Links B comments  Site: CIEaE]

DATE OF VISIT
Visit Date and Thme
1. Date and Time of Wisk

select visits: T af CBase Twk ) Twkz Cwka T wke [ Final T unsch T Wk 16 7wk 32

PATIENT INFORMATION

Patignt Infarmatisn
"WARNING: ANY CHAMGES MADE TO THESE FIELDS BELOW WILL CHANGE THE IDENTIFICATION OF Il'l-l'l-"rllP-JI(I Chamges
rI| ot make thete fBelds emply will nol be acted upen aad the priar walues will remala Tar the purpose & idemilication, * *

[ 1. Patient Number
™ 2. Patert Iretials (Enter & Seeh & o medde innsal)

Select visi: P Base

GEMOGRAPHICS
Demagraphics
i. Gandar

r
[ 2. Dakn of Birth
™ 3. Rbié
4. Soeamnd Date
[~ 5 Hoight

Family History
[ 6. Marital Status

™ 7. Does the patient have any children? -

lummm__m | Cenarats

2 Select listings options by using the checkboxes at the top of the page:

Select this option To

Global Save Allow any user with the right to generate listings to open a saved
listing definition. If you do not select this option, only you can
view a listing definition that you have saved.

HTTP Links Generate links that enable you to click a cell in Microsoft Excel
spreadsheet created from a listing and navigate back to the form
and data item in the InForm application.

Comments Include comments as well as data items in the listing.

3 From the Site list, select the site for which you want to run the listing. The default is All
Sites.

4 In the list of forms and form items, select the checkbox at the left of each item for which
you want to generate a listing.

5 FEach form includes a set of checkboxes indicating the visits in which the form occurs in the
Time and Events Schedule. Select each visit for which you want to extract the items you
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selected in the previous step.
Tips:
e To specify that you want all visits in which the form occurs, select the All checkbox.

e To select all item and visit checkboxes at once, click the check button that is located
in the upper-left corner of the pane.

e To clear the Listings Extract Tool page of all data selections, click New.
6 Click Generate.

As the listing runs, the InForm application displays the progress of the listing as a percentage
of completion.

Listing4 repart 4 ruaning, Pleads wail.

z

5% Coempleted

When the listing is complete, the InForm application displays a window instructing you to
click Download or Delete:

Listings report completed. (File size: 926 bytes.)

s Click the Download button to save the file on your machine.
# Click the Delete button to remove this listing. (You must delete the current listing
befare starting a new listing.)

¢ To download the listing to a Microsoft Excel Comma Separated Values (CSV)
file:

Click Download.

The InForm application displays a message box prompting you to save the extracted
data file on your local computer or specify that you want to open it without saving it.
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x

9 Some files can ham vour computer, If the file information below
ook s suspécions, of you do naot fully ust the sowce. do ot open or
zave this file,

Filz name: plts.cay
File type:  Microsoft Excel Comma Separated Values File
Fram: amiller2kp

wiould you ke to open the file or ave it to pour computer?

open |[ Save |  cCancel More Info

[V Always ask before opening this type of file

Note: If you do not have Microsoft Excel on your computer, do not open the file
(do not click Open).

In this message box, click Save, and in the dialog box that appears, specify where you
want it saved.

e To delete the listing:
Click Delete.

7 1f you chose Download, when the file finishes downloading to the specified folder, you can
open it with Microsoft Excel from the folder where you saved it.

ol pOY_PI_DEM.csv I i =101 %]
2| A | B | c D | E [ |
1 |Listings Report:  "DOW_PI_DEM™ |
2 |Date/Time SA005 4:41:42 PMT

3 |User Submitted  "system”

4 |Site Filtes “all”

5 |Patient Form Index  Itemset Index  (Demographics)(Base) (Demographics)(Base) (Derm
6 |PFSTO01 (HOM) Black, not of Hispanic origin -~ Male Aprfl_|
| 7 |PFSTOOZ{MOL) Asian or Pacific Islander Female etz
B |PFSTOO3(CALY White, not of Hispanic origin Myl

9 |PFSTOO4(STO) Black, not of Hispanic origin Augit

10 | PFSTOOS(SUF) While, not of Higpanic origin Mot Done JuliZy

1"

W4 b i\ Chartl ), DoV_P1_DEM / ] | 3l

In the spreadsheet, each column contains the value of the patient data for one of the data

items you selected. The column heading identifies the data item and the visit and form it
comes from.

Note: If Microsoft Excel is not installed on your computer, when you open the file from
the folder where you saved it, the file opens as a comma-separated text file in the
application to which .csv files are mapped in your Microsoft Windows Folder Options.
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Saving a listing specification

If you expect to generate the same data listing multiple times, you can save the listing
specification and run it later using the name you give it.

To save a listing specification:

1 Create a new listing (see "Creating a new listing" on page 237), but do not generate the
new listing.

2 Click Save or Save As.

A dialog box appears so that you can specify a name for the listing specification.

x
S
Entes report name:

Cancel |
)

3 Type a name for the listing specification in the text box.

4 Click OK.
After you save the listing specification, you can do either of the following:
e  (lick Generate to generate the listing.

e Open it (see "Opening a saved listing specification" on page 240) at any later time to
generate the same information without having to re-specify it.

Note: You can create a listing specification, open it, refine it, and save it under another
name by using the Save As button.

Opening a saved listing specification

After you have saved a listing specification, you can open and run it at any time.
To open a saved listing specification:

1 In the Navigation pane, click Listings.

2 In the Listings Report list at the bottom of the page, select the listing specification you want
to run.

Listings Report: F4S ;Il; Open | Generate

3 Click Open.

Canceling a listing

240

Generating a listing can take a substantial amount of time. If you realize that you made a mistake
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in submitting a listing request, or you do not want to wait for a listing to complete, you can
cancel it.

To cancel a listing while the listing is processing;:

1 At the bottom of the Listings page, click Cancel.
2 Confirm the cancellation in the cancellation message box.

The InForm application displays a window prompting you to download or delete the listing

Listings report completed. (File size: 926 bytes. )

» Click the Dovnload button to save the file on your machine.
# Click the Delete button to remove this listing. (You must delete the current listing
befare starting a new listing.)

3 Do cither of the following:

¢ To download the listing to a Microsoft Excel Comma Separated Values (CSV)
file:

Click Download.

The InForm application displays a message box prompting you to save the extracted
data file on your local computer or specify that you want to open it without saving it.

x

9 Some filas can hamm your computer. IF the file information below
ook suspicious, of you do not fully st the sowce. do not open or
save Lhiz e,

Filz name:  pfts.cay
File ype:  Microsoft Excel Comma Separated Walues File
Fram: amiller2kp

wWiould you like to open the file or save it to your computer?

Open |[ Save |  Cancel More Info

v Always ask before opening this pe of file

Note: If you do not have Microsoft Excel on your computer, do not open the file
(do not click Open).

In this message box, click Save, and in the dialog box that appears, specify where you
want it saved.

e To delete the listing:

Click Delete.
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Deleting a listing

If you start a listing and then move away from the Listings page or close the browser window
before it completes, or if the listing does not complete before the session times out, the InForm
application continues to process the listing on the server. The next time you click the Listings
button, the listing that was in process is available for resolution. If the listing has completed, you
can download or delete it.

Deleting a completed listing

When you log back on to the InForm application after leaving a listing in process, or when a
listing completes during your InForm application session, a window appears prompting you to
download or delete the listing.

Listings report completed. (File size: 926 bytes. )

» Click the Dovnload button to save the file on your machine.
# Click the Delete button to remove this listing. (You must delete the current listing
befare starting a new listing.)

To delete a completed listing:

e At the bottom of the page, click Delete. You must delete a completed listing before you can
generate a new one.

Deleting a saved listing specification
To delete a saved listing specification:
1  In the Navigation pane, click Listings.

2 Open the listing specification you want to delete. For more information, see Opening a
saved listing specification (on page 240).

3 Click Delete.

A prompt box opens, containing the name of the listing specification.

[Explorer UserPrompt x|
potERne:
_ Concel |

Eriber raport name:

[ andonization Kitd

4 Click OK.

Note: If you know the hame of the listing specification you want to delete, skip step 2,
and type the name of the listing specification in the prompt box.
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Navigating from a listing to the source form

To navigate from a data cell in a generated listing spreadsheet to the corresponding data item in a
form:

1 Generate a listing (sec "Creating a new listing" on page 237) with the HTTP Links option
selected.

2 Open the generated CSV file in Microsoft Excel.
3 Click the cell displaying the data in the spreadsheet.
4 In the browser window that appears, log on to the InForm application.

The InForm application opens, and the form containing the data item appears.

Customizing a listing
To further customize the listing in Microsoft Excel:

1 From the Data menu choose Filter/AutoFilter. A drop-down list appears in the column
heading

2 Open the drop-down list and select a predefined filter, or choose Custom.

3 If you choose Custom, a dialog box opens in which you can specify a custom filter parameter
through which to view the data.
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What to do if...

You cannot download a listing

Before you can generate listings, an administrator must configure the computer on which you are
running the InForm application through a browser for listing generation.

Note: You must have Microsoft Excel spreadsheet software installed on your computer to
view data listing files.

Your session times out before a listing completes

If your session times out before a listing completes, the InForm application continues to process
the listing on the server. The next time you click Listings, you see a message indicating the status
of the listing you started. When you click OK in the message window, you can:

e (Cancel an incomplete listing or wait for it to complete.

¢ Download or delete a completed listing.

244 InForm 4.6 SP3



CHAPTER 19
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In this chapter
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Overview: Using study documentation

Online study documentation is an optional feature of the InForm application. Depending on the
way your trial is set up, you can have access to one or more of the following types of study
documentation:

e Protocol—A copy of the sponsot’s trial protocol, formatted for online viewing.

e CRF help—A set of instructions and other details about specific CRF data items or about
an entire CRF. CRF help can also include:

e Information about the edit checks on CRF items.

e Frequently Asked Questions (FAQs), which provide answers to questions about CRF
items. FAQs are responses to questions and issues that come up when users enter data
in CRFs. Based on the experiences of users who are entering data, a FAQ can clarify
instructions, provide additional details, or point users to resources that might be useful.
FAQs are associated with specific data items on CRFs. Users with rights to maintain
FAQs can add or update them in response to questions that come up during the course
of a trial.

e  Visit calculator—A copy of the Visit Calculator page that appears at the end of the
enrollment process. The Visit Calculator page computes suggested visit dates based on the
date of the enrollment visit. You can edit the start date to determine suggested visit dates
that conform to the visit timing specified in the study protocol.

e Sample trial case book—A complete set of read-only blank CRFs that you can use to
familiarize yourself with the layout of the forms and visits.

As well as giving access to study documentation through the document window, the InForm
application enables you to link directly to CRF help on a CRF or CRF item, if your trial is set up
to provide those links. If these links are set up, the CRF name and the item descriptions in a
CRF are underlined. As you pass the mouse cursor over a link, the cursor changes to a
pointing-hand icon.

To display the CRF help for a CRF or CRF item:

e C(Click the underlined CRF name or item text.
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Viewing study documentation

To view study documentation:

1 In the Navigation pane, click Documents.

2 Click the tab indicating the type of document you want to display.

If you selected the Protocol or CRF Help tab, the left pane of the Documents window
contains a table of contents that applies to the displayed document.

|- Protocol Guide CRFHelp | Wisik Calculator | Sample Book
Title Page
PHASE FORWARD INC.
S ynopsis
Protocol Number PF-ST Sample Trial
Obechives of Study
A Double-Bhind, Parallel
Tirne and Events Group, Multi-center, Safety —
Schedule and Efficacy Study of Two
Dases of PF-IMOETUR2
Femilations and Versus Placebo in Patients with
Standardization a Diagnosis of Major
Depresswve Episode as Defined
Endpoints by the DEM-IV
F andomization
=l
2 &) rage Mnﬂ 50  Close
& T [ kermet P

3 To navigate to a specific topic within the document, click the appropriate link in the table of
contents.
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Displaying help for a form

248

If your trial is set up to support this method, you can navigate from a form to the applicable part
of CRF help:

Note: If your trial supports this type of navigation to form help, the text of the CRF hame and
item descriptions are underlined.

1 In the Navigation pane of the InForm window, click Patients.
2 In the Case Books List, click the traffic light icon for the patient and visit.
3 Click the tab for the form.

YITAL SIGMNS Patient: RHP/04-009 »!

Vital Signs
1.* Weight (Record to ane | g Ol

decimal ? g Vo
o * Temperature (Record fo one | oo Cop

decimal Ve
3.* Sitting Blood Pressure I / I mm Hg Q&
4% Sitting Pulse Fate | bpmm Q&
5.* Sitting Respiration Rate I— breaths per minute O @

BMI

[Select Action] _= |t |_Submit | Return

4 Do one of the following:

e To view form help on the entire form—At the top of the page, click the underlined
form name.

¢ To view form help on a specific form item—Click the underlined item description.
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Table of
[Contents

Demographics Form

i oncomitant
Miedications Form

Basebne Physical
Esammation Form

[Physical Examination

Form

Fre Form

Wital Siens/RP Farm =]

e )

» Beport temperature in either Fahrenhett or Celsiusz. The entry will
be converted to the desired umts for report purposes.
+ Beport using decunal places, do not round te whele number,

Ttem 3 Blood Pressure

+ Measure blood pressure after patient has been sithng for 5
rrrnabes,

Ttem 4 Pulse Rate

» Fulze measurements should be made for one fill minute after
completion of the seated blood pressure measurements.

Ttem 5 Respiration Rate
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Working with FAQs

FAQs are responses to questions and issues that arise when users enter data in CRFs. Based on
the experience of users who are entering data, a FAQ can clarify instructions, provide additional
details, or point users to resources that might be useful. This section describes how a user who
has rights to maintain FAQs can add or edit a FAQ.

