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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 patient data, audit and query the data after
entry, and sign entry forms.
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Documentation

The product documentation is available from the following locations:

e Oracle Software Delivery Cloud (https://edelivery.oracle.com)—The complete
documentation set.

e My Oracle Support (https://support.oracle.com)—Relase Notes and Known Lssues.

e Oracle Technology Network (http://www.oracle.com/technetwork/documentation)—The
most current documentation set, excluding the Re/ease Notes and Known Lssues.

All documents may not be updated for every InForm release. Therefore, the version numbers for the
documents in a release may differ.

Document Description

Release Notes The Release Notes document describes enhancements introduced and
problems fixed in the current release, upgrade instructions, 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.

Secure Configuration Guide — The Secure Configuration Guide provides an overview of the security
features provided with the Oracle® Health Sciences InForm application,
including details about the general principles of application security, and
how to install, configure, and use the InForm application securely.

nstallation Guide The Installation Guide describes how to install the software and configure
the environment for the InForm application and Cognos software.

Setting Up a Trial with The Setting Up a Trial with InForm Architect and MedMI_. Guide describes

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

This information is available from the InForm Architect user interface.

Step by Step for CRCs and ~ The Step by Step for CRCs and CRAs Guide describes how to use the
CRAs Guide 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.

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

This information is available from the InForm user interface.
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Document Description

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

Guide and 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 trial management and clinical data packages
available for Reporting and Analysis. It also provides detailed
descriptions of each standard report that is included with your
installation.

Reporting Database Schema — The Reporting Database Schema Guide describes the Reporting and Analysis
Guide database schema.

Portal Administration Guide 'The Portal Administration Guide provides step-by-step instructions for
configuring and managing the InForm Portal application.

InForm Utilities Guide The InForm Utilities Guide provides information about and step-by-step
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

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

utility online Help and step-by-step instructions for using, the MedML Installer utility,
which is used to load XML that defines trial 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 information is available from the utility user interface.

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

This information is available from the utility user interface.
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Document Description

InForm Data Export The InForm Data Export utility online Help provides information

utility online Help about, and step-by-step instructions for using the InForm Data Export
utility, which is used 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 information is available from the utility user interface.

Third Party Licenses and The Third Party Licenses and Notices document includes third party
Notices technology that may be included in or distributed with this product.

Documentation accessibility

For information about Oracle's commitment to accessibility, visit the Oracle Accessibility Program
website at http:/ /www.oracle.com/pls/topic/lookuprctx=acc&id=docacc.

InForm 4.6.5 Xiii



About this guide

If you need assistance

Oracle customers have access to support through My Oracle Support. For information, visit
http:/ /www.oracle.com/pls/topic/lookuprctx=acc&id=info, ot if you are heating impaired, visit
http:/ /www.oracle.com/pls/topic/lookup?ctx=acc&id=trs.

Finding InForm information and patches on My Oracle Support

Xiv

The latest information about the InForm application is on the Oracle Support self-service website,
My Oracle Support. Before you install and use the InForm application, check My Oracle Support for
the latest information, including Release Notes and Known Issues, alerts, white papers, bulletins, and
patches.

Creating a My Oracle Support account

You must register at My Oracle Support to obtain a user name and password before you can enter

the site.

1 Open a browser to https://support.oracle.com.
2 Click the Register link.

3 Follow the instructions on the registration page.

Finding information and articles

1
2

Sign in to My Oracle Support at https://support.oracle.com.

If you know the ID number of the article you need, enter the number in the text box at the top
right of any page, and then click the magnifying glass icon or press Enter.

To search the knowledge base, click the Knowledge tab, and then use the options on the page to
search by:

e  Product name or family.

e Keywords or exact terms.

Finding patches

You can search for patches by patch ID or number, product, or family.

1

2
3
4

Sign in to My Oracle Supportt at https://support.oracle.com.
Click the Patches & Updates tab.

Enter your search criteria and click Search.

Click the patch ID number.

The system displays details about the patch. You can view the Read Me file before downloading
the patch.

Click Download, and then follow the instructions on the screen to download, save, and install the
patch files.
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Finding Oracle documentation

The Oracle website contains links to Oracle user and reference documentation. You can view or
download a single document or an entire product library.

Finding Oracle Health Sciences documentation

For Oracle Health Sciences applications, go to the Oracle Health Sciences Documentation page at
http:/ /www.oracle.com/technetwork/documentation/hsgbu-clinical-407519.html.

Note: Always check the Oracle Health Sciences Documentation page to ensure you have the most
up-to-date documentation.

Finding other Oracle documentation
1 Do one of the following:
¢ Go to http://www.oracle.com/technology/documentation/index.html.

¢ Go to http://www.oracle.com, point to the Support tab, and then click Product
Documentation.

2 Scroll to the product you need, and click the link.

Finding prerequisite software for Oracle Health Sciences applications

InForm 4.6.5

Prerequisite software for Oracle Health Sciences applications is available from the following
locations:

¢ Download the latest major or minor release from the Oracle Software Delivery Cloud

(https:/ /edelivery.oracle.com/).

For information on the credentials that are required for authorized downloads, click FAQs on the
main page of the Oracle Software Delivery Cloud portal.

e Download subsequent patch sets and patches from My Oracle Support
(https:/ /suppott.oracle.com).

To find patch sets or patches, select the Patches & Updates tab.

If a previous version of prerequisite software is no longer available on the Oracle Softwatre Delivery
Cloud, log a software media request Service Request (SR). Previous versions of prerequisite software
are archived and can usually be downloaded. After you open an SR, you can check its status:

e  US customers: Call 1-800-223-1711.

e Outside the US: Check www.oracle.com/us/support/contact/index.html for your local Oracle
Support phone number.

For more information on logging a media request SR, go to My Oracle Support for Document
1071023.1: Requesting Physical Shipment or Download URL for Software Media
(https:/ /suppott.oracle.com/epmos/faces/DocumentDisplay?id=1071023.1).
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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 Oracle. 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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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 patients, executing the protocol
investigator (PI) of a trial at a specific site, and filling out CRFs for patients.

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 patients 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 patients from one site to another.

e  Runs standard reports.

e  Creates ad hoc (custom) reports.

Support user An InForm user, typically responsible for support or troubleshooting tasks.
Support users behave like all other InForm sponsor users, except they cannot
edit their user name or user type.
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Chapter 1 InForm overview

InForm system configuration

The InForm system configuration consists of:

Browser computers.

Application server.

Database server.

Browser Machines (Users) ] |

InForm Study Data Center

Windows Sarvar

Firewall

InFerm
Servar

Port 1521

Windows
or Unix Server

M—T

Firewall

Database
rear

QOracle Instance

InForm

Database

Oracle Instance

InFarm
Admin
Database

Oracle Instance

Oracle Instance

Oracle Instance
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Getting help

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

InForm 4.6.5

InForm application-specific online Help, created by Oracle.
To access the InForm application online Help:
e In the navigation pane, select Help > InForm and Trial Reporting.
Cognos-specific online Help, created by Cognos.
To access the Cognos online Help:
e In the navigation pane, select Help > Using Reporting Tools.
An HTML page appears with links to the complete Cognos documentation set.
e From 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.

Ad Hoc tools help—After you access Ad Hoc Reporting, click the Ad Hoe 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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Chapter 2 Logging in and passwords

Overview: Logging in and passwords

The InForm application uses your user name and password to confirm your identity and provide
access to your trial.

e Passwords—You can change your password at any time after you log in to the InForm
application.

For more information, see Guidelines for choosing a password (on page 8) and Changing
your password (on page 12).

e Initial log in—The first time you log in to the InForm application, you must use the temporary
password that your trial administrator assigned to you.

To access the InForm application, you are required to change the temporary password and
provide an email address. You can change this information at any time after your initial log in.

For more information, see Logging in to the InForm application for the first time (on page
10).

e Password recovery information—The system uses the password recovery information to
confirm your identity when you want to reset a forgotten password or change an expired
password.

For more information, see Setting up your password recovery information (on page 13).

¢ Reset a forgotten password—If you forget your password, you can use your password
recovery information to request a password change.

For more information, see Resetting your forgotten password (on page 14).

e Expired password—Administrators can require that you reset your password at specified
intervals.

For more information, see Changing your expired password (on page 15).

Guidelines for choosing a password
Oracle recommends the following guidelines for choosing a password.
Passwords should contain:

¢ A minimum of eight characters.

e At least one uppet-case character, and at least one number or non-alphanumeric character
(special character).

Passwords should 7o contain:
e A common word, name, or any part of the user name.

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

For more information on passwords and security requirements, see the Secure Configuration Guide.
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Password configuration options

InForm 4.6.5

An administrator can set the following password configuration options on the System Configuration
page.

Password expiration period.

Minimum password length.

Require at least one numerical character in password.
Requite at least one upper-case character in password.
Requite at least one non-alphanumeric character in password.
Allow password reuse.

Enable password recovery.
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Logging in to the InForm application for the first time

10

The first time you log in to the InForm application, the Change Expired Password page appears, and
you must change your password before you can access the application.

1
2

Open an Internet browser.

Type the URL for your assigned trial, and press Enter.

The Login page appears.

In the User Name field, type your user name.

In the Password ficld, type the temporary password provided to you by your trial administrator.
Click Log In.

The Change Expired Password page appears.

In the Current Password ficld, type the temporary password provided to you by your trial
administrator.

In the New Password ficld, type your new password.

Passwords should have a minimum of 8 characters. For security reasons, Oracle recommends
using a combination of letters, numbers, and non-alphanumeric characters. Passwords are case-
sensitive.

The password must meet the requirements set by your trial administrator. For more information,
see Guidelines for choosing a password (on page 8) and Password configuration options

(on page 9).
In the Confirm Password ficld, type your new password again.

In the E-mail Address ficld, type your email address.

This is the email address where you want instructions for resetting a forgotten or expired
password to be sent.

The email address must be at least three (3) characters long and contain the at (@) charactet.

10 Click Submit.
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Logging in to the InForm application

1 Open an Internet browser.

2 Type the URL for your assigned trial, and press Enter.
The Login page appears.

3 In the User Name, type your user name.

4 In the Password ficld, type your password.

5 Click Log In.

e If this is the first time you are logging in to the InForm application, the Change Expired
Password page appears. For more information, see Logging in to the InForm application
for the first time (on page 10).

e If your login credentials are accepted:

The InForm application opens and displays the Home page for the trial. The Home page is
customized for each trial and can include many types of information.

The InForm application displays all the features to which you have access, based on your
rights and rights groups.

Your trial allows a specific number of login attempts. If you exceed this number, the system locks
you out. If this happens, do the following:

e Reset you password using your password recovery information. For more information, see
Resetting your forgotten password (on page 14).

e Contact your administrator to reactivate your account.

Inactive user messages

If the Login page displays a message that you are an inactive user, contact your system administrator
to activate your account; then, you can log in again and start using the InForm application.

Reauthentication after a timeout

InForm 4.6.5

Trial administrators can set 2 maximum inactivity period and a maximum usage period for the trial,
which require you to provide your log in 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 out, the Login page appears with
a message that explains what has happened.