Adding a FAQ

1 In the Navigation pane, click Documents.

The document window opens.

;"m CRFHelp | Wisit Calculstor | Sample Book
il Pase PHASE FORWARD INC.
S ynopsis
Protocol Number PF-ST Sample Trial
Obijectives of Shudy
A Double-Bhind, Parallel
Tine and Events Group, Multi-center, Safety —
Schedule and Effcacy Study of Two
Dases of PF-IMOETUR2
Remilations and Versus Placebo i Pahents with
Standardization a Diagnosis of Major
Depressive Episode as Defined
Endpoints by the DEM-IV
Fandomizabon
=
OO ru:- Pl OO0 _ Close
& DT e okemet .

2 Click the CRF Help tab.

The left pane displays the table of contents for form help, with links to the help topics for
specific forms.

3 Use the Table of Contents to locate the topic for the form, and click on the underlined text
to display the topic.
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Protocol Guide CRE He IP visit Calculator | Sample Bool
indy Guide - = = =
Table of Demographics
[Contents
Ttem 1 Gender

Demographics Form
« Enter Male or Female for the patient gender.

' ancomitant s Ifpatient is Female, then the Pregnaney form (zee Preg tab) must
bfedications Form be completed,
Easeline Physical Ttem 2 Daie of Birth
Exarmination Form

e Confirm the patient’s date of barth,
Phiysical Exammation = Patient must be between 18 and 50 years of age in order to be
Form elighle to participate m the shudy.

e Date of birth 13 mapped from the Screenng Log, but can be
Pregnancy Form cotrected on the Demographics form. The date entered here

- does not alter what was entered at InForm sereening,

ital SionsRP Form =2 =
G € Page PR jors DO AddEdiLFAG | Close
€l F T [ inkernet p

In the document window, click Add/Edit FAQ.

The document text pane splits in half. The top half displays the text of the form help,
broken down by items. Each item is labeled. The bottom half displays the FAQ Entry form.

Protocol Guide prT HE“_. Visit Caloulator Sam I-'!':' Book
idy Guide - = - - =
bl of Vital Sign
[Contents
Ttem 1 Weight
Demographics Form
» Weight must be measured,
C snconiitant s Weigh patient in indoor clothing with shoes off
DMedications Form o Eeport weight m either pounds or kilograms. The entry will be
converted to the desired units for report purposes. ;I
Baselne Physical FAQ Entry =
Exarmnmation Form e [Weignt =]
Physical Exarnination FAQ: =]
F orm
Form =
ital Siene/RP Farm = =

| Edit FAQ | Submit FAQ | Return | Close

In the Item list on the FAQ Entry form, select the item for which to add a FAQ.
In the FAQ box, enter the text of the FAQ.
Click Submit FAQ.

The InForm application adds a FAQ to the form help for the item, along with an audit trail
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indicating the date and time it was added and the user who created it.

Protocol Guide GRF Help Visit Caleulator

Study Guide - » .
Table of ital Signs
Contents
Ttem 1 Weight
Demegraphics Form
o Weight must be measured,
Concomitant « Weigh patient m indoor clothing with shees off
bdedications Form o BEeport weight in either pounds or kilograms. The entry will be
converted to the desired units for report purposes. | |

B asehne Physical

Examination Form FAQ:
o Weight vahie must contam at least ene decimal place
[Physical Exammation (tallen 3372005 11:56:51 PR{GMT))
F orm
Item 2 Temperature
Pregnancy Form

« BEeport temperature m either Fahrenheit or Celsus. The entry wall
be converted to the deswed wnts for report purposes.
1 AddEdit FAD

=

ital Siens/BP Form 2

go Page mjc-ﬂi QQ

Closa

Editinga FAQ

1 In the Navigation pane, click Documents.

The document window opens.

CProtogolGuides CFFHelp | VisitCalculator | Sample Book
Title Page
PHASE FORWARD INC.
S ynopsis
Protocol Number PF-ST Sample Trial
Obechives of Study
& Double-Blind, Parallel
Tirne and Events Group, Multi-center, Safety —
Schedule and Efficacy Study of Two
Doses of PF-IMOETER2
Femilations and Versus Placebo in Patients with
Standardization a Diagnosis of Major
Depresswve Episode as Defined
Endpoints by the DEM-IV
F andomization
=l
2 &) rage Mg‘l’? =] Close
& [T [ mokermet p

2 Click the CRF Help tab.
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The left pane displays the table of contents for form help, with links to the help topics for
specific forms.

3 Use the Table of Contents to locate the topic for the form, and click on the underlined text
to display the topic.

Protocol Guide CRE He IP Visit Calculator | Sample Bool

indy Guide - = .
Tablo o Demographics
[Contents
Ttem 1 Gender

Demographics Form

» Enter Male or Female for the patent gender.
e omitant o Ifpatient is Female then the Pregnancy form (see Preg tab) st
Idedications Form be completed.
Easeline Physical Tiem 2 Dake of Birith
Exarminabion Form

« Confirm the patent’s date of barth,
Phepsical Exanunation « Pafient must be between 18 and 50 years of age in order to be
Form elgble to participate m the study.

¢ Date of birth 15 mapped from the Screenng Log, but can be
Pregrancy Form corrected on the Demographics form. The date entered here

= dees not alter what was entered at InF orm screening,

Wital Siens/RP Form =l =
Qﬁ Page Mn‘ - G AddEdit FAQ | Close
€ FD T [ nkemet p

4 In the document window, click Add/Edit FAQ.

The document text pane splits in half. The top half displays the text of the form help,
broken down by items. Each item is labeled. The bottom half displays the FAQ Entry form.

Protocol Guide CRE HElI.'I Visit Caloulator Sample Bool
indy Guide - = - . =
bl of Vital Sign
[Contents
Ttem 1 Weight
Demaographics Form
o Weight must be measured,
C oncomitant » Weigh patient i indoor clothing with shoes off
edications Form s Eeport weight m either pounds or kilograms. The entry will be
converted to the desired units for report purposes. ;I
Baseline Physical FAQ Entry =
Exarmnation Form em: [Wegnt =]
Physical Examination || FAQ" =]
F ot
Form H
Vital Siens/RP Farm = =l

| Edit FAQ@ | Submit FAQ | Return | Close
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5 In the Item list on the FAQ Entry form, select the item for which to edit a FAQ.

6  Click Edit FAQ.

The InForm application displays the current text of the FAQ.

Protocol Guide [ CRE HE'IF Visit Caleulator | Sample Book

ital Signs

Ttem 1 Weight

Dermographics Form
» Weight must be measured,
b anC omnitant « Weigh patient in indoor clothing with shees off
bdedications Form « Beport weight in esther pounds or kilograms. The entry wall be
converted to the desired units for report purposes. | |
Eazeline Physical
Examination Form FAQ:

o Weight vahie must eontamn at least ene decimal place
(tallen 3372005 11:56:51 PM{GMT))

Ttem 2 Temperature

e Beport temperature m either Fabwenheit or Celsius. The entry will
be converted to the deswed wts for report purposes,
_Add/Edit FAQ

=

_Close

7  In the FAQ box, edit the text of the FAQ.
8  Click Submit FAQ.
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What to do if...

Certain forms or items always cause confusion

If certain forms or items are particularly confusing, or generate many queties, ask your trial
administrator to do one or both of the following:

e  Create additional form help for the forms or items.

e Create a FAQ that covers the forms or items.
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Displaying online help

258

Online help appears in a separate browser window from the study.

To open the online help window:

In the Navigation pane, click Help.

® Contents | Index| O Search

Contents

@ Akout InFarm
@ sbout this guide
@Logging in and logging c
@Naviga’cing
@ Taking & quick tour
@Screening
@Enrnlling
@ Entering form data
@ Updating form data
@Answering gueries
@Indicaﬁng SOUFCE verific
@Perfnrming source verif
@Issuing fqueries
@ Closing queries
@Wﬂrking with muttiple: gL
@Freezing, unfreezing, lo
@ Signing forms
@ Printing

rY

=l

InForm-
Integrated Trial Management

PHASE*FORWARD.

InForm Online Help

£]

RN 4
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Navigating InForm online help

Within the online help window, you can find topics of interest and display them from several
points of reference.

Using the Table of Contents

The Table of Contents is an expanding and collapsing hierarchical list of all of the topics in the
online help system. When you open the online help window, the Table of Contents is visible.

To display any topic:
e In the Table of Contents, click the name of the topic.

The topic appears in the right pane of the online help window, and a box appears around its
name in the Table of Contents to mark your place.

3 e ey e lolx]
W Conterts | [T)teetew| ], Seuwch|
Pl = | ™ [Corieri| e |
Contents Logging in and logging out
o ot chuper
3] Abt rFeen Looging in i InF pm
8] ¥ o Fead s siibance
£ s i e Chiafring vl Dk
I @k Logging n snal ogging ol Iin Foooel i DakmvId
1 e targating Legping et of I gam
110 0 Tk & e o =
1 @ Scrperag
E @ breving
A fEniering oem daln
1] Ui Mok, dati
11 Wy Srireering queries
2] ‘ ]
L e ionmang Douroe e
IEI?T-.ur-; amed =
2] i {farelhen B PP il _ssaech Hire ¥ ool rhraret

To expand a book and display its related topics:

e Click the plus icon.

@Lugging in and logging out

To collapse a group of topics and display only the book topic:

e (lick the minus icon.

= l:[--ll Logging in and logging out
@Lngging into InFarm
@Changing yaur passward
@If wou forget your passward
@ Logging out of InFarm
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To display the Table of Contents when the Index page is visible:

e  Click the Contents tab at the top of either the left or the right pane of the online help

window.

Using the Index

260

The Index is an alphabetical listing of keywords that refer to topics in the online help.

To

Jump to the topics for a particular letter

of the alphabet.

Click the

Letter in the alphabet box at the top of the Index page.

Jump to a topic listed in the Index.

Topic name.

Display the Index when the Table of

Contents is visible.

Contents tab at the top of either the left or the right
pane of the online help window.

A http:/f fappsrv45.north.pf.com - InForm Online
% Contents Index | Q Sean

Abaunt the thatspecific
ciimical packane

ad hoc reporting

ot hoc reporting

oveniew

clinical package
how o access
InForm Trial

Management packane

teporting tree

difaing 8 FAGQ

2

|

InForm-

Integrated Trial Management

PHASE*FORWARD.

InForm Online Help

|£| htipffappsarv4s. north. pf.corm,fdoc Help 16988, him li li li li li I@ Internet

1ol

4
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Using the Search tool

The Search tool enables you to find topics based on search text that you enter. To use the Search
tool:

1 Click Search at the top of the help window.
2 Type a keyword or phrase in the text box.

3 Press Enter.

The help window displays the results of the search. If the keyword or phrase appears in a topic
title, the window displays the title. If the keyword or phrase appears in the text of a topic, the
window displays the topic title and the text containing the keyword or phrase. To display a topic
in the search results list, click the underlined text.

A http:f fappsrv45.north.pf.com - InFor _ ol x|
. D:untents| Indes Q Search |

El

Enter a keyword or phrase

|snurce werifying

InForm-
Select 3l heckbaxes icon Integrated Trial Management

source verifying, locking,
or freezing multiple forms.

Summary view

The surnrnary view is very
useful for performing the
same action, such as locking,
freezing, source verifying,
or deleting, on several
different form instances at
the same time. To perform
one action on several forms:

Source verifying data P HAS E'FORWA RD-

online

3 result{s) found.

-i|| InForm Online Help
| nf

a

g [ e y
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Using other links

In addition to the Table of Contents and Index, you can use links within topics to navigate the
online help system.

In-topic navigation buttons

A set of navigation buttons appears at the top of each topic. You can use these buttons to move
through the online help system.

==

Maowe up ane tapic [ [ Display the Index

iowe down one topic Display the Table of Contents

In This Chapter lists

Each book topic includes a list of related topics. To display one of these topics, click its name in
the In This Chapter list.

3 e o vt s iz
W Contarts | [T)butese| ] Soch|
.|| DTy
Contents Logging in and logging out
8 oo ot chuper
3] abot rFeen Lisgging in b I6F oem
(8] o Fed s atibance
2 Ao o e Chifring vour Qg
2 e Lo in v iogging o [T TS T
1 et apiting Logging et of InFpam
01 e Ty & e e =
[ @ Scrpenig
H @broing
A e Enigsing foem dals
[ @ Uipintig form data
1] ‘ Afreriig QueTas
::] ‘ Falcaling poaros werdc
L e Perionmang Bour o e
[ g unies =
[ ] g amller D dPFS T onlpidher_sasech b 3 Lol rkrarat
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Links within topics

Some topics contain links to other topics. These links appear as underlined text. To display the
topic referred to by the link, click the underlined text.

e
Things to note =
n Filters—To make 1 easier o find specific forms, the Source
“erfication Listing includes drop-down lists from which you
can choose to display forms for 3 specific site and patient
You can also fiter the list by source verfication state, by
CRF completion state, and by numerous content and status
crileria. You can save custom filters. For more information,
Filtgring the source verification listing
Link— = Check boxes—a column of check boxes allows you to
select one o more forms and peorm a group freeze,
unfreaze, lock, or unlock on them by clicking the appropriate
butten in the lower night comer of the page. =

B | »
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Chapter 21 Synchronizing a trial

Overview: Synchronizing a trial

The InForm Unplugged module of the InForm application enables users in different locations to
work on copies of a trial that run on separate computers. By using this version of the InForm
application, users can carry a trial database and the InForm application on a laptop or other
mobile computer and work without being connected through a browser to a central database.