If you receive an automatic log out message, log in again. Any data that you are in the process of
entering when you were logged out is saved until you submit it.

11
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Changing your password

12

1

Log in to the InForm application.

For more information, see Logging in to the InForm application (on page 11).
In the navigation pane, click your user picture or user name.

The Change Password page appears.

In the Password ficld, type your current password.

In the New password ficld, type your new password.

Passwords should have a minimum of 8 characters. For security reasons, Oracle recommends
using a combination of letters, numbers, and non-alphanumeric characters. Passwords are case-
sensitive.

The password must meet the requirements set by your trial administrator. For more information,
see Guidelines for choosing a password (on page 8) and Password configuration options

(on page 9).
In the Confirm new password ficld, type your new password again.

Optionally, in the E-mail address field, type a new email address.

This is the email address where you want instructions for resetting a forgotten or expired
password to be sent.

The email address must be at least three (3) characters long and contain the at (@) character.

The system uses the information in the Password Recovery Information section to confirm your
identity when you need to change an expired password or if you forgot your password and want
to reset it.

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

Click Submit.
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Setting up your password recovery information

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

Password recovery information is used to confirm your identity if you need to change an expired
password or if you forgot your password and want to reset it.

1 In the navigation pane, click your user picture or user name.
The Change Password page appears.
2 In the E-mail address ficld, type your email address.

This is the email address where you want instructions for resetting a forgotten or expired
password to be sent.

The email address must be at least three (3) characters long and contain the at (@) charactet.

When an email address associated with your user account is updated using the InForm user
interface or MedML Installer utility, a notification email is sent to the old address to alert you
that your email address has been modified.

Notification of email address change

InForm 4.6.5

When an email address associated with your user account is updated using the InForm user interface
or MedML Installer utility, a notification email is sent to the old address to alert you that your email
address has been modified.

13
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Resetting your password

1 Open the InForm Login page.
2 Click the Forgot Your Password link.
The Reset Password page appears.
3 In the User Name field, type your InForm user name.
4 Click Reset Password.

The Reset Password page refreshes, and displays a message that an email with instructions for
resetting your password has been sent. The email, which is sent to the email address that is
associated with your InForm user account, contains a link that you use to reset your password.
The link is valid for 24 hours.

5  Click Return to Login page.
The Login page appears.
6  In the email, click the link to reset your password.

A new version of the Reset Password page appears, with fields for you to enter your new
password.

A message appears on the Reset Password page if the link has expired. You may generate
multiple reset password links, however, only the latest one is valid. If you try to use an eatlier
link, an expired reset password message appears on the Reset Password page.

7 In the Password and Confirm Password ficlds, type your new password, and click Submit.

e If the entries in the Password and Confirm Password fields match, and they meet the
password complexity requirements configured for your trial, the Reset Password page
refreshes and displays a message that your password has been successfully reset. The
password reset link is no longer valid.

e If you do not submit the new password information within 20 minutes of accessing the page,
the Password Reset page clears the Password and Confirm Password fields; an error message
does not appear.

8 Click Return to Login page.
The Login page appears.

9 Use your new password to log in to the InForm application.
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Changing your expired password

InForm 4.6.5

In the Current Password ficld, type your current password.
In the New Password ficld, type your new password.

Passwords should have a minimum of 8 characters. For security reasons, Oracle recommends

using a combination of letters, numbers, and non-alphanumeric characters. Passwords are case-

sensitive.

The password must meet the requirements set by your study administrator. For more
information, see Guidelines for choosing a password (on page 8) and Password
configuration options (on page 9).

In the Confirm Password ficld, type your new password again.
In the E-mail Address ficld, review or type a new email address.

This is the email address where you want instructions for resetting a forgotten or expired
password to be sent.

The email address must be at least three (3) characters long and contain the at (@) charactet.

When an email address associated with your user account is updated using the InForm user
interface or MedML Installer utility, a notification email is sent to the old address to alert you
that your email address has been modified.

15
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Logging out of the InForm application

Note: You can log out of the InForm application from any page in the user interface.

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

2 Click OK.
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Overview: InForm user interface

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 vaty,
depending on your trial and the activities you are performing, but the purpose of each pane stays the
same.

¢ 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 trial, 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 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.

18 InForm 4.6.5
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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

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.

Comment icons

Icon Description

QD 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 4.6.5 19
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Form navigation icon

Icon Description

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

Appears in the upper-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

% 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.

a 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

L 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 appears only if you have the right to issue queries.

¥ 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.

\ d 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 For 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.

0, o (= ] Available in visit or form navigation mode. Appears at the top of a form, in the
o 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

InForm 4.6.5

Icon Description

& 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

Icon Description

n 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 queries.

Signature icons

Icon Description

The form requires at least one signature.

The form has all required signatures.

The Case Book requires at least one signature.

B &) Ly by

The Case Book has all required signatures.
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Source verification icon

Icon Description

W 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)

Icon Description

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.

Red light:

o 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.

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.

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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Icon

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.

o 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.

24
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Document window

InForm 4.6.5

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.

Table of contents (TOC)—Displays the table of contents for the trial 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.

Document text—Displays the text of the open document.

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

25
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Page indexer control

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
tigure shows the parts of the page indexer control:

! T

o tofirst page 3o to last page

o to previous page o to next page

zotospecific page

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:

(00 EEme/0 O e |

| !

Goto first CRF 3o to last CRF

Goto previous CRF Gotoned CRF

Gotospecific CRF; abo 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.

' [Zelect Action] ;I

28 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Links

InForm 4.6.5

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.

fase Books For Site: Fhasef onsacd Citm _!

Site | Pathent Status Baseline | Core | o | Core L

| e Sty Umscheduled | Fxbension
|k i | Wesk 2 ) Week 4 | Wheek B Termination Patient Wikl | Wesk 6 |

- L O - i
rumememnd BB QB B B B
wompannecmes f f § B OB O £
rovnnmd f R B B B OB B
rmmmmead  § § B @ B B B
maen v B B O B B 8 B
oo e B O B B B g
mmcamomc @ @ B B B B B
remunoma § QR BB OF B
reemen BB B B B B E B8 B
e et @ B f B B B B
Fmmamnx B B8 B B i
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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.

.M Final Unsch

Dow | PE 105 CG HaMD | ECG | CHEM

HEMZ | ELIG

¥ITAL SIGMNS Patient: RHPf04-009 >
Vital Signs

Marianne Meyer

Home | Help | Logout

1.* Waeight (Record %o one decimal) I— kg O lbs Q&

Enrall
"

N - Tooocitue et oare ([T e Ocr Q@
Queries 3.* Sitting Blood Pressure I / I e Q&
S Y 4% Sitting Pulse Rate I— bpm Q&
VLIS < * sitting Respiration Rate I— breaths per minute Q@
Admin BMI

Find Patient:

I .

CRF History:
RHP:WK 8:¥5
Pk 800V
Pk 4:CHEM

u: .RHP AWK 4DOSE (_Apply
€] HEEEE I /

| _Submit | Return

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

Home page Go controls

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.

Sice: EERIEA | Padient CTSZCRYCYOSIc | Visie RN R | | Go

T'o 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

InForm 4.6.5

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 Wil 1 2 4 i AESCM Final Unsch

A : —— Mavigation
i’W 51 | DEM | MHx | IMC icons
HaMD | ECG | LSB | RAND!
DATE OF YISIT Patient: AD1/01-001 ¥
Visit Date and Time
1.* Date and Time of Wisit 1an &) / [3 ] / [z004 [v] QW

(09 [v] : (00 [v] 24-hour ciock

[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.
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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.
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 wlk 1 wlk 2 wlk4 wlk & AE/CM Final Unsch
M

poy S DEM | MHx |

HaMD | ECG | LAR | RAND!

DATE OF ¥ISIT

Patient: ADJ/01-001 ®
Visit Date and Time

1.* Date and Time of Wisit |Jar‘| @| ! |3

v/ [2004 |v] owvdg

1059 |v| |00 |v| 24-hour clock

[Select Action] = [Pl

Y Submit Y Return

2 Click the visit navigation mode icon (@) . The following changes occur:
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Site: 01
Patient: 01-001/AD] Visit: Base @00@ EE

DOY 3 DEM | MHx |
HemD | ECG | L&AB | RaMD!

DATE OF YISIT Patient: AD31/01-001 b

¥isit Date and Time

1,* Date and Time of Visit [1an |v] / [3 lv] / [2004 [v] QW
09 |v| 00 |v| 24-kour clock

[Select Action] |_Submit | Return

The browser displays the first form in the current visit.

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.

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 first form in the current visit appears
for the next patient in the Case Books List.

oo J01-002 (EsR) <
Patient: 01-D02/ESR  Visit: Base Q0 EEEIE0Q X
DOV 5 DEM | MHx |
HeMD | ECG | L&aB | RaMD!

DATE OF ¥ISIT Patient: ESR/01-002 >

Visit Date and Time
1.* Date and Time of Wisit 1an v / [2005 ]

| : |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 21).
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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.

j- Base Wl 1 wk 2 whk4 Wl & AE/CM Final Unsch
M
ODow | SI DEM MHx | IMCE=C
HaMD | ECG | L&BR | RAMD!
DEMOGRAPHICS Patient: ADJ/01-001 L
Demographics <
1.* Gender & Male Q)
() Female
2 Dateof Bith  [1an o] / [+ [v] / [1550 ] S
3.* Race (® White, not of Hispanic origin Q)
(O Black, not of Hispanic origin
Oy Hispanic
(O &sian or Pacific Islander
(O american Indian or alaskan Mative
() Cther or Unknaown hd

[Select Action] = [P Gl | Submit | Return

2 Click the form navigation mode icon ) The following changes occur:
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Site: D1
Patient: 01-0017AD] Yisit: Base oooa EE

DEMOGRAPHICS Patient: AD1f01-001 »

Demographics

1.* Gender & Male )
() Female

2" Date of Bith  [3an [v] / [+ [v] / 1355 [¥] o

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

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

4. % g.;a::zening |Jar'| |E| ! |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:ateient: 01-002/ESR Visit: Base @000 EE

DEMOGRAPHICS Patient: ESR/f01-002 L
Demographics |
1.* Gender & Male )
(T Female
2, Date of Birth [1an [v] / [23  [v] / [1978 [¢] )
3.* Race (yWhite, not of Hispanic arigin ) |
(& Black, not of Hispanic arigin
(O Hispanic

(Ty&sian or Pacific Islander
(yamerican Indian or Alaskan Mative
(" Other ar Unknaown

4 ScreeningDate  [1an |v] /[5  |v] / [2004 [v] <
* Haigh 17a 0l Gyom (i QAL —

[Zelect 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.

¢ 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 21).

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 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
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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 21).

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 ficld, 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

38

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.

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 (&)
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The Otrder Patients screen appears.

Orddar Patients For 8ite: PhasoForward  Site: Y|
Salect a patient and click the buttons to re-order in the lst:

Patients:

&
1102 (HAA)
1247 (CAT)
1515 (K72)
58 CRDF)

A (ALY
0 LR

Rereesd Sriened Peiuin

Select a patient.
Use the navigation buttons below the patient list to move the patients.