Of course, if multiple users are updating different copies of the InForm database, those
databases become more and more out of sync over time. The synchronization service of the
InForm Unplugged software keeps the copies of the InForm database synchronized by copying
new and changed data across specific connections between the different computers that are
running the trial. This chapter describes several ways to exchange data between copies of a trial
that run independently on multiple computers.
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Data conflict messages on comments

InForm 4.6 SP3

Like patient data values, comments can be in conflict when users who are working on the same
patient with different copies of the trial attempt to synchronize the trial. If configured to issue
data conflict messages, the InForm Unplugged software issues a data conflict message when

comments are in conflict. The item or form that gets the data conflict message depends on the
comment:

e If the conflict occurs on a data item, the InForm Unplugged software generates the data
conflict message on the data item.

In this example, both B] Smith and ME Miller entered comments documenting the fact that
the results of the test could not be obtained.

BASELINE ELECTROCARDIOGRAM

Patient: LIL/PFSTODZ -

Electrocardiogram Results =
1.* Date and Time Taken [ =T = = Q&
2[5 24ehaur cock
2* Result Not Done DV 9
o
o o
o &
aF QT I_ mset D = B
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e If the conflict occurs on a form-level comment, the InForm Unplugged software generates
the data conflict message on the first item on the CRF.

In this example, B] Smith and ME Miller each entered a form-level comment documenting
the fact that the physical examination covered by the PE form was conducted a few days
later than the date called for in the protocol. The data conflict message generated by these
actions appears on the first item of the form.

Patient: LIL/PFSTODZ

Physical Examination =

1.* Date of Examination |_E;[_E;|'_3 o) ? fr

2* Cardiovascular ¢ Not Examined o 9
 Normal

¢ Abnormal, please specfy:

3* Respiratory  Not Examined o @
¢ Normal
¢ Abnormal, please spadify:

4* Ear/Mose/Throat Mot Examined o 9
 Nomnal

[Select fckion] = | R Submit Resturn

268 InForm 4.6 SP3



Step by Step for CRCs and CRAs

e If a form-level comment on two computers documents a reason why the form is incomplete,
the InForm Unplugged software shows the data with the latest date time stamp on the form
and generates a data conflict message on each item.

In this example, ME Miller and BJ Smith both entered a form-level comment on the CGI
form before synchronizing. The CGI form reflects the later entry and comment text. Each
item on the form receives a data conflict message on the comment. In addition, because the
reasons that the form was incomplete differed, the data values shown on the form are
different for each user (one form indicates Not Done, the other form indicates Not
Applicable). Therefore, the InForm Unplugged software issued data conflict messages on
the data values as well as on the comments.

CLINICAL GLOBAL IMPRESSION Patient: LIL/PFSTODZ %P
Impravement =
This section is used to record the patient’s opinlon

1.* Check the wording thasen by the patient that  Not Applicable O #

best describes how the patient feels overall,
compared to when they entered the study.

» CONFLICT: Multiply ysers updabed the same form-lavel comment
« CONFLICT; Multiple ysers ypdated the same item-level comment
« CONFLICT: Multiple ysers updated the same ibem
Severity
This section is used to record the inwvestigator's opinlon
= * How depressed is the patient at this time? Mot Applicable L4 v iv
» CONFLICT: Multiple usars updated the same bem-level comment
. : : | !
Mood Scale

Bazad of thi schle whire D=worst posaible mood to 10=beést possible mood, please recond the value the
pabent has indicated on the survey in the ibem balow

3.* How would you describe your mood today? Hot Applicable O D

« CONFLICT: Multiplé ugers updated thio Same -l oo ment
» CONFLICT: Multiple ysars ypdated the same bem

o ourn

To resolve data conflict messages on comments, use the same process that you would use to
resolve a data conflict message on a data item:

e Consult to agree on the appropriate comment text.
e Answer the data conflict message.

e If the appropriate comment text is other than the latest value displayed in the Comments
page, update the comment text appropriately.

For more information, see Answering queries (on page 133) and Updating form data (on
page 115).
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What is synchronizing?

Synchronizing is a mechanism that is used to create identical copies of a trial on multiple
computers. It is the process of copying trial definition and patient data from a source computer
to a destination computer along a predefined connection.
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Before you can synchronize

Before you can synchronize data between two computers in your system, the following
prerequisites must be satisfied:

e The InForm Unplugged software must be installed on both computers.

¢ An administrator must set up a connection definition between the computers.
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Ways to synchronize

The InForm Unplugged software module enables you to synchronize automatically, on a
schedule specified in a connection definition, or manually. When you allow synchronization to
occur automatically on the defined schedule, data is transferred in one direction—from the
source computer to the destination. If the connection definitions on both computers have the
same schedules, synchronization occurs in both directions at nearly the same time, in two,
opposite, one-way synchronization actions.

However, if you synchronize manually by using the Synchronize New Data button in the Admin
feature of the InForm Unplugged software, the source computer sends a message to the
destination computer to tell it to synchronize back. Therefore, in this manual synchronization
mode, two-way synchronization occurs on the initiation of the user at the source computer. The
Sync Message Exchange tool, which enables mobile computer users to synchronize to a central
computer with a static IP address, also performs a two-way synchronization. A third way to
synchronize is to transfer new data to a set of files and email the files to the person using the
computer you want to synchronize with.
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About conflicts

Conflict resolution is the process that the InForm Unplugged software uses to handle the
possibility that multiple users might have updated the same object, potentially with different data
values, between synchronizations.

How a conflict could occur

Consider the following scenario:

e A CRA on the road enters the text of a query, inadvertently making a typographical error.
Arriving at the next site, the CRA performs a synchronization with the home computer.

e Back at the home office, a CDM reviews the query text, notices the typo, and corrects it.

e That night in the hotel room, the CRA reviews the previous day’s work, notices the same
typo, also corrects it, and adds an additional note.

e The CRA performs another synchronization with the home computer, and a conflict
situation exists. The CRA and CDM have updated the same data before synchronization,
and the InForm Unplugged software must resolve the conflict.

Note: When performing conflict resolution, the InForm Unplugged software determines which
version is current without regard to the actual value of the data that was changed. Thus, even
if the value of the data is the same in both versions, performing a synchronization results in

choosing one of the versions as the current version.

How the InForm Unplugged software handles conflicts

InForm 4.6 SP3

The InForm Unplugged software uses a set of rules to determine how to handle the
synchronization of objects that have been updated on both the source and destination
computers in a synchronization connection.

e The first rule that applies in all situations is that data entered on any computer in the
synchronization topology is never discarded, and the InForm Unplugged software maintains
an audit trail of all data entries and updates.

e The second rule is that the latest data value entered on any computer is considered the
current value after synchronization.

When a conflict exists, the InForm Unplugged software highlights the fact and depends on users
to communicate with each other, identify the true current value, and update the CRFs in the
appropriate manner. The software uses the following methods to highlight the existence of a
conflict:

e If two users update the same patient data item or comment on two different copies of the
trial, the InForm Unplugged software issues a data conflict message in the form of a query, if
the trial is configured to do so.

e If two users change the state of the same query in different ways, the InForm Unplugged
software identifies a query conflict if it cannot automatically resolve the state.

e If two users change the text of the same query in different ways, the InForm Unplugged
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software identifies a query conflict.

e If two users update the same patient data item on two different versions of the same form (if
a form has been revised and the revision has not been synchronized before the data entry
occurs), the software creates a conflict visit and form.

When conflicts occur, the users whose data updates are in conflict must resolve the conflicts
manually. For more information, see Resolving conflicts.
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Synchronizing a trial manually

For the most part, synchronization happens automatically on the schedules that administrators
define. However, there might be times when it is advantageous to synchronize without waiting
for the next automatic synchronization. In these cases, you can override the schedule defined in
your computer’s synchronization connections by starting a synchronization manually. If a
connection is defined with no schedule, manual synchronization is the only way that
synchronization can occut.

Note: It is anticipated that most CRCs will run the InForm application through a browser
connected to a server on which synchronization occurs automatically on schedule. CRAs who
travel between sites might find it advantageous to work offline and synchronize manually when
an internet connection is available.

Reasons to synchronize manually
Examples of reasons to synchronize manually:
e A trial developer has created a new version of a CRF to reflect a change in the trial protocol.
e Youare a CDM and you just froze a case book.
e Youare a PI and you signed several CRFs.

¢ You travel with a mobile computer that has no defined synchronization schedule.
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Using the Sync Message Exchange tool

The Sync Message Exchange tool enables users to update all synchronization connections from a
dialup, wireless, or other internet connection that uses a dynamic IP address, without being
connected to a specific trial instance through a browser. This is particularly useful for mobile
computer users who might not have an open connection to the network.

Before you can use the Sync Message Exchange tool

Before you can use the Sync Message Exchange tool, an administrator must log on to the
primary computer and define a connection to the mobile computer. This process is described in
the InForm Unplugged Administrator’s Training Companion.

Additionally, on the mobile computer, an administrator should set up the options that determine
how the Sync Message Exchange tool appears and behaves to users.

Synchronizing with the Sync Message Exchange tool

276

Using the Sync Message Exchange tool

To use the Sync Message Exchange tool:

1  Select Start > Programs > Phase Forward > InForm 4.6 > InForm Sync Exchange.

The Sync Message Exchange dialog box appears on your desktop, if it is set up to do so, and
a traffic light icon appears in the system tray at the lower-right corner of your screen.

2 Sy Mezeage Exchangs

Souice Tiia: |¢‘L|— ﬂ

FEI0S - 1/27/2007 24547 PM
FFI0E - /22007 ZE0:T P
FFa07 - 1024001 418:27 P4

Syne Message Exchange
dialogbox ——m

Spnchionize Mew O ala Optiohs Hid= Lhze

Sync Message Exchange toal icon

oot || WG '

2 Select the name of the trial running on your computer. Alternatively, if you have more than
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Select Synchronize New Data.

status:

Indicate this status

The connection is automatically established and data is exchanged between the two
computers. First, the data is pulled from the computer at the other end of the connection to
the mobile computer. Next, the data is pushed from the mobile computer to the destination
computer. The status bar in the Sync Message Exchange dialog box shows each step in the
synchronization. At each stage of the synchronization, the colors of the traffic lights (in the
icon that is located in the lower right corner of your screen) reflect the following changes in

one trial running on your computer, and you want to synchronize all trials at once, select
ALL.

Traffic light colors

Flashing yellow and green

Connecting, preparing, or synchronizing

Green

Complete

Red

Error

InForm 4.6 SP3

Note: If your trial has a connection to more than one other computer, the Sync Message
Exchange tool performs a synchronization on each connection. If you are working on
more than one trial on your computer, and you elect to synchronize all trials at once by
selecting All in the Source Trial list, the Sync Message Exchange synchronizes each trial
in turn, and a trial status bar appears in the window to indicate which trial the tool is

working on.

3 Sync Message Exchange !EE
Source Trial: I-":'*LL j
. 1
Trial: )
PF105 FF206 FFZO7
. 1
Machine:
MARTYN ROCKET
1
Status: ]
Caonnecting Preparing Synechronizing Confirming Completa
i Synchronize Mew Data i Options | Hide | Cloze |
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Hiding the Sync Message Exchange tool

For your convenience, you can hide the Sync Message Exchange dialog box while the tool is
working.

To hide the Sync Message Exchange tool:

o  (lick Hide.

Note: An administrator of your computer can make this hidden mode the default.

To make the Sync Message Exchange tool visible:

e In the lower-right corner of your screen, right-click the traffic light icon, and select Show
Detail Window.
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Ways to synchronize manually

The InForm Unplugged module provides the following ways to synchronize manually:

e Use the Sync Message Exchange tool. This tool is a separate utility that runs on your
computer desktop and enables you to synchronize if you can connect to another computer
by using a dialup, wireless, or other internet connection. If you are a mobile computer user,
this method is recommended.

e Use the Synchronize New Data button within the InForm Unplugged software. This
method is useful if you are running the InForm application on a network computer and you
have performed a critical update activity that should be synchronized throughout the system
as soon as possible.

e Use the file transfer utility to copy new data to media that can be mailed to another user
for uploading. This method provides a backup form of transport if no other methods of
synchronizing are practical or available.
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Synchronizing from within InForm Unplugged

To synchronize a trial:
1 In the Navigation pane, click Admin.
2 Click Synchronization.

The Synchronization Connections page appears.

sSynchronization Connect lons

Duthourd | Log
Glatus

Comphete New Dats Detgils Chanoe

Product l:'m-bmkmmj , Croste Connmction | Defeull Seftings | Symchronics Bew Dats

3 Find the name of the server with which you want to synchronize and click the checkbox to
the left of that row.

4 Click Synchronize New Data. On the computer where you are initiating the synchronization,
the InForm Unplugged software collects any data that has been added or updated since the
last synchronization, puts it into a queue, and copies it to the server to which you are
connected. The destination computer performs the same actions in reverse with data that
has been added or updated since the last synchronization.
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Transferring data as files

A specialized form of manual synchronization uses the file transfer utility of the InForm
Unplugged software. This utility gives anyone using a computer without access to a dial-up
connection or a LAN a method of transferring data via files. During file transfer, you can copy
data to be synchronized:

e TFrom the trial running on your computer to a removable medium such as floppy disks, a Zip
drive, a CD-ROM, a tape, or an external SCSI drive. After transferring the trial data, you can
send the disks by mail or delivery service to the user of the destination computer.
Alternatively, if you have a lot of data to send, you can store the trial data on a directory on
your computer and then copy them manually to the removable storage medium.

e From media received from another user to the trial on your computer.

Before you can transfer by file

Before you can use the file transfer utility, an administrator must set up a connection on your
computer. This connection identifies the computer with which you will be synchronizing and
indicates that data will be transferred by file.

Transferring data to or from the trial

You can use the file transfer utility to copy data from the trial on your computer to a file or to
copy data from a file to the trial.

To download patient data to a file
1 In the Navigation pane, click Admin.
2 Click the Synchronization tab.