Click Submit.

When you are in visit or form navigation mode, patient CRFs appear in the specified order.
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Visiting CRA PAZES ..ot s s
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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 trial:

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.

InForm 4.6.5



Step by Step for CRCs and CRAs Guide

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 trial site.

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

The InForm application home page for the trial appears. This page is customized for each trial
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.

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.

Screening Log

InForm 4.6.5

The Screening Log displays the list of trial candidates who have been screened.
To display the page:

e In the Navigation pane, click Enroll.

Screening Log i (01) Massachusetts General Hospital -
Screening | Initials | Date Of Birth | Date Screening Failure Enrollment | Patient
Number Screened Failure Number
—-
SCR-01-1 Janf4/1959  lan/3/2005 01-001 "4
SCR-01-2 ESR Janf23/1978 Jlan/5/2004 01-002 v
SCR-01-3  JE] Junf27/1980 Feb/1/2004 01-003 4
ACR01-0
Link to /| 5CRO1-4 JEU  1ulj31/1972  Fsbf12/2004 01-004 v
screening /l lscrais 1w fpr/20/1975  Feb/lz/2004 01-005 v
page SCR-01-6 KLP Feb/28/1963 Mar/1/2004 01-006 v
SCR-04-9 RHF Feh/13/1960 Mar/z/2004 04-009 4
Screening SCR-01-7 PLM  Mar/15/1982 Mar/21/2004 01-007 Patient has
summary transferred to site

'{05) University of
California Hospital'

SCR-01-8 STE May/29/1952 Mar/22/2004 e Subject's age is outside 01-002 v
of expected range; please
correct or obtain protocol
Inclusion criteria exemption

SCRO1-9 ABC  Jan/1/1971  Aprfl17/2005 123456780 v
SCR-01-10 M&B  Janf1/1956  Jan/1/2005 061071 v
SCR-D1-11 KSB  Janf15/1987 Aug/10/2007 Enrall
.
QO raoc 11 OO0 |_Add Candidate
Page indexer Add Candidate button
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Note: The Enroll button provides access to both screening and enroliment activities.

Things to note

44

Screening summary information—The list of trial 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.

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 corrections to the Enrollment form, click the X. To make
additions or corrections to the Screening form, click the underlined 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.

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 trial candidates fills more than one page.

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: _l

H|gh||ght—h Highlight: B started B Incomplete B Queries M Frozen M Locked _._-_
Study Unscheduled
Termination

Baseline Core Core Core Core AE/CM
Week 1 | Week 2 | Week 4 | Week 8
01 Enrolled
01-002 (ESRI Enrolled
Patient
status 01 01-002(JE)} Complete * * * z? *
8
01 01-004 (JEV) Enrolled * * * *
01 01-005 (-M1 Enrclled * * * *
01 01-006 (KLPY Enraolled r\' * r\' r?
01 01-008 (STE} Enrolled * * *
01 01-009 (ZER) Enrolled
01 04-009 (RHPY Enrolled
01 061071 (M&B) Enrolled
Page _’ of 1 00 Show Transferred
indexer : — Ao Transtemes,

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

Things to note

InForm 4.6.5

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 trial.

e  Visit status—FEach 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—Each traffic light icon is a link to the patient forms for a visit.
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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
Case Books List when the list of trial patients 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 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 underlined 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

Highlight —»

Visits
and CRFs
ADVERSE EVENTS

CONCOMITANT
MEDICATIONS

DOSING RECORD
DATE OF VISIT
SUBJECT

IDENTIFICATION
DEMOGRAPHICS

MEDICAL HISTORY

INCLUSION /
EXCLUSION CRITERIA

BASELINE PHYSICAL
EXAMINATION

VITAL SIGNS
CLINICAL GLOBAL
IMPRESSION

HAMILTON RATING
SCALE FOR
DEPRESSION

. Mark Book SV Ready

T

Command buttons
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AE

CONMEDS

DOSE

Dov

SI

DEM

MHx

INCEXC

PE

Vs

CGl

HAMD

e
B3
g

B3 653 (63 )
" L3

- w

Patient JEU/D1-004

Highlight: M Started B Incomplete B Queries BMFrozen BMLocked

Baseline | Core |Core |Core |Core | AE/CM |Study L edit
week | Week | Week | Week Termination
1 2 4 8

£
w

=
“.
(Cee]
ke

B
8
g

53 &3
e o)

Form status
Links to CRFs
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Things to note

Highlight—A series of checkboxes let you filter the display of traffic light icons for forms 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

InForm 4.6.5

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 Item icons

j- Base ik 1 W ¢ & AESCM Final Unsch Patl_ent_
A navigation
- . icons
DOV | SI | DEM | MHx |
HAMD | ECG | L&B | RAMD FREG Form
YITAL SIGNS Patient.: MAB/O610F1 Ll comment
Vital Signs icon
Form items—s| 1.* 'Weight (Record o ane 123.0) Okg @ lbs o
decirnad) %
2 ¥ Tempersture {Record fo one 97.9 $2C ®IER =1
Temaer Sl 4
Links to 3.*¥ Sitting Blood Pressure J.f mm Hg QV
form help 4.* sitting Pulse Rate bpm Q
5 * Sitting Resniration Rate breaths per minute Q
BMI 21.2
Select Action list Command buttons

Things to note

Patient information—Patient number and initials appear at the top-right of the form.

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.

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

query.

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.

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

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.

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 trial 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.

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

A

I AE' [ CONMEDS

aldactaside 200  Milligram Once daily ©Oral  Chronic Mo, specify End
disease Date ahd Time
Marf2/2004 20:00

lopressor 20 Milligrarn Once daily ©ral  Chronic Ma, specify End
disease Date and Time
Marf2/2004 03:00

|\Mark SV Ready nkReturn
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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).

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 Unsch

A
e
COMMEDS

CONCOMITANT MEDICATIONS — Unscheduled [2 of 2] OO Q@ Hew patient: 1E1/01-003 P
CONCOMITANT MEDICATIONS =

Sequence number 2
1.* Drug name ‘Iopressor ‘ @

(Trade Mame preferred)
2. Uritdose o
3" Units [milligram i~ @)
4% Frequency Onee daily [»] @
5.* Route Oral [+ @
5.* Reason for medication @ 9

() Other specify

7.* Started prior to study? @ es =1

Hr:Min {00:00-23:59) O| Iﬂ| / | lg| / | I9| V8

: 24-hour clock

a.* Ongo_ing? Oves Q &l
Hr:Min (00:00-23:59) @ Mo, specify End Date and Time
[ha-r  Gall ¢ [a sl 4 [anma LI

[Select Action] = R0
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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.

j. Base Wk 1 W wk 4 whk & AEFCM Final Unsch
A
Do | AE! COMNMEDS
ADVYERSE EVENTS — Unscheduled [1 of 3] Patient: JEJ/01-003 ®El
ADVERSE EVENTS i
Sequence number 1
1* Event lightheaded 5|
Diagnosis anly {if known) EAELLCE LS %
otherwise sign/symptom
2 prart d?é% %%dztiamgg) [Mar [v] /[15 [+] / [2004 [v] )
rimin :00-23:
: 24-hour clock
3.*  Outcome (& Recovered/Resalved, pravide End date and time Qg
hrimin (00:00-22:59) |Mar Iﬂ| i |24 Iﬂ| i |EDD4 Iﬂ|

: 24-hour clock

(" Recavering/Resalving

Associations With CCRF : CONCOMITANT MEDICATIONS

CONCOMITANT MEDICATIONS — Unscheduled [Page 1 of 1]

= -

aldactaside 200  Milligrarm Once daily COral  Chronic Mo, specify End
disease Date and Time
Mar/2/2004 20:00

lopressor 20 Milligram Once daily Oral  Chronic Mo, specify End
disease Date and Time
Marf2/2004 08:00

[Select Action] = |Ri | _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 trial. 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 ase Whk1 whkz Wk4 wka AE/CM Final Unsch
A

Form navigation . " 27517 PRER R R eleli S e |= 0 B |2

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.

¢ 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.

e 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

52

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:

¢ 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 trial.

InForm 4.6.5



Step by Step for CRCs and CRAs Guide

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.

3 Baseline:CLINICAL GLOBAL IMPRESSION Patient: YAN 989
——* 2. How depressed is the patient at this time? Bordarline depressed

Current data
value

istory —» TR

Solected Comment
Drabe entered: Mayf15/2004 11:07 .50 (GMT08:00)
Enterad by: tallen
Comment, bext: Pleaze chedk the source data
Comment details —p» Curreat Comment
Commant: Flease chedk the source data =

T

Command buttans
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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.

¢ 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 queries 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 (lick 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

b 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 appears only if you have the right to issue queries.

b 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.

v 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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p— — - -
Queries Audit Trail | Comment

4 Core Week 1:VITAL SIGNS Patient: ADJ/01-001

Current

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

e Dpen: The source docurment had & walue of 15 and this has a value of 10. Ple...

Query
history ——»

Query History: |ID1: Opened |« I

FSQAl12 AprflS/2004 09:06:02 miyrnch  Reissued:Opened The source document had a value

(GMT-05:00) of 15 and this has a valug of 10,
Please either correct this form or
the source document. Both values
should match.
PSQA18 Apr/7 2004 10:24:04 mmeyer Answered Original value is correct
{GMT-05:00)
PS0A18 Feb/15/2004 12:51:45 mlynch  Opened Data does not match source
(GMT-05:;00)
Query
details —— | Query
Action: Answer Query
Feasan: r‘| ;'

¢ Other:

| Submit | 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.

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

= : —————— =
| LILIeries Audit Trail Comment
)

4 Core Week 4:VITAL SIGNS Patient: JEU/01-004

Current 8 = citting Respiration Rate 12 breaths per minute
data value

¢ Dpen: Data does not match source

Server _ User Value Reason

Audit
trail — | PSOA18 Anef15/2004 12:02:42 mivach  Query 1@ Opened Data dogs not
(GMT-05:007 rmatch source
PSOA18 Mar/22/2004 16:48:32 mmeyer Data Entry: 12 Initial Entry
(GMT-05:007% breaths per minute

L

I Return

Links to details
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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 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—Each item in the audit trail is underlined, indicating a link to more detailed
information. To view details, click the undertlined text.

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.

1.* Date and Time of Wisit Mar v /|74 |~ 7 2004 [» {h_?) Qg
09 s - |40 || 249-hour clogh

Click to edit item 1
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current
data value —»

Audit Trail
selection —»

Change
controls —»

Clearicon

AT = - - . . -
Data Yalue(s) Queries | AuditTrall | Comment

# AE/CM:DATE OF VISIT - Unscheduled Patient: JE1/01-003

1. Date and Time of visit Mar/24/2004 09:40 -

mulﬂl Enter new value - I_

Enter New Yalue:
1,* Date and Time of Wisit |Mar;|f|24;|f’|2nn4;|E| Q&
|E|9 i I : |4D it | 2a-fhiour clock T

Reason for
change ——»

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

Date enterad:

Entered by: mmeyer
Reason for change: e | ;|
¢~ Other:

Things to note

Y Submit Y Return

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

Audit Trail selection— List of changes to the form item. Fach entry consists of the date 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.