The Synchronization Connections page appears.

Synchronization Connectlons

'Ponchuct Connaction : [T I | | Creste Connection | Defwull Seitings | Synehonize Hew Duia

3 Select the checkbox for the File type connection you want to synchronize. You can identify
this connection by the name of the computer displayed in the Machine Name column.

4 In the Connection Type column, select the File link.
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The File Transfer page appears.

synchronization Connaectinns

FileTransfer
1. Machirm Mame: SMILLERZE P NORTH.PF.COM
2. Trial Hame: FFSTSYNCA

3. File Transfer Media I

In the File Transfer Media text box, enter the drive and directory path where you want the trial
data copied. This can be an external drive (for example, A:\) or a hard drive on your
computet.

If you are copying to the floppy drive, make sure the first disk is in the disk drive and ready
to receive data.

Click Download.
The status field appears and tells you the progress of the download.

If the data you are exchanging does not fit on one floppy disk, the InForm Unplugged
software prompts you to insert additional disks.

Note: If you are using floppy disks, make sure you number the floppy disks as the
InForm Unplugged software copies data to them. The user who receives them must
load the disks onto the destination computer in the same order in which the data is
copied from the source computer.

To copy patient data from a file to your trial database

1
2

In the Navigation pane, click Admin.

Click the Synchronization tab.

ﬂqrnrhmnl"'nﬂnn connections
Connection Conmection | Inbound | Outhound
Type TH o | State Slatus b

r aMILLERSKE NORTH PF L 0M LI'EEL"I:I_ uzie..'.zm - Complete Complete Detads Change

n“cm:m_clﬂutm _ Defwult Settangs | Synaiwonize Hew Duis

In the Connection Type column, select File for the connection you want to synchronize. You
can identify this connection by the name of the computer displayed in the Machine Name
column.
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The File Transfer window appears.

Bynchronization Connaectinns

FileTransfer

1. Machir Mams: SMILLERZE P NORTHRF.COM

2. Tral Hama: FFSTEYMICA
3. File Transfer Media I

In the File Transfer Media text box, enter the drive where the files you want to copy to your

trial are stored. This could be an external driver (for example, A:\) or a network drive to
which you have access.

Make sure the first disk or other media is in the specified drive.
Click Upload.
The status field appears and tells you the progress of the upload.

If the data you are exchanging is on more than one floppy disk, the InForm Unplugged
software prompts you to insert additional disks.

Note: The floppy disks must be inserted in the same order in which data was copied to
them by the source computer. If the floppy disks are inserted in the wrong order, the
synchronization process stops and resumes only when the missing information arrives.
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Viewing synchronization status information

284

You can see a summary of each specific connection state on the Synchronization Connections
window, including:

e Name of the computer with which the connection is established.

e Type of connection (HTTP or file).

e Date and time of the last synchronization.

e Date and time of the next scheduled synchronization.

e Connection state (enabled or disabled).

e Status of the last synchronization:

I_ fTHLNAA] CYTH

Initializing
Processing
New Data

Error

Complete

sSynchronization Connect lons

Inbowurs] | Outhoursd | Log
Status Glatus

I'BHILI.EHLHQE‘D:LE.ELLI:LEEM uxae:zm& = Ensblad  Complete hew Data Dataile Changs

Produdt Coresoion | M , Croste Connmction | Defeull Seftings | Symchronics Bew Dats

Additionally, for each connection definition, you can view a synchronization status log.

InForm 4.6 SP3



Step by Step for CRCs and CRAs

Viewing connection status details

The synchronization log screens enable you to view connection status history at a summary and
detailed level. You can use these screens to:

Resend data that has not been received in a synchronization.

Display and capture information about the synchronization transmission for the help desk.

Viewing the log summary

InForm 4.6 SP3

To view the log summary:

1

Click Admin and then the Synchronization tab.

The Synchronization Connections page appears.

sSynchronization Connect lons

Cowwed thon |._.|:'._|_ Connection | Inbound | Dutbourd |Log
Type .ﬂtﬂiﬂlﬂm State Status Statun

I'BHILLEEEL.HQEME.ELLELEEM m-:m:zm: . Complete New Data [wetails Change

Product Cemsatbon © mj e Cornaclion Defauk Srilings Symechifanirn Bew Dala

In the Log column for the connection you want to examine, click Details.
The Log Summary page appears, showing how many messages have been:
e Queued for processing at the source computer.

e Sent through the connection.

e Received at the destination computer.

e Confirmed as processed by the destination computer.

This log is cumulative over all transmissions.

Synchronization Connections

Outhound Messages Summary =
1. Humber of messapes quaued: 17

2. Number of messages sent: 17

3. Numbar of messages recaived: 17

4. Humbar of messagpes processed: 17

5. Humber of messages lailed: 1]

Inbound Messages Summary

6. Humber of messages processed: 13

Transaction Summary

7. Humber of inbaund transstHons: 1 .

8. Humber of outbound transactons: 2711 .
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Viewing synchronization log details

For additional details about transmitted messages:
1  Click Admin and then the Synchronization tab.
The Synchronization Connections page appears.
2 In the Log column for the connection you want to examine, click Details.
3 Click Log Detail.

The log detail page appears and displays status information about each message. For each
message, you can see:

e Transaction type—Incoming or outgoing at the local computer.
e Status

e Date and time that the message was sent from the source computer.

Synchronization Connections

DO Page P [orz G Return

Note: If you have the Synchronize All/Re-Send Message right, you can resend all or selected
messages from the log detail page. For more information, see /f you have problems during

data exchange (see "You have problems during data exchange" on page 301).

Viewing details about a specific transaction batch

286

To view details about a specific transaction batch:
1  Click Admin and then the Synchronization tab.
The Synchronization Connections page appears.
2 In the Log column for the connection you want to examine, click Details.
3 Click Log Detail.
4 On the Log Detail page, click an underlined message.
The Log page appears and provides the following information:
e Source and destination computer and the InForm server names.

e Synchronization date and time.
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o Number of transactions in the transaction batch.

Synchronization Connections

Log

1. SowrcaServer AMILLERZEP NORTH, PF.COM / DEMOSYNG
2. DastnabonSaner AMILLERZKP NORTH.PF.COM / DEMOSYMCR
2, SyncDabe 3B/2005 1:29:46 PM

4, Transactions AF7

Additionally, if the transaction batch failed to synchronize and generated a message in the
Microsoft Windows Event Viewer, the text of that message appears on the Log page.

Viewing the XML listing of a transaction batch

The Log page provides access to a view of the actual XML of the selected message, for the
purpose of debugging a failed transmission.

To display the XML details:
1  Click Admin and then the Synchronization tab.
The Synchronization Connections page appears.

In the Log column for the connection you want to examine, click Details.

Click Log Detail.

Click an underlined message on the log detail page.

[S2 T I \S

Click View XML.
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A new browser window opens and displays the text of the XML transmitted in the selected

transaction batch.

illerHkcponorthy W PES T apne ) pla Al © 0 1-Sbagb T = Triakfdimim_ 1058y D =038 ThpliSy - Micrasolt

Fia Edt Vew Foeriter Tock  Heb

wieh - o - (@ A | Disewen (alFevortes Pweda 3| D S B

Addowss [ ] bitp: fomier 2hp.ncrth.pf comPFSTayre fpf s, AP 5= L1 HHEETRC=Trick 7 (%0 | ks @@} Customive ks ) From Hotmad

<tuml version="1,0" 7=
- <REPLICATION smins="PhaseForward -SyncXML-Informd >
VECTOR OWHERGUID="{ADDI4200-9IDC-4169- A4F 5-CCOD4S0FSDET}"
SOURCEMACHINE="AMILLERZKP NORTH.PF.COM" SOURCESERVER="DEMOSYNC"
SOURCETRIAL="PFETEYNC® DESTMACHINE="AMILLERZKP NORTH.PF .COM"
DESTSERVER="DEMOSYNCA" DESTTRIAL="PFSTSYNCA" DESTDETYPE="Oracle"
OESTORSERVER="AMILLER?KP_DEY1"
DESTORUSERID="cABMAHMADABZAHKABQRAGE ADQBPAGOA”
OESTOERID="cABmMAHMAdABR : AHKAbGBJACEACABPACOA" PREID="7" /fx
- «TRANSACTION GUID="{BDZ7IFOD-F 13A-4FB7-983A-COA1BALBCAS 2}
FEVISION="1219T6039734090.000° USERGUIDREF ="Gystem User" TIME="3,/8,/2005 5:00:39 PM*
SOURCEMACHINE="{ 282842 2E-0CA2-43F8-BDDS-F27OEYERDSPS )}
INFORMVERSION="4.5001228">
<TEXTCONTROL REFNAME="SITE_NAME" UUID="4ADSEII0-S080-1102-0570-0020AFER022 5"
LANGUAGE="English® NAME="SITE_NAME® ALIGH="LEFT" CaAPTIONALIGN="LEFT"
UHITDISPLAY TYPE="ELEMENT" HEIGHT="1" LENGTH="30" MAXLENGTH="255" DATATYPE="STRING"
aming="FhaseForvard -MedML- Inform«® GUID="{7EDDCCBD-TE2T-4TAA-BEIC-
BITRORGTEIIOF" REVISION="131976039734090,000° />
< TRANSACTIONS
= cTRANSACTION GUID="{09FGF22E-CT4A-4TDT-B7BE-40DSF 1BEJEZT}"
FEVISION="1219TH039843090.000° USERCUIDREF="Bystem User” TIME="3/8/2005 5:00:39 PM*
SOURCEMACHINE="{252B422E-0CB2-43FG-BDD5-F2TO9EIENISO5}"
INFORMVERSION="4_S001228 >

- ¢ITEM REFNAME ="SITE_NAME® UUID="4AEDDS00-5080-1102-8570-0020AFEI0 225" =l
m [T [ woerre .

If you are instructed to do so by help desk personnel, save this text on your local computer
as a file with the extension HTM, and email it as an attachment to your help desk contact.
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Resolving conflicts

This section describes how to deal with conflicts that arise when any of the following situations
occur with two users who are working on different copies of a trial:

e The users update the same data item before synchronizing.
e The users change the state of the same query in different ways.
e The users change the text of the same query in different ways.

e One trial has a newer version of a form than the other, and the two users update data on the
same form before the form change is synchronized.

Resolving conflicting patient data

If your trial is configured to issue queries when data conflicts arise, the InForm Unplugged
software opens a query if two users working with different copies of the trial update the same
patient data item or comment before the trial copies are synchronized.

The queries alert you that a conflict exists; they do not automatically resolve the conflict. If the
InForm Unplugged software issues a query on conflicting patient data, do the following:

1 Contact the other user who updated the same data item.
2 Determine the correct value.

3 Update the data value if necessary.

4 Answer the data conflict message.

Note: The InForm Unplugged software initially creates the data conflict message on the
computer where the data was first changed. Then it copies the data conflict message across the
synchronization connection. Depending on synchronization timing, the copies of the data
conflict message might not appear until the following synchronization.

Queries on data items

The following example illustrates a situation that results in a data conflict message on a patient
data item.

1 A user named BJ Smith starts patient LIL on the DOV form of the Baseline visit. B] Smith
is running the trial on a computer called Boston AC Unit and has a connection to the
Waltham AC Unit computer.

2 Before BJ Smith has a chance to synchronize to the trial that is running on the Waltham AC
Unit computer, a user named ME Miller starts the same patient by entering data in the DOV
form of the Baseline visit.
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When the two computers synchronize:

e The InForm Unplugged software sets the date to the value ME Miller entered, since it is the

date and time of entry is later than the date and time BJ Smith entered the data.

DATE OF VIGIT

Patient: LIL/PFSTOOZ -
Visit Date and Time

1.* Date and Time of Visit

[Mar =) /(10 =] /[2005 =] OV e
(11 ][00 v] 24-hour dhck

« CONFLICT: Mukigle ysers ypdated the same item

[Selact &ction] = Do

Skl Redian

The Audit trail shows both updates.

PFatient: LIL/PFSTOOZ

Reason
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e The InForm Unplugged software issues a data conflict message against the data item.

3 Walue(s) I" Quiries

} Basaeline DATE OF VISIT Patient: LIL/PFSTO02
1. Dake and Time of Visit Mar/10/2005 11:00
-
CONBLICT. Multiole usecs uodated the S tem

Query Histary: [101: opened =]

Server Date | user
Bostan AC Unet El;ﬁ.;ﬂunnﬁ 13:49: 14 (GMT- autoquery Opard Cﬂl?:lfl.h‘.‘l': Multiple users updated the same
Query
Action: Answar Query
REason: ] | =]

- Othar:
2l

E .!

As a result of the data conflict, the following things should happen:

e ME Miller and BJ Smith consult to see which value is the appropriate value.

e One of them answers the data conflict message.

e If the correct data value differs from the latest data value that is displayed in the audit trail,
the user updates the data item to reflect the correct value.

For more information, see Answeting queries (on page 133) and Updating form data (on
page 115).

Resolving query conflicts

The previous section describes data conflict messages issued by the InForm Unplugged software
in response to data entry and data update actions taken by users on different copies of a trial.
Similar conflicts can occur during data review and correction if more than one user opens,

answers, reissues, closes, or deletes the same query before synchronizing different copies of a
trial.

As with data entry and data update conflicts, query conflicts require manual resolution by users
who have the right to resolve them.
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How query conflicts can occur

Query conflicts can occur if users working on two different copies of a trial change either of the
following before the first user’s change is synchronized to the other uset’s computer:

e The text of a quety.
e The state of a query.

Query text conflicts

Query text conflicts arise when two users on different copies of a trial do any of the following

and choose different query text:
e Open the same Candidate query.
e Answer the same Opened query.

e Reissue the same Answered query.