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.

InForm 4.6.5



Step by Step for CRCs and CRAs Guide

InForm 4.6.5

Form help

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

To display the page:

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

i
3.* Sitting Blood Pressure | / | mm Hg

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

Protocal Guide

: Halp ' sit Cale
tudy Guide - =| * Fepont temperamre n ] entry

Tahle of be converted to the desired umts for report purposes.
|Contents « Beport usmg decual places, do not round to whele number,

Demograplics Form Ttem 3 Blood Pressure

Contents —»

Cencomitant o Measure blood pressure after patient has been sittmg for 5
bfedications Form TOUTIITES.
Easeline F ical Ttem 4 Pulse Rate

Exammaton Form )
» Pulse measurements should be made for one full rmanute after

Fhysical Examination completion of the seated blood pressure measurements.
F orm, T
Ttem 5 Respiration Rate

Fregnancy Form

+ Eespiration rate should be made for one fill minute after

ital SienaBP Form 2 completion of the seated blood pressure measurements. =
Page indexer @o Paqge EJMG - @ | Close
[@10one T [ ioemet 7

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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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 the 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

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.

UL N L R T 01 - (01) Massachusetts Ganeral Hospital =
SR aticot: TN cucry Status: (YREES| 1ssuer: CONEE)
m—_mm ssuer ______[status |

a1 01—001 (A02) Baseline DEM Thill Closed
1 Thill Answarad
o1 01-001 [ﬂDJ) Baselme Vs 1 swilson Answered
» Transcription Ermor
Query — |01 01-001 (AD3) Baseling vs 1 autaquery opened
summaries | *EB2snonse doss notsatisfy query
a1 01-001 (ADJ) Baselineg Ws 2 swilson Answared
» Linits missing in the source document
a1 01-001 (ADI) Commaon (Cross Trial) DOSE miynch Opened
. 5
o1 01-001 (ADI) Common (Cross Trial) DOSE milynch Openad
. * Response does not satisfy query
Links to 01 01-001 (A0) Comman (Cross Trial) posE miynch Closed
query ——»| * i}
details o1 01-001 (AD1) Common (Cross Trial) DOSE mlynch Answarad
. n item level commen T r I
01 01-001 (ADJ) Core Week 1 Dow i autoquery Closed
* Cloge Akg Query
01 01-001 (ADJ) Core Week 1 Do 1 autaquery Closed
* Close Auto Query
a1 01-001 (ADJ) Core Week 1 VS 1 autaquery Closed
* Close Auko Query
01 01-001 [ﬁ.D:l) Core Week 1 Vs 5 milynch Openad
a1 01-001 LADJJ Core Week 2 D 1 autoquery Closed
* Response satisfies quary
© O rooe BIEE|ors OO

T

Page indexer

Things to note

e Filters—To make it easier to find specific queries, the Query Listing page includes a set of 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.
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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.

Trial documentation

Overview: Trial documentation

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

Protocol

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

To display the trial protocol:

1 In the Navigation pane, click Documents.

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

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

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.
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Contents —»

Page indexer

Things to note

Demographics Form

{Concomatant
IMedications Form

Easeline Physical

Exammation Form

Fhysical Exammation
Form

Fregnancy Form

Ttem 5 Respiration Rate

be conwerted to the desired unsts for report purposes,
« Beport usmg decual places, do not round to whele number,

Ttem 3 Blood Pressure

o Measure blood pressure after patient has been sittmg for 5
minutes,

Ttem 4 Pulse Rate

» Pulse measurements should be made for cne full munute after
completion of the seated blood pressure measurements.

+ Eespiration rate should be made for one fill minute after

ital SienaBP Form 2 completion of the seated blood pressure measurements. =
0 € rae GEors OO | Close
[@10one T [ ioemet 7

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.

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.
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o Cicaioea

|*

Start Date:
Start date ———m|visit 1 (Baseline): [Feb =] [+ =] [2005 =]
Patient schedule —| "0 o0t - chede

[t antative Date | Schechded Date an T |
Wisit 1 (Baselne) ‘Wednesday, February 09, 2005
Visit 2 {Core Week 1) Wednesday, February 16, 2005
Visit 3 (Core Week 2) Wednesday, February 23, 2005
Visit 4 (Core Waek 4) Wednesday, March 09, 2005
Visit 5 (Core Week B) ‘Wednesday, Apnl 06, 2005
Wisit & (Study Termenaton) ‘Wednesday, September 28, 2005
Visit 7 {Unscheduled Patient visit) Unscheduled Wisiti(s)
\isit 8 (Extension Week 16) Dynamically Scheduled wvisit b
Yisit 8 (Extension YWeek 32) Dynamically Scheduled visit -

) [T e wntemee 4

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 papert.

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 ——» EEESS

¢ Wkl Wk2 Wkd wWka Final Unsch Wk 16 Wk 32

Form tabs—— Goous ' | DEM | P VS | CGI | HAMD
LAB CHEM | HEMA

SAMPLE: DATE OF VISIT Patient: NfASNSA

Yisit Date and Time
1. Date and Time of Visit I j ,fl :I j'l :I
[ =:[ =] 24-hourclock

Return button

Close button

Things to note

Online help

64

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

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.

Close button— Closes the document window.

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:

In the Navigation pane, click Help.

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.
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Logging off
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 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.

InForm 4.6.5 65



Chapter 4 Taking a quick tour

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 trial 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 trial
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.

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.

e E e e e e= e 01 - (013 Massachusetts General Hospital Lal| Status: _I

Highlight— | ore Study hedule
¥Wee e eel eek Termination
1 2 4 g
Patient 01 01-001 (401} Enrolled ‘, « « « ‘, « ‘,
status
01 01-002 (ESR] Enrolled ‘, « « « ‘, « ‘,
01 01-002(E]l Complete ‘5 ‘, ‘, v, ‘, v,
01 01-004(EW Enrolled ‘, ‘, ‘, v, «
d d B % & &
01 01-005(1-W) Enrolled ‘, ‘, ‘, v,
01 01-006 (KR} Enrolled ‘, ‘, ‘, v,
01 D01-008 (STE} Enrolled ‘, ‘,
Flag fakl ek aluts W4 E el ee— E
L
01 04-009 (RHF) Enrolled « v v « «
01 061071 (MAB) Enrolled

—
o

t t

::ladgeexer—h Qo Page ]nf1 o@ | Show Transferred

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

Things to note

InForm 4.6.5

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 trial.

e  Visit status—FEach 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—Each traffic light icon is a link to the patient forms for a visit.
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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
Case Books List when the list of trial patients 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 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 underlined 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 — [ LGS Bl started MIncomplete M Queries M Frozen MlLocked M S¥ Ready M S¥ Partial BlS¥ Complete
.. E
Visits
and CRFg —
ADWVERSE EVENTS AE
COMCOMITANT COMMEDS
MEDICATIONS
DOSING RECORD DOSE « « « ‘,
DATE OF WISIT DOV L ‘, ‘, ‘, ‘,
SUBJECT =11 | -
IDEMTIFICATION
DEMOGRAPHICS DEM L
MEDICAL HISTORY MHz

INCLUSION / EXCLUSION IMCEXC

200| [850] [6cd] 50| 800 [0 @05 [Boa] (8o

CRITERIA i
BASELINE PHYSICAL PE B
EXAMINATION
Flag FReSHr T = =1 L E
[+ Qv Qv (4]
&% B
CLINICAL GLOBAL el B
IMPRESSION
HAMILTON RATING HAMD R g -
fa MR NEDR (1S - ~

I\ Freeze Book

Command button Form status links to CRFs
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Things to note

Highlight—A series of checkboxes let you filter the display of traffic light icons for forms 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—Fach 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 queries.

Source verification and monitoring screens

InForm 4.6.5

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 CRFs 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:

In the Navigation pane, click Monitor.

SV Rt VISt R

" Bource Verification

" Source Verification Listing For Site: L1

SR ;.oicoi: COMO | sv stotus: NG cor statos: NG

I-_—md
PFSTOLMOM  Baseling Mot S Ready E
Check — PF PFSTOLMOM  Bazeline DOV Mot SV Ready ﬁ
X
boxes r FBF PFSTOLMOM  Baseling El Mot 5 Ready E
PFSTOLMOM  Baseline Vs Mot 5 Ready
Source __._J--‘“"' ﬁ
verification ~ #r PFSTOLMOM Common (Cross Tral)  AE[1] Mot SV Ready E
summary
r FrF PFSTOLMOM  Common (Cross Trial)  AE[2] Mot 5V Ready E -
r PF PFSTOLMOM  Common (Cross Trial) DOSE  Not SV Ready E D
[ FF  PFSTOLMOM Core Week 1 DOV Mot SV Ready ﬁ
r PFSTOZMOL  Baselng DEM  Not SV Ready i
o
Page indexer L_mk to source verification
view of form Freeze/Lock
buttons

Things to note

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 verification listing (on page 150).

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.

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

e Link to source verification view of form—Form names are undetlined, 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 4.6.5

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 ¥ sriflcatlon Reports

|Patient Iritiagks | Prnt Proview
(01) Massachusetts Genaral Hospital 01-001 an) Bonk Praview
{01} Massachusetts General Hoipital 01-002 ESR Erink Previgs
(01) Massachusetts Genaral Hospital 01-003 JE} Ponk Preview
(01} Massachusetts General Hospial 01-004 Jey ELink Previgw
(01) Massachusetts Ganaral Hospital 01-00%5 1 Prnk Brawvisw
{01} Massachusetts Genaral Hospital D1-006 KLP Exink Pravigw
{01) Massachusetts General Hospital 01-008 STE Ernk Previdos
{01} Massachusetts Genaral Hospital 04-009 AHP Brint Preview
(01} Mazzachusatts Ganaral Hospital 061071 AR Erink Prgviie
(01) Maszachusetts Genaral Hospital 123456789 ARC Erink Praview
(02) Cleveland Chnic 02-001 L] Prink Provyigw
{02} Cleveland Chnic 02-002 CRS5 Pring Pravigw
{02} Cleveland Clhric 0z-003 DML Erink Praygw
{02) Claveland Chnic 02-005 E-M Print Preview
(02} Cleveland Chnic 02-006 Y™ Pring Pravigw
(o) Chevidand Clnic D2-007 s Print Privigw
(02} Cleveland Clhnic 02-007 REP Ponk Preview
(04 Johns Hopking Hospital D4-001 AET Prink Previgw
(D4} kohns Hopkins Hospital 04-002 CHE Brnk Pravigw =

QO rwe 1 Q0

Fage indexer control Print Preview 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.
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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.

Note: To generate a print preview of the entire Case Book, click any Print Preview link.

fication | BY Report

Source Verification Reports

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

DATE OF VISIT
Site: PhaseForward Patient: PFSTODL/HOM  Wisit: Baseline

¥isit Date and Time
Ol | Date and Time of Visit A

FEEYNOT A CRF *** NOT A CRF *** NOT A CRF *** NOT A CRF ***

Navigation
arows

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 trial.