T Core Week 2:DATE OF VISIT

Patient: LIL/PFSTOOZ

1. Date and Time of Visit

Mar/15/2003 14:00

Quary History: |I:D1: SponsarConflict "I

pijones

Waltham AC Unit Marf9/2005 17:01:25

(GMT-05:00) and correct accordingly
Waltharm AC Unrt Eﬂ;rﬁfﬂtﬁ 16:52:40 (GMT- tallen Candidate Data does not match Source

r~ Boston AC Unit  Mar/9/2005 17:00:43 sumerkel Opened  Please check source documents
{GMT-05:00) and correct

Quary

Action: Resolve Quary

Reason: (| =]
¢ Other:

opened  Please check source documents

Crosls Quany

Sutimit Rarture

Query state conflicts

Under normal circumstances, as a query progresses from the time it is first issued until it is

resolved, the status of the query changes.

e When a query first issued, it can be in Candidate or Opened state. A Candidate query can be

opened or deleted.

e After a query is placed in Opened state, it must be answered.

¢ An Answered query can be reissued or closed.

e A reissued query can be in Candidate or Opened state.

Any time a user performs an action that changes the state of a query, the opportunity for a
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conflict arises if another user working on a different copy of the trial works with the same query.

A conflict occurs if both users change the query to different states—for example, if one user
changes a Candidate query to Opened and the other deletes it.

When a query conflict occurs, the InForm application updates the Query Listing page to show
the query in a conflict state.

PF PFSTOO02 (LIL) Core Week 1 Vs 1 sumerkel Opened

» Data does not match source

PF  PFSTOOZ (LIL) Core Week 1 Vs 2 sumerkel SitaConflict

+ 132082120333010.000

BF PFSTOO02 (LIL) Cora Weak 2 Do 1 tallen SponsorConflct

Additionally, the Queries page for the specific query shows both versions of the query so that a
user with the authority to resolve the conflict can do so.

_oueries
¥ Core Week Z:VITAL SIGNS Patient: LIL/PFSTOD2
1. Weight 133.7 Ihs =l
Query History: [101: SponsorCorfict =]
Im“mm
Waltham AC Unit Mar/9/2005 17:52:44 tallen Reissued: Candidate Response does not
(GMT-D5:00}) satisfy query
= Boston AC Unit  Mar/9/2005 17:51:53 sumerkel Closed Response satisfies
(GMT=05:00) query
Boston AC Unst I;grég;;ﬂﬂ! 17:48:24 (GMT=- autogquery Answared New [nformation
Boston AC Lint uﬂ;ruﬂa}mus 17:45:23 (GMT-  sumerkel Opened Item incomplete
Query
Aton: Resolve QuEI"r
Reason: r‘| :l
 Other:
E
—

__Crullll.- ey

Before a query with a conflict can progress to the next step in resolution, the conflict must be
resolved. In this case, before a site user can answer the query, a sponsor with the right to resolve
queries must decide which version of the query to use.

Site and sponsor conflicts

InForm 4.6 SP3

Query conflicts can be either site or sponsor conflicts. This is important because only a site user
can resolve a site conflict, and only a sponsor user can resolve a sponsor conflict.

e Site conflicts occur when two users on different copies of a trial answer the same query and
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select or type different query text.

The following example illustrates a site conflict: users ME Miller and B] Smith have both
answered the same query but have used different query answer text.

+ Core Week 1:VITAL SIGNS Patient: LIL/PFSTOO02

2. Temperature =

Guery History: [101: stecaentier =]

 Waltham AC Unit Marf9/2005 17:27:58 (GMT- memiller Answered Measurement skipped on
05:00) 5 wisit

¢ Boston AC Unit H;rﬁ{!ﬂﬂ!- 17:28:22 (GMT- bjsmith  Answered Data is not patient record

Borsbon AC Unit Mar/9/2005 17:24:30 (GMT-05:00) sumerkel Opened  Item incomplete

Query
Action: Resolve Query
Rarason: i | :l

¢ Cther:

_||

¢ Sponsor conflicts occur when two users on different copies of a trial do any of the
following to the same query:

e Reissue the query in different states.
e Open the query with different query text.

e Reissue the query with different query text.
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The following example illustrates a sponsor conflict: users Tom Allen and Susan Merkel
have taken different actions on the same answered query: Tom Allen has reissued it in the

candidate state, and Susan Merkel has closed it.

Crat k: - QM

¥ Cora Week 2:VITAL SIGNS

1. Weight 133.7 lbs

Query History: |!IG!I.: EQQnsnr\:nrrH‘ﬂ_'-v_l

Patient: LIL/PFSTOOD2

3

L sewver | Date | User | State [ Reoson ]

¢~ Waltham AC Unit Mar/9/2005 17:52:44
(GMT-D5:00)

¢ Boston AC Unit  Mar/9/2005 17:51:53
(GMT-D5:00)

tallen

Reissued: Candidate Response does not

sumerkel Closed

satisfy query

Response satisfies
query

Boston AC Linst Elsarn.l%;ﬂ'ﬂﬂﬁ 17:48: 24 (GMT- autoquery Answared MNaw Infarmation
Boston AC Unit  Mar/9/2005 17:45:23 (GMT-  sumerkel Opened Ikem incomplete
05:00)
Query
Ao Resolve QuEl"r
Reason: r | ;l
¢ Other:
2l

__Crullll.- ey

Resolving a query conflict

InForm 4.6 SP3

The procedure for resolving either site or sponsor query conflicts is the same:

1 Log on to the InForm application as a user who has the right to resolve a query conflict.

2 In the Navigation pane, click Queries.

The Query Listing appears. When a query must be resolved, the listing includes the label

SiteConflict or SponsorConflict in the Status column.

Note: To resolve a query that has the label SiteConflict, you must be a site user. To
resolve a query that has the label SponsorConflict, you must be a sponsor user.
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Query Listing For Site: PhaseForward

Patient: _ ouery Status: ETNENNEY| 1ssuer: EXNINNST|

PF PFSTIJD? l{UL‘.I Curer Waet 1 VS 1 sumartei l.‘.l.|:|E|nE|n:I

» Data does not match source

PF PFSTOO2 (LIL) Core Waek 1 Vs 2 surmirkel SieConflic

= 1320821 78451070.000

BF BFSTOOZ (LIL) Core Week 2 Dow 1 tallen SponsorConflict

Click the underlined form name for the query you want to resolve.
The Queries page appears. The two conflicting entries are highlighted with red text and a
pink background.

} Core Week 2:VITAL SIGNS Patient: LIL/PFSTOOZ
1. Wigight 133.7 Ibs =
Query History: [101: SponsorCorfict =
ST Seer | o | user | Ste | Reson |
 Waltham AC Unit Mar/9/2005 17:52:44 tallen Reissued: Candidate Response does not
(GMT-05:00) satisfy query
= Boston AC Unit  Mar/9/2005 17:51:53 sumerkel Closed Response satisfies
(GMT-D5:00) quUEry
Baoston AC Linst El;rég;ﬂﬂ! 17:48:24 (GMT- autogquery Answared New Infarmation
Boston AC Unit lugg{mw 17:45:23 (GMT-  sumerkel Opened Item incomplete
s
Query
Action: Resolve Query
Reason: (ol =]
¢ Other:
=

d

Consult the users who entered the conflicting information to determine which version of the
query is the correct one.

In the farthest left column, click the radio button for the query version you want.
In the Reason item, select or enter the text of the conflict resolution explanation.

Click Submit.

InForm 4.6 SP3



Step by Step for CRCs and CRAs

The InForm application updates the query history to show the resolution date, time, user,
and reason, along with the server where the correct version was entered.

fuarlns

r core Weak 2:VITAL SIGNS Patient: LIL/PFSTOOZ
1. Weight 133.7 Ibs

Quiry Higtary: [101: Closed -I
| server | Date | wser | state | Resson |

Boston AC Unit  Mar/S/2005 19:24:43 (GMT-05:00) pjjones Closed Response satisfies query
Waltham AC Unit  Mar/S/200%5 17:52:44 (GMT-05:00) tallen Reissued:Candidate Response does not satisfy query
Boston AC Unit  Mar/9/2005 17:51:53 (GMT-05:00) sumerkel Closed Response satisfios query

Bosbon AC Unit  Mar/S/200%5 17:48:24 (GMT-05:00) autoguery Answared Haw Information

Boston AC Unit  Ma/B/2005 17:45:23 (GMT-05:00) sumerkel Opened [tem incomplate

Create Query Returm

Additionally, the Status column in the Queries Listing indicates the resolved state of the
query.

Query Listing For Site: PhaseForward

Site Wisit CEF  [Item Mo Lssuer

PF PFETOO2 (LIL) Core Week 2 Vs 1 sumerkal Closed
» BESpOnse satisfigs query

m n Page EJ:-‘L‘ Em

Resolving study version conflicts

Recall that the InForm application handles the possibility that multiple versions of the same
form can exist in the same copy of a trial. Once a form for a patient is started, the patient keeps
that form version even if the form changes midway through a trial. When the new version of the
form is added to the trial, patients for whom that form’s data has not been collected get the new
version of the form. The same rule applies in a synchronization environment.

InForm 4.6 SP3 297



Chapter 21 Synchronizing a trial

How a study version conflict can occur

When synchronization enters the picture, it is possible for the same patient to be started on
different versions of a CRF. For example:

1 BJ Smith, a CRC working remotely, enters data for patient LIL in the Clinical Global
Impression (CGI) form.

CLINICAL GLOBAL BMPRESSION Patient: LILFPFSTOAS -
Severity
Thes pochon if wied 1o rectsd tha nveitigator's apinian
2* How depressed is the patent at this time? ) Normal, not at all depressed QW
) Borderine depressed
) Maldly depresied
& Moderately depressed
O Markedly deprossed
O Severely deprotied
) Among the most deprasied patents
Mood Scale
Based of the scale white D=worst possible mood to 10=bast possible mood, pleste retord the value the pabient has
mcheated on the Sureery o B S0 Beslonw
3. How would you desonbe your mood today? 5 < WL
-
[Sebect Actson] = 2] Saibrmat Returm

2 Meanwhile, in the home office, the CGI form is updated to capture an additional data item.

3 ME Miller, a CRC connected to the home office computer, starts patient LIL on the new
CGI form.

CLINTCAL GLOBAL TMPRESSTON Patient: LILFPFSTOOZ -
Severity -
This section i used to record the investigater's opkndon
2 * How deprested it the patient at this time? Oy Normal, not at all depressed o9

D Borderkne doprossed

O MRy depressed

(& Moder stely depresied

O Markiedly deprosied

O Severdly deprisied

O Among the mast depressed patients
Mood Scale
Bated of the 1cale whans D=worit podaible mood 1o 10=batt posible mood, plésde record the valud the patent has
mchcated on tha survey i the Beemnd balow
3.* How would you destribe your mood today? 5 o
4" How would you descnbe your mood since your Last 4 [0 B

wigit? -
[Select Action] = Dy Suibyimit LU f

4 The traveling CRC synchronizes to the home office.
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The versions of the CGI form are in conflict. There is no way to know whether the data
entered on the old version of the form is appropriate to the new version. If the
synchronization accepts the data associated with the latest version of the form as current,
valid data entered in the earlier version could be lost.

The InForm Unplugged software resolves this situation by:

e Updating both copies of the trial with the most recent version of the CRF, along with the
data entered on it.

e Creating a special visit and form in both copies of the trial to hold the data entered in the old
version. This visit is called Conflict; it appears on the timeline above the CRF, in the Time
and Events Schedule, and in the Case Books List.

2 Wkd wWk8 Final U

Lol

CLINICAL GLOBAL IMPRESSION Patient: LIL/PFSTOO2 -

Patient LIL/PFSTODZ
fssessment Bassline | Core Core Stusdy Urscheduled
Wik Termination | Patient VWisit 1

cesess < BB H B B
e B BRBE D B
DOSING RECORD DOSE @ E] E] E q
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Working with the Conflict visit

The Conflict visit contains the original version of the updated form. In the example scenario, the
Clinical Global Impression form in the Conflict visit contains the data as it was entered by BJ
Smith.

CLINICAL GLOBAL IMPRESSION — Canflict Visit on Mar/10/2005 00:26:54

1.* Check the wording chosen by the patient that best & little better
describes how thee patient feels overall, comparned
to when they enterad the study,

Sewerity
This section is used to record the investigator's opinion

o * How depressed is the pabient at thas tima? Moderabely deprassed

LR Mar/LOV200% 00:26:54 =

Patient: LIL/PFSTO0Z -

Although the two copies of the trial have been synchronized to the most recent data entry done
by ME Miller, the InForm Unplugged software retains the original version in the Conflict visit

version of the form so the differences can be resolved.

To resolve a data entry difference that results from a study version conflict, a user with the

authority to update CRF data should:

1 Consult the users who updated the two versions of the form to determine which values are

correct.

2 Update the form to reflect the correct values. If the correct values are the ones entered on

the new version of the form, no change is necessary.

300
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What to do if...

You have problems during data exchange

If you have problems during data exchange, you can check on the status of your transactions and
resend those that are having problems. View the status of individual transactions on the Log

Detail window. If any of the transactions have a status of Send Failed, you can manually resend
them.

Resending transactions

To resend transactions:

1 Open the Log Detail window for the connection with which you are exchanging data.
2 Check the boxes to the left of the transactions you want to resend.

3  Click Resend.

Resending all the transactions

To resend all the transactions:

1 Open the Log Detail window for the connection with which you are exchanging data.

2 Select Resend All Data.
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Transferring patients
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Chapter 22 Transferring patients

Overview: Patient record transfer

The patient record transfer feature of InForm allows you to transfer a patient's information from
one site to another.

You can transfer patients one at a time using the InForm application user interface. You can also
transfer patients in bulk using InForm Data Import.

Use the InForm application user interface to transfer patients who meet any of the following
criteria:

e Change permanent address before completing the study.
e Have multiple residences throughout the course of the study.

e Were initially assigned to the wrong sites or to an investigator who is no longer with the
study.

Use the InForm Data Importt tool to transfer of patients if for any reason you need to transfer
several patients from one site to another at the same time. You might need to do a bulk-transfer
if, for instance, a site is closed down within the course of a study.

Whether you transfer patients individually, or transfer them in bulk, keep in mind that:

e The InForm application allows you to transfer patients from one site to another only if the
study version at the destination site is the same or greater than the study version at the patient's
current site. (Note: To see what study version is in effect for a site, display its detail page,
available from the Sites tab of the InForm software Admin interface.)

®  You can transfer only patients who are fully enrolled; you cannot transfer a patient who is
screened but not enrolled or a patient who has failed enrollment.

®  You cannot use the patient record transfer feature if you are also using the site filtering
feature of the” InForm Unplugged application.

Audit history and patient record transfer archive

When you transfer a patient, the InForm application transfers all of the data of the patient that is
associated with the current site to the destination site. When you initiate the patient record
transfer, the InForm application automatically creates:

e Patient transfer audit history—Audit trail information shows the date and time of the
transfer, the originating and destination site, the time zone of the destination site, the user
who performed the transfer, and the reason for the transfer.

e Patient transfer archive—The InForm application creates an XML archive of the history
of the patient, up to and including the patient record transfer. You can use the patient
archive for submission to regulatory authorities or for a site audit.

Patient record transfer flow

304

When you transfer a patient, InForm application transfers all of the data associated with the
current site to the destination site. When you initiate the patient transfer, InForm application
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automatically creates:

e DPatient transfer audit history—Audit trail information includes such information as the
date and time of the transfer, the originating and destination site, time zone of the
destination site, and the reason for the transfer.

e Patient transfer archive—The InForm application creates an XML archive of the history
of the patient, up to and including the patient record transfer. You can use the patient
archive should the originating site need to submit patient data to the FDA (via CRF submit).

The following table illustrates patient record transfer flow. The example follows the transfer of
patient XYZ from:

e Site A to Site B
e Site B to Site C
e Site C back to site A

Site A Site B Site C
Step 1: Enroll patient XYZ.

Step 2: Add data for patient

XYZ.
Step 3: Initiate transfer for Step 4: The InForm application
patient XYZ to Site B. transfers patient XYZ to Site B.

Site B has edit access and control

he InFF licati
The InForm application creates over all data for Patient XYZ.

an archive that includes all
forms for the patient as well as
the audit history up to and
including the patient transfer.
Site A can no longer edit the
patient's data.

Step 5: Add more data for

patient.
Step 6: Initiate transfer for Step 7: The InForm
patient XYZ to Site C. application transfers patient

XYZ to Site C. Site C has edit
access and control over all data
for patient XYZ.

The InForm application creates
an archive that includes all
patient data from both Site A
and Site B, up to and including
the most recent patient transfer.
Site B can no longer edit the data
of the patient.

Step 8: Add more data for
patient.
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Site A Site B Site C

Step 9: Initiate transfer for
patient XYZ back to site A.

The InForm application
creates an archive that includes
all patient data from Site A,
Site B, and Site C, up to and
including the most recent
patient transfer. Site C can no
longer edit the data of the
patient.

Step 10: Data for patient XYZ
successfully transferred to Site
A. Site A regains edit access

and control over all data for
patient XYZ.

Patient status and record transfer

Study sponsors develop and maintain their own practices regarding patient status and
transferring patient records to another site. When you use the InForm application user interface
to transfer patients, the application displays patient status, so that sponsors can view patient
status before they execute the transfer. The application displays the following patient status
information:

e Signature status—The number of required signatures that are missing for the patient.
¢ Query status—The number of queries that are open for the patient.

e Source verification status—The number of forms that have yet to be source-verified for
the patient. A form is counted as needing source verification if any entered items on the
form have not been source verified.

Note: While it might be good practice to ensure that all forms for a patient are signed and
source-verified, and that all queries a resolved before transferring a patient, Phase Forward
acknowledges that each study might have different processes and procedures. The InForm
application does not prevent the transfer of a patient with outstanding queries, outstanding
required signatures, or forms that are not source-verified.
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Patient number conflicts

The patient number is an identifier assigned to each patient at enrollment. If your study is
configured to require unique patient numbers at a site, the patient record transfer feature
prevents the creation of duplicate patient numbers at the destination site.

If you transfer patients using the InForm interface—When you begin transferring a patient,
the InForm application assumes no patient number conflict on the destination site and
automatically retains the current number of the patient for the transfer.

When you submit the transaction, the InForm application checks for any patient number conflict
at the destination site:

e If no contflict is found at the destination site, the InForm application completes the transfer
and the patient retains his or her original patient number after moving to the destination site.

e Ifa conflict is found at the destination site, the InForm application allows you to change the
patient number and resubmit the transaction.

If you transfer patients using the InForm Data Import tool—To transfer patients in bulk
using the InForm Data Import tool, you load a MedML file that specifies details of the patient
transfer. During the load process, the InForm application checks for patient number conflicts at
the destination site. If a conflict is found, processing stops for that patient, and the following
error message appears for the patient:

Patient number is not unique. Site for patient not changed.
Processing continues with the next patient in the file.

Note: Patient screening numbers do not change when a patient transfers to another site.

Patient initials and DOB conflicts

Study designers can configure a study to require that the combination of patient initials and date
of birth be unique within a site or throughout the study. If your study requires unique initials and
date of birth only within a site, it is possible to have patients at different sites with the same
combination of initials and date of birth.

If you transfer a patient to a site where another patient exists with the same initials and date of
birth, and your study requires unique initials and date of birth at the site, the patient transfer fails.
You must change the patient initials to make the combination unique.

Patient transfer and study version

InForm 4.6 SP3

The InForm application allows you to transfer patients to only those sites running a study
version that is the same or greater than the one run at the current site. When you transfer a
patient to a site at a different study version, the InForm application follows the same versioning
rules as when any site moves to a new study version:

e If the study version at the destination site includes a new item on a form, the new item
appears only for patients who had not started the form in the source site.

e If the study version at the destination includes a new form, the new form appears only for
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patients added after the new version is implemented.

If you are transferring patients using the InForm application user interface—The InForm
application filters the list of destination sites, displaying only those who meet this study version
criteria. You cannot choose a site that has an unacceptable study version.

Note: To see what study version is in effect for a site, display its detail page, available from
the Sites tab of the InForm software Admin interface.

If you are transferring several patients using the InForm Data Import tool—If the patient
transfer MedML file specifies a destination site with an unacceptable study version, processing
stops for that patient, and the following error message appears for the patient:

Error: A patient cannot be moved to a site which is using an older study version.
Site for patient not changed.

The patient transfer process continues with the next patient in the file.

Who can transfer patients?
To be able to transfer patients from one site to another, users must:

e Be assigned to an InForm rights group that enables the right to transfer patient records.

e Be associated with both the originating and destination sites.
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How to transfer patients

The InForm application provides two different methods for transferring patients to new sites.
The method you use depends on whether you want to transfer a single patient, or whether you
want to transfer patient records in bulk.

e Transferring one patient at a time by using the InForm software Admin interface. This
option is described in this document.

e Transferring several patients at once by using the InForm Data Import tool. This option
is described in the InFomn Utilities Guide and in the online help for the InForm Data Import
tool.

Note: To transfer patients by using the InForm application user interface, you must have
appropriate InForm access rights to be able to transfer patient records. In addition, you must
have access to both the originating site and the destination site.
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Transferring one patient at a time

To transfer a single patient record to a different site:

1 In the Navigation pane, click Admin.

~ Systam

System Information
InFarm

1. InForm Software Version
2. InForm Schema Version
Database

3. Database Name

4. Databage Version

5. Dakabase Drivar

6. ODEC Dnvar
webserver

7. NT Wersion

8. 15 Version
Components

9. DlLs

2 Click the Sites tab.

4.5 SP0 Baild 1228
InForm +.5

Oryche

Parzonal Oradet Relesse 9.2.0.6.0 - Produdhon
msond32.dll - 02.5732.9020 - 02.530

03.52.0000

5.0 2195 Service Pack 4
5.0

InFormadmin.dil - 1,0.0.1
InFormServiceps dll - 4, 5, 0, 1228
QETD3az.0M - 7.0.200

0g903as.dil - 9.0.300

OTE03&s.dll - 8.0.300
PEAAdminkzp.dll - 4, 5, 0, 1228
PFACIS. AN - 4,5, 0, 1228

BPATCH,OLL - 1,20.1200 fl

PFAComman.dil -4, 5, 0, 1228 —

PFRALIbraryWksp.dll - 4, 5,0, 1228 .:I

A list of sites appears. The tab also displays the site abbreviation, the email address for the
site contact, and a Patients column.

0O o /1 OO

riiiat : v )

EE s Transfer

Transfer

3 Identify the current site for the patient you want to move. In the Patients column for that

site, click Transfer.
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A list of patients at the site appears.

Bites =

Patient List for Site: PhaseForward

Patient Action Aunit Trail

FF PRSTOO3(CAD) Tramsfer [_ ]
PF PFSTOO4{STO) Transfar L]
BF PFSTOOS(SUF) Transfer [_ ]

4 Identify the patient you want to move and click Transfer in the Action column.

The Patient Record Transfer page appears.

Hitms

Pationt ord Transfar Fatiesl: STOSPFSTO04

Patient Recard Transler Affidavit:

The sponscr takes responsibiity for and has dear protesses/procedures in place around the handing of patent
transders and coordnatng Siross SRS 1 ensure that:

1. This ceiginating Site produces or receives & certfed copy of the curent CRF data created for 88 transfermed
pakiants pnor to the transter,

2. Thils Larget site Aocepts resp v o Kl Manag of any ding quienies and data ceaning
fligwing the patsent record uanshr immemmmﬂmw #v9 MOfcation ess.

3. Trial vargaon diferendes dus D0 protocod amendmants of (ountry Spedhic data reursments a0
adcrﬁwhﬂmﬂ and the sponsor has aporopriate regulatory approvals in plaos to support patient record
transfer.

4. Thie pabent{s) baing transferred are fully enrclled and & Case Book has baen oreated for each pabent.

Patient Status

Vigw patient status here. Ensure that all forms are in a5 complete and dean a state as your intemal guidelings
reguire for patient transfers

Sagndtung STAUT 2 ragquited HgAGTURAES BRE DG,
Query Status 2 guenes e not doged.
Source Venficybon Status 10 forms redguing Souwos verihication.
Emter Patient Record Transfer Information
Choose a new 5ie from a st of acceptable destnabion sites. Destinaton ses must e rurdiing & study wersion that
5 thie Same &5 or greater than the study version at the oement sibe
1. Curmint Site PhaiaForwsrd
2. Destinaton Sdg | =l
3. Patent Mumber PFSTOO4
4. Reason for Change & | =
£ Oithaer:
Z
) -/

5 Read and understand the information in these sections of this page:
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e Patient Record Transfer Affidavit—This section is customized for your trial. It
provides guidance on the responsibility of the administrative user regarding moving a
patient from one site to another.

e Patient Status—This section makes you aware if any of the following are outstanding
for the patient: missing required signatures, queries that are not closed, or forms that
require source verification.

After reading these sections of the page, you can choose to continue with the patient
transfer, or to cancel. If you choose to continue, you are assuming responsibility for the
patient transfer as described in the affidavit.

6 Complete the fields in the Enter Patient Record Transfer Information section of the page, as

follows:

Field Description

Current Site Display only. The current site to which the patient belongs.

Destination Site Choose a destination site from the drop-down list. The
Destination Site list includes only those sites that you have access
to and that are running study versions that are the same as or
greater than the study version at the current site.

Patient number The patient number. This read-only field defaults to the patient
number used at the current site. If the InForm application finds
no patient number conflict at the destination site, the patient will
retain his or her patient number when the transfer is complete.
If, however, the InForm application finds a conflict after you
submit this transaction, this screen appears again, allowing you to
edit the Patient number field.

Reason for change Indicate the reason for the patient transfer by selecting one of

these radio buttons:

e Select the top radio button and choose one of these
predefined reason for the transfer.

= Patient change of address.
= Patient is a seasonal resident.
* Investigator no longer with study.

e Select the Other radio button. In the text box, type a
description of the reason for the transfer.

7  Click Submit, then OK to confirm the transfer.
8 The InForm application checks the study versions at the current and destination sites:

e If the current site is at a lower study version than the destination site—The
InForm application prompts you to confirm the transfer by resubmitting it.

e If the current site is at a higher study version than the destination site—You
cannot complete the transfer.

9 The InForm application checks to ensure there is no conflict with the patient number at the
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destination site:

e If the InForm application finds no conflict at the destination site—The transfer
completes.

e If the InForm application finds a duplicate patient number at the destination
site—The transfer stops until you resolve the patient number conflict, as duplicate
patient numbers at a site are not permitted in patient record transfers. The Patient
Record Transfer page displays again, allowing you to edit the patient number and
resubmit the transaction.

If the current site is at a lower study version than the destination site

You can transfer a patient only to those sites running a study version that is the same as or
greater than the version run at the current site. If the destination site for a patient transfer is at a
higher study version than the current site, the InForm application displays a message prompting
you to confirm the transfer by resubmitting it.

To resubmit:

1 Click OK to clear the message.
2 Click Submit.

3 In the confirmation message, click OK.

If the current site is at a higher study version than all other sites

You can transfer a patient only to those sites running a study version that is the same as or
y g y
greater than the version run at the current site.

When you begin transferring a patient from the Patient Record Transfer page, the InForm
application displays only the sites that you have access to and that meet this study version
criteria.