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.
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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.
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 Verfication | SV Report Reg Docs

;’ Visit Reports .

Visit Report For Site: PhaseForward
Visit Date and Time
1,* Date and Time of \Visit I =1/ =/ =] =

[T = [ =] 24-hour clock

Visit Report

2.* Is site in compliance with all SOPs? cYes ¢ HNo =

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

4* are all drug kits accounted for? rYes (MNo e

 Submit | Return

c Fill in the form and click Submit.
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InForm 4.6.5

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 sigh forms or case books or to view sighature 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 Sighatures page includes the words (Read-Only) in the
title.

To display the Required Signatures page:

e In the Navigation pane, click Signatures.

Filters :
) N T T T T T T T -
Slghatur'e ER 000 {ana) Core Weok & ELIG
summary

ER 555 (HND) Cora Weok & ELIG E
MGH 10291 (CBS) Core Week B ELIG  Janf27/200% 18:51:45 ﬁ
MGH 114 {CADY) Core Weak & ELIG Et

TRC TG R Core Weak B ELIG Mary/14/2004 22:38:31 ﬁj

Son Migw
S Wi
E iew
Sign iew
MiGH BS54 (14V) Cor Weak B ELIG  Mar/14/2004 21:37:24 ﬁ igw
OSUM 453 (BNZ) Core Weak B ELIG @* Sign igw
rl
OSUM  7EZ9 (MDO) Cor Weak & ELIG Sign igw
F 52 (MZD) Core Weak B ELIG  Movw/lf2004 21:15:16 ﬁ iow
ﬁ iaw
A 500 (WG} Core Weok & ELIG ﬁ, Sign aw
WA 790 (IRE) Core Weak B ELIG @ Sign igw
iy 801 (CKM) Core Weak & ELIG ﬁ* Sigr igw L
WA 812 (k) Core Waak B ELIG '.:i.i =
Details link
Signature status

Page indexer

Farm status

Things to note

e 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.

e 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.
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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
CRFs or case books in the Required Signatures list.

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

e 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

@ 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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By Ducs

Requlatory Document Checklists

Site links —  Mass Ganeral Hoseral

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 mlynch 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 trial.

Note: If some information is not available when you begin the Enroliment form, you
can enter partial enrollment 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.

80 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Accessing candidate information

InForm 4.6.5

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 trial candidate

T'o screen a trial candidate:

1 In the Navigation pane, click Enroll.

The Screening Log appears.

Soreening Log site |GUT TRt T T
I Patwnt |  Erwolled
ol roesged il Siamniber
SCRPF-1 HN Senf18/1969 Jun/10/2003 540 v
SCR-PF-Z  AML  Sep/11/1981 Jan/2/3004 felel:] mmw
Begional'
SCR-PF-3  BRE May/E/1979  Janf10/2004 & The patient has NOT met all Enrod
enrolment/exdusion oiteria
SCR-PF4 C<C  Dec/20/1980 Feb/16/2004 12T W
SCRPF-S KK Dec/13f1961 Marf4/2004 aggE v
SCRPFE RDF  Ape/S/I068  Apr/i2/2004 258 v
SCR-PF-T CAT Dec/20/1980 Aprf2/2004 1287 v
ECR-PF-B  MID Jun/il9/1957 Apri@/2003 a5z U
SCE-PF-0  YAN  Mar/S/1970 Marf2/2003 985 v
SCR-PF-10 TAT  Apr/4/1040  Aprf2/2003 ;mtmﬂ x
range; plaase confirm
SCE-PF-11 SW&  Ape/S/1972  Aprf2/20032 agn W
ECR-PF-12 TAC  Apr/4/1077  Febf2/2002 991 v
SCR-PF-13 ZG3 Bug/s5/1974  Feh/f3/z003 99z W
SCR-PF-14 GIH  Mar/8/1978  Apri4f2003 993 4
SCE-PF-15 EAG  May/4/1971 Mar/3/2002 994 W
OO0 rege E‘MJ o0 A i wivchiciule

2 Click Add Candidate.
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The Screening form appears.

SYSTEM SCREENING Candidate: Screening No:
1.* Patient Initials (Enter a dash if mo mvddie | o =]
Initial)
2 * Date of Birth [ ;]“ ;'“ =] o
3.* Race ¢ White, not of Hispanic origin o
¢ Black, not of Hispanic origin
¢ Hispanic

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

4.* Screening Date [ 1/ =] - -

5.* Do you want to continue with the " Yes &
oz L LI L Mo, speafy Reason:

¢ Did not meet entry critena
 Patient refused

¢ Physician decsion

3 On the Screening form, enter screening data, and click Submit.
The Screening Log reappears. The trial 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 trial.

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

InForm 4.6.5

To enroll a trial candidate:

1

2

3

In the Navigation pane, click Enroll.

The Screening Log appears.

Boreening Log (A0Sl FhaseFormard

Serpening | bratials | Date OF Birth Erwnliment Falkre

P ilner |

E-PF- HIFY Sen/18/1969 Jun/10/2003 540 W
SCRPF-Z  asé  Sepf11/1981 Jan/2fF004 felel:] Pabient has mowved
o site Edmonkon
Fegional’
SCE-PF-2 BREE May/6/1972 lan/10/2004 = The patient has HOT met all Enrpd
enrolimentfexdusion aiteria
|_E,|:E_—.EFJ C<C Dec/20/1980 Feb/f16/2004 aege v
SCR-PF-5 KK Dac/13/1961 Mar4/2004 agE v
|5J;ﬂ-_'ﬂ"_-ﬁ RDF  Apr/S/1968  Aprfl12/2004 258 ¥
SCR-PF-T ©CAT Dec/@0/1980 AprfE/2004 1287 v
|E,|:E_—.EF_-E MED  Jun/1971957 Apn /2003 asz ¥
SCRPF-O  YAN  ManS/1970  Marf2/2003 989 v
SCR-PF-10 TAT Bpriaf194%  AprfEfE003 e« Patient’s age is X
outside of expeacted
range; plaase confirm

SCERPF-11 SV BpefSf1972  Aprf3f2003 Qg0 W
|E,m:££—;|2 TaC Bpe/4f1877  Feb/2/2002 aag ¥
SCR-PF-13 IG5  Sawg/5/1974 Feb/3/2003 agz v
|EEB:E_'H GIH  Mar/4/19TE Aprf4/Z003 k] v
SCR-PF-15 EAG May4/1971 Marf3/2002 Q94 v

00 Fﬂf!,"l"l oD Al {Carndiate

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 /ndexer control/ (on page 26).

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

TEM ENROLLMERT

Incluzion Criteria

reobe: &l of the fallow
1.* Pabent is 18 to 50 years old at baseline

2 * Patent meets DSM-IV orteria for the diagnosis of Major
Depressive Episode and has a total score of at least 22 on
the 17-ibem HAMD at baseline

3.* Asigned and dated informed consent has been provided
Exchusion

4.* Ponopal psydatne dusgnosis other than Major Depressive
Episode

5 * Hagh sustde nsk &% judged by the nvestigator
a.* Suspected or definte alcohol or drug abuse

7.* Pabent is pregnant or breastfeeding woman or woman of
child-beanng potential not usng scoeptable means of
contraception

Patient Number
g.* Patient Number

g QUESTEOnS must be answered Yes for enroliment in ©

~Yes Mo o
~Yes ~No o
CYes ~No o
o @nrolmant in o phate of e Tt 1y
CYes N0 o
~Yes Mo o
CYes MNo o
CYes C~No NG o
I‘*““"“““" @ =

Candidate: CAR Screening Ho: SCR-PF-&

——— % T

Complete the Enrollment form to record whether the candidate conforms to the inclusion and

exclusion criteria for the trial.

Click Submit.

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 trial criteria 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 84)..

SYSTEM ENROLLMENT

Candidate: CAR Screening No: SCR-PF-6

Patient Meets All Criteria For Enrollment In Study

Click the "Enroll’ button below to enroll patent CAR in the Depression Study study,

To complete the enrollment, click Enroll.
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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.

e Displaying the Visit Calculator page.

Start Date:

visit 1 (Baseling): [Feb =] [ =] [2005 &l

Wisit 1 (Baselne)

Wisit 2 (Core Week 1)

Visit 3 (Core Week 2)

wisit 4 (Core Week 4)

Visit 5 (Core Week B)

Wisit & (Study Termmnaton)

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

Visit @ (Extension Week 32)

e rentatve Date Scheckied Dt an Tve

‘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 Visit(s)

Dynamically Scheduled visit
Dynamically Scheduled visit

]

8  The initial display of the visit calculator uses the current date as the date of initial visit, and

|*

1T @ e

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 browset.

9 Do one of the following:

InForm 4.6.5

e To go directly to the first patient form, click Go to First Visit.

e To return to the Screening Log, click Return.

89



Chapter 6 Enrolling

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 90), 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 91),
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 site; CUFTE LT

Srreaning Falhee Patient

Sumber
CR-PF- Sep/1B/1969 Jun/10/f2003
SCRPF-Z A8t  Sepn/11/1981 Jan/Z/2004 ooo Patient has moved
o site Edmonkon
Regicnal’
SCE-FF-3 BRE May/6/1979  Jan/10/2004 = The patient has NOT met all Enrcd
enroliment/exdusion oiteria

SCER-PF-4 C<C Dec/20/1980 Feb/f16/2004 aege W
SCR-PF-G JKE Dacf13/1961 Marfs 2004 aBge v
SCRPF-6  RDF  Ape/S/1968  AprflZ/2004 258 W
SCR-PF-T  cCAT Dec/Z0/1980  Aprf2,/2004 1287 v
ESCEPFE  MIZD  Jun/i9F1057 Apn /2003 gz W
SCRPF-O  YAN  ManS/1970  Marf2/2003 9@ v
SCRPF-10 TAT  Apr/4/1949 Aprf2/2003 < Pabent's age is X

autside of expected

range; plaase confirm
SCERPF-11 SV BprfSI1972  Aprf3f2003 Qg0 W
SCRPF-12 TAC  Apr/4/1977 Feb/2f2002 991 i
SCEPF-13 IG5  Sug/S5/1074 Feb/3/2003 gz W
SCE-PF-14 GIH Mar/4/197B Aprf4f2003 k] W
SCR-PF-15 EAG May4/1971 Marf3/2002 Q94 v

0O v I OO o

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 No: SCR-PF-F

Patient Did Mot Meet Study Criteria

Feason Patient Mot Enrolled:
The patient RUS was not enrolled in the Depression Study Trial.
» The patient has NOT met all enrollmentiexclusion crtens

Enrollment Owerride

You may overnde the enrollment status for this patient only affer discussion with an
authorized Sponsor representative

Document the discussion and the reason for override;

Date: [Feb =] |23 =] [2005 =] Time:[ =1 =]

Approved by: Title: |

Reason:
5
=

Enrall Oy Wt ol Heturm

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
To provide missing data and complete the enrollment:

1 In the Navigation pane, click Enroll.
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92

The Screening Log appears, if it is not already visible.