If no sites participating in the study meet the study version criteria, the Patient Record Transfer
page displays a message indicating there are no acceptable sites to which to transfer the patient.

Enter Patient Record Transler Information

1. Currant Ste Vaberans Administration Hospital

2. [ o allowable destination sites found. Patient cannot b transferned

3. Patent Numbar PFETO10

4. Reaszon for Change

If the InForm application finds a duplicate patient number at the destination
site

After you submit the patient transfer transaction, the InForm application determines whether
there is a patient number conflict at the destination site. If a duplicate patient number exists at
the destination site, the transfer stops until you resolve the patient number conflict; duplicate
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patient numbers at a site are not permitted in patient record transfers. Follow these steps to
change the patient number.

1 Complete the Patient Record Transfer page. For more information, see Transferring one
patient at a time.

If the InForm application finds a conflict, an error message appears.

2 Click oK.

The Patient Record Transfer page appears again.

Note: The Patient Number field is now editable.

3 Change the Patient Number ficld to a number that is not currently used at the destination site.
4 Click Submit.

The patient transfer transaction is complete.
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Viewing transferred patients

All users can see a list of all patients who have been moved to or from the current site.
To view patients that have been transferred:

1 In the Navigation pane, click Patients.

The Case Books List appears. If you have access to more than one site, the Site filter list
includes the sites to which you have access. The Case Books List displays only the patients
currently enrolled in the site or sites to which you have access.

Caze Books For Site: FhaseForward

54 e
sty | Patient Status | Baveline Study Linschwedhed Extarmion
] B | Termination Patient Wisit Week 16

i
i
i

i
EEE

W D D D S
-,
£l
»
X

E

B = =

&
-

B Bo0 Bod Bod B3 Bod Bed B5d B5d

"

s
B

w ®

B 56 bod 65 B B0 Bod B Eod 6o B0 E5E
E= 50 Bod 65 Bl 6 B0 B B 650 B50 E5

Bl EE EEE

:

E
s e
= &% 3

K]

ﬁ n Pagr m_'.-” uﬁ Sy Traneslerred

Note: If you want to filter the display to show patients transferred to and from a
particular site, use the Site filter drop-down list.

2 Click Show Transferred.

The Transferred Patients page appears. It displays the patients who have been transferred to
or from the site or sites.

Transferred Patlents For All Sites -;:in--

—_

01-007 (PLM} 01 Aprf13/2004 21:49:02
04-009 (RHP} 044 01 Aprf13/2004 22:00:50 m
05-001 (B-&) 1] oz Marf11/2005 15:22:53 Wigw
05-003 (WUR) 05 03 Marf11/2005 15:22:51 e
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Note: If you filtered the Case Books List, the same filter is applied to the Transferred
Patients page. If you have access to more than one site, you can filter the data again
on the Transferred Patients page.

The following table describes the columns on the Transferred Patients page:

Field Description

Patient Patient number at the current site.

From site The current, or originating site for the patient, before the patient
transfer transaction.

To site The destination site.

If you had to change the patient number because of a conflict at the
destination site, the new patient number also appears enclosed in square
brackets.

If no patient number is appended on the end of the To site value, the
same patient number is used at both the originating site and the
destination site.

Date (GMT) The date on which the patient transfer occurred. Note that this date is
expressed in Greenwich Mean Time (GMT).

Archive A link to the archive of the case book of the patient. The archive shows
the data that was entered before the transfer.
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Viewing the patient transfer audit trail

Users who are authorized to transfer patients or to manage site information can view the audit
trail that the InForm application creates when a patient is transferred.

To view the audit trail for transferred patients:

1 In the Navigation pane, click Admin.

The InForm application Admin interface appears.

[ systam

System Information

InFarm =
1. InForm Software Version 4.5 S5P0 Build 1228
2. InFarm Schema Version InFarm 4.5
Database
3. Database Name Crache
4. Database Version Personal Oracded Release 9.2.0.6.0 - Produwdion
5. Databasze Drvar msarddZ2.dll - 02.573.90320 - 02.50
6. ODEC Dnver 03.52.0000
Webserver
7. NT Version 5.0 2195 Servipe Pack 4
8. 15 version 5.0
Components
9. DlLs APATCHDLL - 1.20.1200 -
InFormédmin.dil - 1.0.0.1
InFormServiceps dll - 4, 5, 0, 1228
OETO3as.dl - 7.0.200
og30zas.dll - 9.0 300
OTEO03as.dll - 8.0.300
PRAadmind®ksp.dll -4, 5, 0, 1228
PFACIS I -4, 5,0, 1228
PFAComman.dll -+, 5,0, 1228 =
PFRALIbraryWksp.dll « 4, 5,0, 1228 :I
-

2 Click the Sites tab.
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A list of sites appears. The tab also displays the site abbreviation, the email address for the
site contact, and a Patients column.

s Transfer

EE
Wetarans Adminigtration Hosoital p - Transfer

© O v B OO

3 Identify the site at which the patient whose audit trail you wish to see is currently enrolled
and click the link in the Patients column for that site. (Depending on your rights, the link
might be labeled Transfer or List). A list of patients at the site appears.

" sites
Patient List for Site: PhaseForward

Patient Action

PF PFSTOOA(CAD) Transfar i
FF PFSTOO04(STO) Transfar @
BF PFETOOS(SUF) Transfer [

4 Click the audit trail icon (in the Audit Trail column) for the patient.
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InForm 4.6 SP3

The Site Audit Trail for Patient page appears.

- Bitas Cystam | Syncheomizator
Site Audit Trail for Patiant Patient: HOM/PFSTOLO

PFSTOO1

Fab/20/2005 16:16:33 (GMT-

05:00)

PFSTOOL eberans Administration Mar/16/2005 12:17:35 (GMT- tallen Patient is seasonal
Hospikal 05:00) resi

PhaseForward acollins Patient Enraolled

The Site Audit Trail for Patient page displays the following information about each transfer
for the patient.

Field Description

Patient Number The patient number assigned to the patient at the site. The patient
number might be the same for every transfer a patient undergoes.
However, the patient number will vary, if, for instance, the patient
number had to be changed, due to a conflict at the destination

site.

Site The site at which the patient is enrolled after the audited action is
taken.

Date The date for the patient transfer. This date reflects the local time

and time zone of the destination site.

User The InForm user who initiated the patient transfer transaction.

Reason The reason, in text form, for the patient transfer.
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Viewing a patient archive

When you transfer a patient to a new site, the InForm application generates an archive of the
case book of the patient at the originating site.

To view this archive:

1 Display the list of transferred patients. For more information, see Viewing transferred
patients (on page 315).

2 Click the View link for the patient whose case book you want to review.

A new browser window opens, displaying the initials and patient number of the transferred
patient, along with links to each form in the case book, organized by visit. Common forms
appear at the end of the list of links.

The patient archive below includes text box, radio button, checkbox list, and dropdown ﬂ
controls o demonstrate all options that ware availabie to the end user during data

entry. These read-only controls are provided for informationa! purposes only, Actions
peviormned on these controds vl have no mpact on stz integiity, or on the data

vafves stored 0 the Inform database.

Data Archival For Patient: MOL /PFSTO002

From Site: 01 To Site: 05 Transfer Date: Feb/22/2006 15:11:47
Case Book Tahle Of Contents

Vicit: Baseline

DATE OF VISIT

SUB.JECT IDENTIFICATION

DEMOGRAPHICS

INCLUSION [ EXCLUSION CRITERIA
BASELINE PHYSICAL EXAMIMATION

VITAL SIGNS

CLINICAI GLOBAL IMPRESSION

HEMIL 1O BATING SCALE FOR DEPEESSION

BASEL INE FL ECTROCARDOGRAM
LABORATORY EWVALUATION
RANDOMIZATION

PREGHANCY BESULT

Yisit: Core week 1

DATE OF VASIT -
1| | 3

3 To display the archive of a particular form, click its link.
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An image of the form appears, along with links to whatever detailed information is available.

Baseline : DEMOGRAPHICS - Form Version: 03-5ep-2007 16:47
Site: 01 Patient: S5T/102
Demographics
1. Gender © Male
" Female
2. Date of Birth [1an [=l/[2 =] /[1987 [=] Initial |
Entry
3. Race = White, not of Hispanic origin
i Black, not of Hispanic origin
' Hispanic
 Asian or Pacific Islander
& American Indian or Alaskan Native
= Other or Unknown
4. Screening Date |sep =l /|13 =] /|z007 =] Initial
Entry
5. Height | Cem Cin
Family History
6. Marital Status | vl
7. Does the subject have any children? ' Yes
 No
8. Does any member of the subject's ' Unknown
immediate family have a history of  No
depression?
" Yes, please check as many as apply:
[ Grandparent
[T Parent
[T Parent's sibling
[ Sibling
[T Other, specify: |
4] | _’I_I

4 To display details about a form or item, click the link for the details you want.
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322

Baseline : DEMOGRAPHICS - Audit Trail
Site: 01 Patient: S5T/102

Item Date Location User Value
2.-Date of  20-Sep-2007 20:33:10 (GMT-05:00) Eastern RDPOLRISQ001 (system) Data Entry:
Birth Time (US & Canada) Jan/2/1987

Baseline : DEMOGRAPHICS - Audit Trail
Site: 01 Patient: S5T/102

Item Date Location User Value
4. - Screening  20-Sep-2007 20:33:10 (GMT-05:00) Eastern RDPOLRISQ001 (system) Data Entry:
Date Time (US & Canada) Sep/19/2007

Baseline : DATE OF VISIT - Form Version: 03-5ep-2007 16:47
Site: 01 Patient: 55T/102

Visit Date and Time
1. Date and Time of Visit

Baseline : DATE OF VISIT - Audit Trail
Site: 01 Patient: S5T/102

Item Date Location User Value
1.-Date and 20-Sep-2007 20:33:36 (GMT- RDPOLRISQO001 auto query Query 1: Closed
Time of Visit  05:00) Eastern Time (US & (autoquery)
Canada)
1. -Date and 20-Sep-2007 20:33:36 (GMT- RDPOLRISQO001 (system) Data Entry:
Time of Visit  05:00) Eastern Time (US & Sepl20/2007 20:33
Canada)
1.-Date and 20-Sep-2007 20:33:18 (GMT- RDPOLRISQO001 auto query Query 1: Opened
Time of Visit  05:00) Eastern Time (US & (autoquery)
Canada)
1. -Date and 20-Sep-2007 20:33:18 (GMT- RDPOLRISQO001 (system) Data Entry:
Time of Visit  05:00) Eastern Time (US & Sep/12/2007

o 0000000000000}
- T T Y temet TRT00E -

Reason

ltem copied from
previous form

Reason

ltem copied from
previous form

Reason

Close Auto Query

Transcription Error

Date of Visit is prior to
Screening Date; please

correct

Initial Entry

To navigate to the previous location in the archive, click Back in your browser window.
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Contents of a patient archive

Each CRF page in a patient archive can contain the following data:

e Form and item comments.

e Signature history.

e Ttem audit trail.

The CRF page includes links to the following types of detailed information:

Click this link

Association Summary

Link location

Right column of
repeating form instance

To display the

Summary of repeating form instances
associated with the instance where the link
appears. From the association summary table,
you can navigate to either association audit
history or each of the individual associated

pages.

Audit Trail

Right column of item

Audit trail of data changes and query activity
for the item.

Comments

Right column of item

Audit trail of comments made on the item.

eCRF Audit Trail history

Top of form

Audit summary for the entire form showing
data changes and query activity for each item
in the form.

Form Comments

Top of form

Audit trail of comments made on the form.

Initial Entry

Right column of item

Record of the initial entry of data on the item.

This link is visible only if no activity has
occurred since the initial entry. If the item
data has changed or includes query activity,
the initial entry is included in the Audit Trail
of the item.

Repeating Pages

Right column of
repeating form instance

Snapshot of current data values in the
repeating form instance.
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Deleted items

Within the InForm application, items that are deleted appear crossed out. If you create an
archive for a form that contains a deleted item, the item appears with the word DELETED in
bold above it.

Repeating forms

Repeating forms are displayed individually and in summary form. The summary page shows only
the data for the first key items in a single table. The details of each form appear in following
tables. For example, for the Adverse Events section, a summarized version of the form appears
first, with a list of all the adverse events entered. The details of each instance follow the list.
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Ad Hoc Reporting

The Reporting and Analysis module, which allows
you to create, run, and save customized reports on
clinical and trial-management data.

adverse event (AE)

An undesirable symptom or occurrence that a trial
subject experiences during or after a clinical trial.
association

The many-to-many relationship that can exist
between two repeating forms.

audit trail

A complete record of changes that are made in the
trial database.

C

case book

The collection of all case record forms (CRFs) for
a single trial participant. Also called a case record

book (CRB).

case record form (CRF)

A form that is used to record clinical data about
trial participants.

clinical data
The data that is entered on a CRF.

clinical data manager (CDM)

A person who is responsible for preparing and
maintaining a trial database and for reviewing data.
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clinical project manager

A person who is responsible for all aspects of one
or more clinical trials or for the entire clinical plan
for a drug, device, or procedure.

clinical reporting package

An Ad Hoc Reporting package that provides
access to both clinical and trial-management data
for reporting. Clinical reporting packages are
unique for each trial.

clinical research associate (CRA)

A person who is hired by a sponsor to supervise
and monitor the progress of sites that are
participating in a trial.

Also called monitor, site monitor.

clinical research coordinator (CRC)
An assistant to the investigator at a site.