Screering | Indtials | Date OF Birth |ate Srresning Falhre Frunliment Falkre
sl o e ol roesged il

site: GUETEIER T T

Pateent
Sgiainilnet

Erwodled

SCRPF-]l MY Sen/18/1969 Jun/10/2003
SCRPF.Z  AML Sem/11/1981 lJan/2/2004

SCE-PF-3 BRE May/8/1979  Jan/10/2004

SCR-PF4 €+ Dec/20/1980 Feb/16/2004
SCR-PF-5  JKK  Dec/l3/1961 Marf4(z004

SCRPFEH RDF  Ape/S/IOBE  Apr/12/2004
SCRPET CAT  Dec/S0/1080 AphfZ/2004
SCR-PER  MID Jun/19/1957 AphG/20032
SCR-PF-O TaN Marf5/1970  Marf2/2003
SCR-PF-10 TAT  Apel4f1949  Aprf2/2003 & Pﬂ;’!!ﬂd
range; plaase confirm
SCRPE-11 SUG  Ape/SM1972  Apr/3/2003
SCR-PF-1Z TAC  Apr/af1977  Feb/2/2002
SCRPF-13 ZIGS Bugisf1974  Febh/3/2003
SCR-PF-14 GIH  Mar/4/197B  Apr4,/2003
SCRPE.1% EAG  May/4/1971 Marf3/2002

2 Locate the candidate you want to enroll.
3 In the Enrolled column for the candidate, click the X.

The Enrollment form appears.

& The patient has NOT met all
enrolment/exdusion oitena

540

8D

992
L]
994

i
IR
i

|

Regional
Enrpd
v
v
v
v
v
v
X
v
v
v
v
v

Bicdd | andlate

4  Enter data in the missing items. Items with missing data have a yellow background.

SYSETEM ENROLLMENT Candidate: ROB  Screening Mo
Inclusion Criteria

Mote: all of the following guestions must be answered Yes for enroliment in thes phase of the
shudy

1." Pabentis 18 to 30 years old at basehne @mYes (ONo

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

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

= * Pabtent meets DSM-IV criteria for the diagnosis of @Yes ONo

SCR-FF-R

3.* Asigned and dated informed consent has been ~Yes ¢ No
provided
Exclusion Criteria
Mote: all of the following guestions must be answered Mo or Na for enrollment in thes phase of
Fhe study
4. Principal psycheatnc diagnosis other than Major OYes  @No
Depressive Episode
5.* High suicide risk as jdged by the investigator OYes @No
&.* Suspected or definite alcohol or drug abuse OYes @No
7. Patient is pregnant or breast-feeding woman or OYes @No ONA

g.* Patient Numbar ‘PFSTODE | - | III,I
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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 trial criteria and can be

enrolled.

6 To complete the enrollment, click Enroll.

Candidate does not meet trial criteria

InForm 4.6.5

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.

SYETEM ENROLLMENT Candidate: RUS  Screening Mo: SCR-PF-7

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/excusion crtena

Enrollment Owerride

You may overnde the enrollment status for this patient only affer discussion with an
authorized Spornsor represertative

Document the discussion and the reason for override:

Date: [Feb =] |23 =] [2005 =] Time: [ = =]
Approved by: l— Title: I—
Reason:
-
o
Enrall | Do Mot Enrodl

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
trial with approval from an appropriate Sponsor representative, you can override the enrollment

failure and complete the enrollment.
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Candidate is ineligible

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

1

After you submit the Enrollment form, the enrollment override page appears. Click Do Not Enroll.
A message appears, asking you to confirm that you are refusing enrollment.

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.

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 Enrollment 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.

In the Enrolled column, click X.
The Enrollment form appears.
Review the entries on the form, and cotrect 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.
On the Enroliment form, click Submit .

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

To complete the enrollment, click Enroll.

Enroliment failure override is permitted

An enrollment failure can be caused by either of the following reasons:

Patient did not meet eligibility criteria.

Patient data is incomplete.

To override the failure and complete the enrollment, use the procedure described in Enrollment is
allowed with incomplete data (on page 90).

InForm 4.6.5



Step by Step for CRCs and CRAs Guide

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 Enroliment form, the Patient Meets All Study Criteria message 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 Enrolled column for the patient has an Enroll link, indicating
that the patient has not been enrolled.

Site: PhaseForward

Screening | Initials | Date Of Birth EDE-I.P. Soreening | Enroliment Failure Patient | Enrolled
Mumber | Screened Failure humiber

SCR-PF-1 HOM  Aprf1/1977 Feb/3/2004 PFSTOD1
SCR-PF-2 MOL Oct/31/1975 Feb/1/2004 PFSTODZ v
SCR-PF-3 CAD  May/7/1977 Feb/7/2004 PFSTOO3 o
SCR-PF-4 STO  AuQ/B/1978 Feb/5/2004 PFSTOD4
SCR-PF-5 SUF  Julf2/1978  Feb/9/2004 PFSTODS
SCR-FF-6 CAR  Mar/a/1573 Feb/4/2005 Emnroll
SCE-PF-7 RUS  Sep/21/1973 Feb/S/2005 » The patient has NOT X
gne;cnﬁlenﬂendumun
critena
SCR-PF-B ROB  Mar/28/1968 Feb/10/2005 Enroliment Farm X
Incomplete
1 3
Q) rage P Jot1 QO Add Candidate
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Overview: Entering form data

Form types

Iltem types

98

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.

e 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 trial 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:

e 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.

1.* Gender O Male QB
& Female

o * Date of Birth lan |+ /|1 || /1971 | QB
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e 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
separate from the main form.

Start date Stop date Blister pack | Total # # Doses Doses Reason
tablets per day missed
per dose
1 Mo

1.3 Feb/19/2004 Feb/28/2004

1.b Febf2s/2004 Marfllfz004 134 2 1 Mo E——"
1.c Marf11/2004 Aprfl8/2004 412 2 1 Mo E:"
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.
[JFParent
[]Parent's sibling
[]5Sibling
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 =] 7 A date time control can include some or
. all of the following parts: month, day,
| =l =] 24-hour iock 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 drop-

| : I 249-hour clock [hhemm]  down lists.

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

Expanded calendar
e To insert a different date, choose
“Jun; Mo W;I 1!20:? S;I the month and year by using the
drop-down lists. Then click the
e date. The time field remains blank.
34 32 67 8 9

1011 12 13 14 15 16 You can also use the drop-down lists to
171818 20 21 22 23 select or change the month, day, year,
24 25 PB|A7| 25 28 30 hour, minute, and second.

12 3 4 56 7

Your trial might be designed to show
time parts as text boxes. In this case,
enter the numerical values in each box.

Today

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: |

100 InForm 4.6.5




Step by Step for CRCs and CRAs Guide

Entering form data

InForm 4.6.5

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—LEnter data from the source documents into the controls on the form,
using the methods described in Data-entry controls (on page 99).

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 99).

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 99).

Click Submit.

You receive a confirmation message if the data is submitted successfully. Depending on the
design of your trial, 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 successfully messages
(on page 102).

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 amessage 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 comment icon ( ) in the far-right column of the item.

The Comment page appears.

} Core Week 1:DATE OF VIRIT Fatient: YAM 909

Commuent History:

Selected Comment

Diate entared:

Entered by: tallen

Comment: test:

Cwrrent 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.
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Note: The comment icon for the form item is yellow and contains an exclamation point (!),
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 Week 1:DATE OF VIRIT Fatient: TAN 909

Commuent History:

Selected Comment

Date emtared:

Entered by: tallen

Comment: tead:

Current Camment

Coemimignt: ;I

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

In the update confirmation box, click OK.

o S e N |

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, trial drugs, adverse reactions and concomitant medication.

A form can have zero-to-many associations. Trial designers define the ability to link two forms. If
your trial 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.

D AE 1 MEDS

ADVYERSE EYENTS - Unscheduled [Page 1 of 1]

1 1 lightheadedness Mar/15/2004 09:00 RecoveredsResolved, Intermittent Dose Mo Yes Mot Unknow
orovide End date and not Applicable
tirme changed
Mar/24/2004 10:00

2 2 Dizziness Marf15/2004 10:00 Secovered/Resalved, Intermittent Dose Mo ([} Mot Unknow
orovide End date and not Applicable
time changed
Mar/24/2004 09:00

3 3 MNausea Marf15/2004 09:00 Recovered/Resolved, Intermittent Dose Mo Mo Mot Unknow
orovide End date and not Applicable
tirne changed
Marf20/2004 09:00

4 »

3 From the summary view, select the number in the far-left column for the form you want.

InForm 4.6.5 105




Chapter 7 Entering form data

The bottom half of the page displays the forms that can be linked with the form you selected.

Do AR CONMEDS

ADYERSE EVYENTS — Unscheduled [1 of 3] Patient: JEJ/01-003 *

ADYERSE EVENTS i
Sequence number 1

i, | SISE lightheaded o
Diagnosis only (7 krowe) Lol bL LS @
otherwise signfsymptam

2.  Start date and time Mar |v] / [15  [v] / [2004 [+ 3
hr:min {D0:00-232:53) | D' ‘ D' | D' %

1 24-hour clock

g7 Outcome (&) Recovered/Resolved, provide End date and time Q

hrimin (00:00-23:59) |Mar |Z|| i |24 E“ fi |2004 E| -

Associations With CCRF : CONCOMITANT MEDICATIONS [Show all] -

CONCOMITANT MEDICATIONS — Unscheduled [Page 1 of 1]

aldactaside 200 Milligram Once daily  Cral  Chronic Mo, specify End
disease Date and Time
Marf2/2004 20:00

lopressor 20 Milligram ©nce daily  Oral  Chronic Mo, specify End

disease Date anhd Time
W= NNA Noonn

| Submit | Return

OO EEErmIEa| Q) (Hew | Patient: JE1/01-003

Sequence | Drug name | Unit ts Fre cy | Route | Reason for | Started | Ongoing? "CRF : ADVERSE
number Dose medication EYENTS Assoc
1 @

aldactaside 200  Milligram Once daily  Oral  Chronic Mo, specify End 1.
disease Date and Time
Mar/2/2004 20:00

lopressor 20 Milligram Once daily  ©ral  Chronic Mo, specify End . Q
disease Date and Time v|
W =200 A onn

[Select Action] = |FECITEL | Submit | Return

5 'To save the association, click Submit.

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.)

- now

DATE OF VISIT — New Unscheduled Visit Patient: HOM/PFSTDD1
Visit Date and Time

1.* Date and Time of \isit | :I f| ﬂ j| ﬂ )

| "|-'| 'Ié‘#whourr:io-:ir

T [ew visit] = | [Select Action] = |RELTS

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 Answeting queries (on page 131).

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

1  Click the entered value.

The Data Value(s) page appears.

Data Value(s) | auditTraill | Comment

4 Baseline:DEMOGRAPHICS Patient: MAB/061071

3. Race Hispanic -

MHIE' Enter new value - I_

Enter Mew Yalue:

2% Race ¢~ White, not of Hispanic origin Qg &
¢~ Black, not of Hispanic arigin
v Hispanic

=~ Asian or Pacific Islander
¢ American Indian or alaskan Mative
¢ Other or Unknown

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

Date entered:

Entered by: mrmeyer
Reason for change: r‘| ;'
¢~ COther:

|_Return
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2 Enter the correct value and select or enter a reason for change.
3 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.

4 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 4.6.5

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:

e The background color of the form item changes to pink.

e The text of the query appears underneath the form item.

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

VITAL SIGNS Patient: JEU/01-004 *

vital Signs

1.* allfl'\é-zj.r??};t.f [Record o one 49.4 kg <
o ¥ ;eecr?nas;ature (Record to orne 38,8 °C Sh o4
3.* Sitting Blood Pressure 110/ 64 mm Hg <
4% Sithing Pulse Rate 110 bom Sh 4
5,* Sithing Respiration Rate 12 breaths per minute QY

* Dpen: Data does not match source
BMI 13.32

[Zelect Action] |_Return
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An item is inapplicable, unknown, or not done

If your trial protocol permits, you can skip form items if they meet any of the following criteria:

110

The item on the form does not apply to the patient.
The data is not available.

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.

, Corp Wank T:VITAL SICNS Patient: DEDSIODF

Camannt Histomg:

Selected Comment

Date entored:

Ertangd by tallan

Commant beost:

Current Codment

Commant; =]

Rpason ntomplate: = Mot Dong

Lo add oamesent

above) ™ Mot Apphicabls
& Unilonawn

Click Submit.
In the confirmation message box, click OK.
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 fo ore Mot Done 5]
decima! <
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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 trial protocol permits, you can
skip form for any of these reasons:

The form is not applicable.
The data is not available.

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.

Click Submit.
In the confirmation message box, click OK.
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

InForm 4.6.5

During trial 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:

If you cannot see an item on a form, you might not have rights to view that item.

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.

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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Updating form data

In this chapter

Overview: Updating form data ... 114
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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

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.

" pata value(s) Cueries Audit Traill | Comment

4 Baseline:DEMOGRAPHICS Patient: MAB/061071

3. Race Hispanic -

MHIE' Enter new value - I_

Enter Mew Value:

2% Race ¢~ White, not of Hispanic origin Qg &
=~ Black, not of Hispanic arigin
v Hispanic

= Asian or Pacific Islander
¢ American Indian or alaskan Mative
¢~ Other or Unknown

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

Date entered:

Entered by: mrmeyer
Reason for change: r‘| ;|
¢~ COther:

| Submit | Return
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Audit trail

116

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 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) 3 Audit Traill | Comment

4 Baseline:VITAL SIGNS Patient: MAB/061071

3. Sitting Blood Pressure 110/ &5 mm Hg

Augf14/2007 18:18:50 (GMT-05:00) mmeyer =

3. Sitting Blood Pressure 110/ B85 mmHg

Reason For Change

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

Date entered: Augfl4/2007 18:18:50 (GMT-05:00)
Entered by mmeyer
Reason for change: Other!

Transcription Error

¢  On the Data Value(s) page—Click the Audit Trail tab.

i~ 3 . _ . —
| Queries Audit Trail Comment

Data waluels)

Patient: MAB/f061071

4 Baseline:VITAL SIGNS
3. Sitting Blood Pressure 110/ 65 mmHg

PSOA18 Augfl4/2007 18:18:50 (GMT-  mmeyer Data 110/ 65 mm  Transcription
05:007) Entry: Hig Error

PSOA18 Augfl4/2007 18:18:15 (GMT-  mmeyer Data 100/ 60 mm Inital Entry
05:00; Entry: Hg

¢ On the form—Click the audit trail icon for the item whose audit trail you want to view.

3 | Sitting Blood Pressure J.f mm Hg Qg
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InForm 4.6.5

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 specity for a site. You specify the time zone for 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 necessatry 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

118

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) Queries | AuditTrail | Comment

Patient: MAB /061071

4 Baseline:DEMOGRAPHICS

3. Race Hispanic -

MHIE' Enter new value - I_

Enter Mew Value:

2% Race ¢~ White, not of Hispanic origin Qg &
=~ Black, not of Hispanic arigin
v Hispanic

= Asian or Pacific Islander
¢ American Indian or alaskan Mative
¢~ Other or Unknown

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

Date entered:

Entered by: mrmeyer
Reason for change: r‘| ;|
¢~ COther:

Return
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For an itemset, all items in the itemset are visible.

' Data Value(s) Row Queries | Row AuditTrall | Row Comment

4 Core Week 1:DOSING RECORD Patient: MAB/061071

Start date | Stop date Blister Total # # Doses Doses Reason
pack tablets per day missed
per dose

1.2 Junf20/2007 Augile/2007 223

S rgE | Enter new value

Enter New VYalue:
Dosing Record Entry

[MNSTRUCTIOMNS

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 [1un =1 /[z0=] /[z007 =] g

* Stop date [ug =] /[16 =] /[2007 =] & Cae

* Blister pack number el @ &

* Total # tablets per dose |1 Q &

* # doses per day |3 Q =

* Were any doses missed since last = Mo )] &8
wisit? ¢ ¥es, how many? I_

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.

N e e, |

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.

122 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Clearing data from an item

To clear data from an item, use the reset value icon &# in the far right column of the form:

To clear data before submitting it:

Click the reset value icon in the same row as the item.

To clear data that has already been submitted:

1
2
3

Click the entered value.

On the Data Value(s) page, click the reset value icon and select or enter a reason for the change.
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

To clear data from an entire form:

1
2
3

InForm 4.6.5

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

Baason for dearing the form ~ .-l

i~ Cther

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.

123



Chapter 8 Updating form data

Deleting or undeleting an itemset

To remove data from an itemset, you can do one of the following:
e  (lear a single item.
e Declete an entire row before it is submitted.

o 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 number.
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InForm 4.6.5

3
4

The Data Value(s) page for the selected itemset row appears.

C Data Yalue(s) Row Queries audit Trall | R amrment
Patient: MABR/D61D071

4} Core Week 1:DOSING RECORD

Start date | Stop date | Blister Total # Doses
pack tablets missed
per dose

Lack of
Efficacy

1b Apr/S/2007 May/2/2007 223

Enter new value

Audit Trail:

Enter Mew Yalue:
Dosing Record Entry

[MNSTRLUCTIONS

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 [epr =1/[5 =] /[z007 =] T g &
* Stop date IMay;I;"IIE ;IJ"IIEDD?;IE Qa
* Blister pack number oog Q =

* Total # tablets per dose |2 D & -

| 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 W wike 2wk 4 Wik & AESCM Final Unsch

A

ooV | VS [ pose
DOSING RECORD Patient: MABf061071 >

STARET THE DOSIMNG RECORD WITH THE Day OF THE LasT WISIT aMD EMD WITH THE Day OF
PRESEMT WISIT (Account for all changes in dose, missed doses, and days off therapy on known
dates)

Dosing Record  Add Entry

IMNSTRUCTIOMNS
1. Enter a new recard 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 Stop date Total # Doses
] tablets missed
per dose

l.a Marf20/2007 &prf1/2007

T AprfSfEREF MawEfRasF 229 = =3 e batkof l

[Select Action] = RSl

) Return

Undeleting an itemset
T'o undelete an itemset:

1 Navigate to the form that contains the itemset you want to undelete.
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wik 2wk 4 wk 3 AESCM Final Unsch

Dov | WS ,ﬁ
TR Patient: MABf061071 ¥

START THE DOSIMNG RECORD 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

[WSTRUCTIONS

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 Stop date # Doses | Doses Reason
per day missed

l.a Mar/20/2007 Apr/1/2007

l

ol SEESRRET Moeiiones oo

[Zelect Action]

2 Click the underlined row numbet.
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The Data Value(s) page appears, displaying the itemset row that you selected.

31 Core Week 1:DOSING RECORD Patient: HOM/PFSTOD1
| [ 5 [Total # | e w0t
Start date T | Blister pack | tablets ::;?ff;d | Reason
| per dose Laaitis
o Mar/3E084  Marf2SiR004 162 g g He Mot
Applicable

T T G CH Y Enter new value

Enter Mew Yalue:
| Total # - R |
Start date Stop date :ali-_,u-r pack :ﬂl:ltj:; : :;-E‘;:; EE:ij-:'-'l‘-?"j | Reason
Fom MerfEGE4 MarfESiRGRe  16R 2 = Frr Mot
Applicabla

Reazon For Change
Mota: Open guaries will autormatically be answared with any data change.

Date enterad: [
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

InForm 4.6.5

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 trial 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 desctibed in Updating form data (on page
113).

Entering answer text.

To use this method, follow the instructions in Answering queries (on page 131).
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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.

¢ 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 QY

& Dpen: Please confirm that this respiration rate was taken at the beginning o...
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Query Listing

InForm 4.6.5

The Query Listing displays a summary of all queries and provides links to the form items against
which the queries are written.

To view the Query Listing:
e In the Navigation pane, click Queries.
To display details about a specific query:

o  C(lick the undetlined form name or item number.

Patient: _I Query Status: Issuer: _I
CRE
Dl 001 (&a01) BaSEllne WS
. RESDDHSE does not satisfy guery
01 01-001 (AD1) Common (Cross Tral) OOSE
* Fesponse does not satisfy guery
o1 01-001 (ADT) Corrmon (Cross Trial) DOSE
* Fecponse does not satisfy guery
01 01-001 (ADT) Core Week 1 WS
* The source document had a value of 15 and this has & value of 10. Please either correct this -
01 01-001 (AD2) Study Termination SC
* The answer to this guestion can't be "Mo' if vou entered an AE (which you did), Please either
a1 01-002 (ESR]) Baseling LAB
* The source document must match the values in InForm. Please correct the values.
01 01-002 (ESR) Core \Week 8 WS
* Data does not match source
01 01-004 (IELN Core Week 4 WS |
* Data does not match source
01 01-005 (1-M) Baseline =9
* The source document looks like itis "ILM". Please clarify the patient initials.
o1 04-002 (RHRP) Core Week 4 WS
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Queries page

134

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 TFrom the Query Listing, click the underlined query text.

Queries Audit Trall | Cormmment

4 Core Week 4:VITAL SIGNS FaUenL SR g =0gS

5. Sithing Respiration Rate 10 hreaths per minute

s Open: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Opened vl
Server] —— Dote | User | State | Reasn

PSQA1E Aprfl5/2004 09:23:172 mlynch Opened Please confirm that this respiration rate
(GMT-05:00) was taken at the beginning of the
patient visit,
Query
Action: Answer Query
Reason: r‘| ;'
i~ Other:

(| _Bubmit | Return
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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 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

136

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 s B ST 0] - (01) Massachusetts General Hospital =
- -

IZ|1 Dl 001 (&a01) BaSEllne
* Fesponse does not satisfy query
01 01-001 (AD1) Common (Cross Tral) OOSE

* Fesponse does not satisfy guery

o1 01-001 (ADT) Corrmon (Cross Trial) DOSE
* Fecponse does not satisfy guery

01 01-001 (ADT) Core Week 1 WS

* The source document had a value of 15 and this has & value of 10. Please either correct this -
01 01-001 (AD2) Study Termination SC

* The answer to this guestion can't be "Mo' if vou entered an AE (which you did), Please either
a1 01-002 (ESR]) Baseling LAB

* The source document must match the values in InForm. Please correct the values.