Also called szte coordinator, trial coordinator.

clinical trial

See trial (on page 328).

coding dictionary

A standardized collection of terms and the codes
that correspond to those terms.

common form

A form that occurs in multiple visits and contains
cumulative data.

content pane

The area that is located on the right side of the
InForm window that displays CRFs, summary
lists, CRF item details, and so on.
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content-specific pane

The bar that is located at the bottom of the page
that displays command buttons and navigation
controls, which vary depending on what is
displayed in the content pane.

control

A generic term for a form component, such as a
radio button, checkbox, or drop-down list, in
which you select or enter data.

control path

A sequence of IDs that define the physical
location of a data point in the InForm database.
CRF help

A study document that contains details about how
to complete the items on a form.
customer-defined database (CDD)

An extract of the trial database that gives sponsor
personnel access to the clinical data that is
collected before the trial is completed.

D

design note

A comment about a form component.

display override

A property of items that can be set to Editable,
Read-Only, or Hidden. Also called #tem blinding.
dynamic form

A form that is created in a trial only if certain
conditions are met.

E

element

An option that you can select from a drop-down
list, checkbox group, or radio group.

event

A component that specifies the action to take
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when a rule fails.

exclusion criteria

A list of admission criteria, any one of which
excludes a potential subject from participation in a
clinical trial.

execution plan

A script that is associated with an event, and that
sends an email message or writes to the Windows
event log.

expected form

A form that appears in the Time and Events
Schedule for a subject, based on current known
subject data. An expected form is a dynamic form
that has been activated, or appears within a
scheduled visit or a started unscheduled visit.

F

form

The data collection mechanism that is used in a
clinical trial to gather patient data.

G

generic rule

A rule that the trial developer can attach to
multiple items.

H
home page

The page that appears when you log on to an
application.

inclusion criteria

A list of admission criteria that potential subjects
must meet to be eligible for participation in a trial.
InForm Reporting and Analysis

A reporting application, developed by Cognos
Corporation, which has been customized and
integrated into the InForm software by Phase
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Forward.

InForm Trial Management package

An Ad Hoc Reporting package that provides
access to trial management data for reporting and
allows users to share reports across trials.

Institutional Review Board (IRB)
A group that reviews biomedical research that
involves human subjects.

investigator

The clinician who is responsible for treating
subjects, executing the protocol of a study at a
specific site, and filling out CRFs for subjects.

Also called clinical investigator, investigator,
primary investigator.
itemset

A collection of repeating items on a form.

M

medical monitor

A person who designs the trial protocol and
reviews data.

N

navigation pane

The left side of the InForm window, which
displays navigation buttons that you use to enter
the functional areas of the InForm software.

P
package

A grouping of reporting elements from one or
more data models. Two reporting packages are
installed with every InForm trial: the InForm Trial
Management package and a trial-specific clinical
reporting package.

protocol

The detailed plan for a clinical study.
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Q

query

A question that is automatically generated by the
InForm software or manually issued by a CRA.

R

RefName

A name that uniquely identifies a trial component
definition.

regular form

A CRF that is used to collect data that is specific
to the visit in which the form occurs.
repeating form

A form that can have multiple instances within a
visit.

rule

A script that checks whether data is valid or that
sets the value of an item based on a calculation.
rule dependency

An additional item that is required for rule
processing.

S

screening and enrollment

The process of adding a subject to a study.

serious adverse event

An adverse medical occurrence that is
life-threatening, or results in death or persistent or
significant disability or incapacity; involves an
overdose or the development of cancer, a
congenital anomaly, or a birth defect; requires
inpatient hospitalization, or lengthens a hospital
stay.

signature group

A group of users who are authorized to sign a
specific set of CRFs.
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source verification

The process of comparing data that is on forms to
data on source documents, checking for
inconsistencies ot errors, and recording the results
of the review.

sponsor

The individual, company, or organization that is
responsible for the initiation, management, or
financing of a clinical study.

standard report

A report that is included within all Reporting and
Analysis installations.

started form

A CRF that is submitted or that contains data, a
quety, or a comment.

started visit

A visit in which at least one non-common
expected form has been started.

SV Report

A printed version of one or more CRFs that CRAs
use to perform offline source verification.

T

trial

The systematic study of a test article (a treatment,
drug, or device) in human subjects.

trial management data

The metric and status data pertaining to a study,
which is used to report on the status of a study
relative to its completion.

trial-specific clinical model

An Ad Hoc Reporting data model that is specific
to a trial, and that contains references to subject
data that site users enter on forms.

328

U

unscheduled visit

A visit that occurs in addition to the visits
prescribed by the study protocol.

Vv
visit

A subject evaluation checkpoint when data is
collected.

visit calculator

A scheduling aid that enables you to compute and
print suggested visit dates based on the patient
start date. The visit calculator page appears when a
patient is enrolled and is also available as part of
the trial documents.
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A

adding a FAQ * 226
affidavit for signing * 198
answering a query
concepts * 124
methods ¢ 124
procedure * 126
archive, patient record transfer ® 296
association, form ¢ 101
audit trail » 111
audit trail icons * 19
Audit Trail page ¢ 55
automatic query * 170

C

cancel navigation mode icon ¢ 21
Case Book
freezing ¢ 191
sample * 222
signatures * 196
unfreezing ¢ 191
unlocking ¢ 191
Case Book list * 44
changing data ¢ 110
changing password * 8
check box ¢ 95
clearing data * 113
closing queries
concepts * 170
procedure * 172
comment
description of ¢ 51
entering * 99
icons ¢ 19
queries on * 241
Comments page * 51
common CRF ¢ 94
concepts
acting on multiple queries ¢ 178
answering a query * 124
changing data * 110
closing queries ¢ 170
data entry ¢ 94
data listings * 212
data update ¢ 110
enrolling * 84
entering data * 94
freezing and locking * 184
InForm user interface * 18
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issuing a query * 158
listings * 212
marking source verified * 132
online help * 234
patient record transfer * 278
screening * 78
signatures * 196
source verification * 136
study documentation ¢ 222
synchronizing ¢ 240
transferring patients ® 278
updating data * 110
conflict resolution
conflict visits ® 274
on queries * 265
overview * 247
query conflicts ¢ 269
query state ® 266
query text * 266
rules for ® 247
site conflicts * 267
sponsor conflicts * 267
study version conflicts * 271
conflict resolution queries * 263
conflict visit * 274
conflicts
patient data * 263
query * 263
types of ¢ 263
content pane * 18
content-specific pane ¢ 18
controls, data entry * 95
CRF
associated * 101
common * 94
cross-reference * 50
data entry controls, types of ® 95
data update ¢ 110
freezing ¢ 186
help on items in * 222
item details * 51
items, types of * 94
itemsets ® 94
linking to CRF item help * 224
printing ¢ 208
regular * 94
signatures * 196
status icons * 23
types of * 94
CRF help
linking to * 224
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viewing ¢ 224
CRF indexer control * 27
cross reference view * 50

D

data entry

concepts * 94

controls * 95

procedure * 97
data listings * 212
data listings, running * 213
Data Value(s) page * 56
deleting a candidate query * 164
deleting an itemset ¢ 117
detailed view * 49
document selection pane * 25
document text pane * 25

E

editing a FAQ * 228
enrolling
concepts * 78
procedure * 85
entering data
comments * 99
concepts * 94
procedure * 97
eraser icon * 21
erasing data ¢ 113

F

FAQ
adding * 226
definition of * 226
editing ¢ 228

overview ® 222
file transfer synchronization ¢ 255
filters
on Required Signatures screen * 198
form help * 57
form indexer control * 27
form navigation mode ¢ 31, 33
form types * 94
freeze icon ¢ 20
freezing and locking
about * 184
activities prohibited by ¢ 184
all foms in a visit * 187
Case Book * 191
CRF « 186
icons for ¢ 185
repeating form instances * 188
while monitoring ¢ 189
with synchronization ¢ 192
freezing and locking icons ¢ 20

Frequently Asked Questions. See FAQ * 222
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G

generating listings ¢ 213
Go controls, home page * 30
group, signature ® 197

H

help topics, related * 237

help, CRF * 57, 222

help, online
concepts * 234
procedures ® 235

help, reporting * 5

hidden items * 106

home page Go controls * 30

icons * 19, 21, 22
audit trail * 19
cancel navigation mode ¢ 21
comment * 19
eraser * 21
form navigation * 20
freezing and locking * 20
patient navigation mode * 21
patient order ¢ 21
query * 20
reset value * 21
signature status ® 73
traffic light * 23
visit and CRF status ¢ 23
visit navigation mode * 21
InForm
logging in to * 8
logging out of * 64
stopping * 64
issuing a query * 159
item * 94
itemset * 94

L

linking to CRF help * 224
links, navigation ¢ 29
listings
ovetrview * 212
running * 213
lock icon ¢ 20
locking
Case Book * 191
CRF * 186
Log Summary screen ¢ 259
logging in * 8
logging off * 64
logout, automatic * 9

M

manual query * 170
manual synchronization ¢ 249
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maximum inactivity period * 9
maximum usage period * 9
meaning, signatures * 196
monitoring
closing queries * 170
freezing and locking * 184
issuing queries * 158
multiple queries ¢ 178
source verifying ¢ 136
most recently used pages ¢ 30

N

navigation modes * 31, 33, 36
icons ¢ 21

navigation pane * 25

navigation shortcuts * 30

0

offline source verification ¢ 150
one-way synchronization * 246
online help

concepts * 234

navigating in * 235

window ¢ 64
online source verification ® 137
opening a candidate query * 162
ordering patients * 36

P

page indexer control * 26
panes

content * 18

document selection * 25

document text * 25

navigation * 25

table of contents ¢ 25
password, changing * 8

changing ¢ 10

hint * 12

password hint * 12
patient data conflicts ¢ 263
patient navigation icons ¢ 21
patient navigation mode icon ¢ 21
patient navigation modes * 31
patient order ¢ 36
patient order icon ¢ 20, 21
patient record transfer

archive contents * 296

audit trail * 291

overview * 278

procedure * 284

viewing transferred patients ¢ 289
patient visit information ¢ 51
printing

printing a CRF * 208
protocol * 222
Protocol page * 60
Protocol window * 60
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pulldown list * 95

Q

queries
and item appearance ¢ 122
answering, methods for ¢ 124
answering, procedure * 126
automatic * 170
closing queries, overview ¢ 170
closing queries, procedure * 172
conflict resolution * 263
conflicts on * 265
manual * 170
on comments * 241
site conflicts * 267
sponsor conflicts * 267
state conflicts * 266
text conflicts * 266

Queries page * 53

query icons * 20

Query Listing page * 59

R

radio button * 95

read-only items * 106
recent page list * 30

Reg Docs page * 74

regular CRF ¢ 94

regular item * 94

Required Signature page * 73
resending transactions ¢ 275
reset value icon * 21
resolving conflicts * 263
running listings ¢ 213

S

sample Case Book * 222
Sample Case Book ¢ 62
screening
concepts * 78
failure * 81
procedure * 80
Screening Log page * 42
Select Action list * 28
select all checkboxes icon * 22
shortcuts, navigation * 30
signature group * 197
signatures
affidavit * 198
concepts * 196
CRF and Case Book * 196
invalidation of * 197
meaning * 196
signing a CRF or Case Book * 198
viewing signature details * 204
viewing signature status ¢ 202
signing a CRF or Case Book * 198
signing affidavit ¢ 198



Index

site conflicts on queties * 267 Case Book ¢ 191
source verification CRF + 186

freezing or locking while source verifying * 149 unlocking

marking SV ready ¢ 132 Case Book ¢ 191

offline * 150 CRF + 186

online * 137 unscheduled visit * 103
Source Verification Listing ¢ 69 updating data
sponsor conflicts on queries ® 267 concepts * 110
spreadsheet, downloading data to * 212 deleting or undeleting an itemset ® 117
status of synchronization * 258 procedure * 113
stopping InForm * 64 URL of trial * 8
study documentation

concepts * 222 v

description of * 60 verification, source * 136

procedures * 223 view

study protocol ¢ 222 cross-reference ¢ 50
study version conflicts * 271 detailed * 49

summary view ® 48
SV Report page * 71
Sync Message Exchange tool ¢ 250

summary * 48
view, cross reference * 50
Sage viewing
synchronization CREF help * 224
comment conflicts * 241 online help * 235
conflict resolution * 263
conflict resolution rules ® 247
conflict visit * 274 viewing transferred patients * 289
conflicts with ¢ 247 visit calculator ® 222
definition of * 244 Visit Calculator * 61
file transfer utility * 255 visit navigation mode * 31
freezing and locking with * 192 visit navigation mode icon * 21
manual ¢ 249 Visit Report page ¢ 72
methods of * 246 visit status icons ¢ 23
one-way ® 246 visit tabs * 51
prerequisites for ¢ 245

study documentation ¢ 223
viewing ¢ 291

visits
query conflicts ¢ 265 conflict » 274
resending transactions * 275 unscheduled * 103
status information about * 258
Sync Message Exchange Tool * 250 W

two-way * 246
synchronization log details ¢ 260
synchronization logs ¢ 258

what to do if

candidate ineligible * 90

data changes after freezing or locking * 193
T data entry etror * 104
data not available * 105
data update results in a query ¢ 120
disallow enrollment ¢ 92
enrollment data missing * 88
enrollment failure override permitted * 92
enrollment not allowed with incomplete data * 89
form changes after signature ¢ 205
form changes after source verification * 155
form N/A, unknown, not done * 106
item N/A, unknown, not done * 105
item not editable * 106
query answer opens another query ¢ 130
query conflict 167

table of contents pane * 25
text box ¢ 95
Time and Events Schedule ¢ 45
traffic light icons * 21, 23
transactions, resending * 275
transferring patients

archive contents * 296

audit trail * 291

overview * 278

procedure * 284

viewing transferred patients ¢ 289
two-way synchronization * 246

U query generated * 105
signature fails processing ¢ 205

undeleting an itemset * 117 submitting results in a * 81

unfreezing synchronization fails ® 275
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X
XML listing of a transaction batch ¢ 261
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