01 01-002 (ESR) Core \Week 8 WS

* Data does not match source

01 01-004 (IELN Core Week 4 WS

* Data does not match source

01 01-005 (1-M) Baseline =9

* The source document looks like it is "ILN", Please clarify the patient initials,
04-002 (RHRP) Core Week 4

2 Click the underlined query text for the query that you want to answer.
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The Queries page appears.

Queries Audit Trall | Cormmment

4 Core Week 4:VITAL SIGNS FaUenL SR g =0gS

5. Sithing Respiration Rate 10 hreaths per minute

s Open: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Opened vl
Server] —— Dote | User | State | Reasn

PSQA1E Aprfl5/2004 09:23:172 mlynch Opened Please confirm that this respiration rate
(GEMT-05:00) was taken at the beginning of the
patient wisit,
Query
Action: Answer Query
Reason: r‘| ;'

i~ Other:

Submit Return

3 Click the Data Value(s) tab.
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The Data Value(s) page appears.

o — alue(s) Quer [ audtTrail | Comment

4 Core Week 4:VITAL SIGNS Patient: RHP/04-009

5, Sitting Respiration Rate 10 breaths per minute

e Open: Please confirm that this respiration rate was taken at the beginning o...

Audit Trail:

AprfS2004 16:00:51 (GMT-05:000 ssullivan =

5. Sitting Respiration Rate 10 breaths per rminuite

& Dpen: Please confirm that this respiration rate was taken at the beginning o...

Reason For Change

Mote: Open queries will automatically be answered with any data change.,
Date entered: AprfS2004 16:00:51 (GMT-05:00)
Entered by: ssullivan

Reason for change: Other:
Initial Entry

|_Return

4 Type the new data value and the reason for change.

5

Click Submit.

Submitting answering text

138

To submit an answer to a query:

1

In the Navigation pane, click Queries.
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The Query Listing page appears.

PLs e S B s ST 0] - (01) Massachusetts General Hospital -

- -
IIIl Dl 001 (&a01) Basellne

* Response does not satisfy guery

01 01-001 (AD1) Common (Cross Tral) OOSE

* Fesponse does not satisfy guery

01 01-001 (AD1) Common (Cross Trial) DOSE

* Fecponse does not satisfy guery

01 01-001 (ADT) Core Week 1 WS

* The source document had a value of 15 and this has a value of 10. Please either correct this -
o1 01-001 (ADT) Study Termination SC

* The answer to this guestion can't be "Mo' if vou entered an AE (which you did), Please either
a1 01-002 (ESR]) Baseling LAB

* The source document must match the values in InForm. Please correct the values.,

a1 01-002 (ESR) Core \Week 8 WS

* Data does not match source

01 01-004 (IELN Core Week 4 WS |
* Data does not match source

01 01-005 (1-M) Baseline =9

* The source document looks like it is "ILN", Please clarify the patient initials,
04-009 (RHP) Core Week 4

2 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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140

4

5

The Queries page appears.

Queries Audit Trall | Cormmment

4 Core Week 4:VITAL SIGNS Patient: RHP/04-009

5. Sithing Respiration Rate 10 hreaths per minute

s Open: Please confirm that this respiration rate was taken at the beginning o...

Query History: |ID1: Opened vl
Server] —— Dote | User | State | Reasn

PSQA1E Aprfl5/2004 09:23:172 mlynch Opened Please confirm that this respiration rate

(GMT-05:00) was taken at the beginning of the
patient wisit,
Query
Action: Answer Query
Reason: r‘| ;'

i~ Other:

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:

e Changing the data value again.
To change the data value again:
1 Check that the value was entered correctly.
2 Check that the value matches your source data.

3 Check the trial documents, including CRF help, if it is available, to find the range of
permitted values for the item.

4 If you find that the data is in error, change the data.

5 Click the current item value, and proceed as desctibed in Changing the data value of the
Item (on page 1306).

¢ Entering answer text.

To use this method, follow the instructions in Submitting answering text (on page 138).
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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:

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 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.
5  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 149).
e From a printed listing (on page 162).

148 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Online source verification

InForm 4.6.5

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 source 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.

149



Chapter 11 Performing source verification

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 uppet-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 a2 comment e On an item: Click the comment icon that is located in
the far-right column of the row.

e 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 (lick 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.
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3 Click Submit.

In the Source Verification listing, the SV Status entry changes for each form whose source
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

152

When you perform source verification online, you can access the source verification view of forms
from either of the following locations:

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 153).
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 150).
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Accessing the form from a case book

You can perform source vetification 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 Alter the display for source vetification status (on page 154). 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 150)

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 150)

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 Verify.

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

154

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 Frozen

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.
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To filter the Time and Events schedule for Source Verification status:

1 If the Time and Events schedule is not displayed, do the following:
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.
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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 164) page.

2 Optionally, filter the list of forms (on page 150).
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

156

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.

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 is,
displaying nothing).
e To choose a Public filter, select its name from the drop-down list. For

more information, see Public filters (on page 157).

e To modify a public filter or create a custom filter, click Edit. For more
information, see Custom filters (on page 158).
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InForm 4.6.5

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 All.

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 157) or a Custom filter (on page 158)
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.

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.

157



Chapter 11 Performing source verification

158

Public filter name Displays a list of

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 criteria, click the Edit button.

To make changes, select or deselect the checkboxes, and save the filter as a Custom filter (on page
158).

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.
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.
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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 appeat.
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.

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

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.

r Source Yerification

|
Source Verification Listing For Site: [0
patient: CUNNNO| sv status: N0 crr statos: EONENCY
nm—_m—m—

[ PF  PFSTOLMHOM Baseline Mot SV Ready H
r FF PFSTOLMOM  Baseline POY Mot SV Ready
[~ FF FFSTOLMOM  Baseling Pl Mot 5V Ready H
r FPF PFSTOLMHOM  Baseline ¥ Mot 5V Ready

FF PFSTOLMOM  Common (Cross Trial)  AE[1] Not SV Ready

S

~ FF PRSTOLAMOM  Common (Cross Trial)  AE[2] Mot S\ Ready
-

PF PFSTOL/HOM  Common (Cross Trial) DOSE Mot SV Ready
r PF PFSTOLMHOM  Core Week 1 DOV Mot SV Ready
= FF PFSTOZMOL  Baseline DEM Mot SV Ready

ﬁ,ﬁﬂ"ﬁ
550 650 B0 B0 B T

OO vuoc ot 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

1506).
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 CRF's. You can then verify the data offline. After you complete your review, do the following:

Log on to the InForm application.
Issue queries where necessary.

Record the results of your review. Use the source verification view of the CRF's that you
checked.

Printing an SV Report for offline verification

162

To perform source verification offline, you can print a copy of the forms for a patient:

1
2

In the Navigation pane, click Monitor.
Click the SV Report tab.

The Source Verification Reports page appears.

Source Verlflcation Reports

_Mmm
(01) Massachusetts Genaral Hospital 01-001

{01} Massachusetts General Hospital 01-002 ESR En.n_l;ﬂmm
{01} Massachusetts Genaral Hosprtal 01-003 JE} Ll VIEwW
(01} Massachugetts Genaeral Hospital 01-004 JEY Erink Praviaw
(01) Massachusetts Genaral Hospital 01-005 N Print Praviaw
(01} Massachusetts Genaral Hospital 01-006 KLP Prink Praview
(01) Massachusetts Genaral Hospital 01-008 STE Print Praview
(01} Massachusetts Genaral Hospital 04-009 RHP Print Preview
(01) Massachusetts Ganaral Hospital 0&1071 Mg i vigw
(01) Massachusetts Genaral Hospital 123456789 ARC Brint Praview
(02} Clewveland Chnic 0z-001 A0 Print Prigvigw
(02} Clevedand Chnic 02-002 CRS Erint Preview
(02} Cleveland Chnic 02-003 DML Prink Preview
(02) Clevedand Chnic 02-005 E-M Erint Praview =
{02} Cleveland Chnic 02-006 KM Erint Praviaw
{02} clevedand Chnic 02-007 NS Brint Pravigw
{02} Cleveland Chnic 02-007 RRP Erint Previgw
(4] Johns Hopking Hospital 04-001 AET Print Bravigw
{04) Johns Hopkins Hospital 04-002 CHE Print Previaw i
OO0 v | OO0

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.

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.

Click Print Preview for the patient for whom you want to print CRFs.
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The InForm application displays a ready-to-print view of the first form in the first visit for the
patient.

Source YVerification Reports

EEMNOTACRF """ NOTA CRF *** NOT A CRF *** NOT A CRF ***

DATE OF VISIT
Site: PhaseForward Patient: 1002/DED  Visit: Baseline

Wisit Date and Time
[ 1.*|Date and Time of visit Mov/1/2004 08:09

240

FEEMOTACRF *** NOT A CRF *** NOT A CRF *** MNOT A CRF ***

gﬁ-"“ QQ Print | Return

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.

Click Print.
Click Return.

The Source Verification Reports appeats.
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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 vetification status (on page 166) and data entry status of forms.
e Display the source verification view of a particular form.

e  Filter 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 nhame 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.

F — ' - .
S gurce Verification SV Report | Wisit Reports | Reg Do

site: IR | <t/ . [N
Filter: M _Edit

TS TN S S TS {3 o -

o1 01- EIEIlfADJ AE,-’CM Mot S5V Ready
o1 01-001/501 Baseline Mot SY Ready
o1 01-001/401 Baseline Mot 5W Ready
o1 01-001/401 Baseline Dionf Mot SW Ready
01 01-001/501 Baseline Mot 5Y Ready
o1 01-0017401 Baseline Mot S Ready
01 01-001/501 Baseline Mot 5Y Ready
o1 01-001/401 Baseline LAR SV Complete

o1 01-001/401 Baseline FE SV Complete

01 01-001/401 Baseline =1 SV Complete

o1 01-001/401 Common (Cross Tral) CONMEDS [1] SYW Complete

01-001/401 Core vWweek 1 Doy SV Complete

B
i
i
i
i
i
i
i
i
i
i
i

3 [eoc] [eco] [eco] [eco] [ecc] [eco [ecc] jeco] [ecc] [eco] [eco] [eoo]

00_ Page iluf 8-2 o_@ _ - -\Freeze -\UnFreeze -\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 150).
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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:

o 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 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.

Iltem 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:

e 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 occurs.

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:

e  Opened—Queries 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.

170 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Issuing a query
To issue a query:

1 In the Navigation pane, click Patients.

The Case Books List appears.

Case Books For Site: PFhasef onmard

e | Patient Status Baselie | Core | Core | Core e tscheduled | Extenvion
4 ratiend Wisit |

| Wk Palied Wesk 16 |

PF 1102 (HRAl Encolled E"

PF 1515 (x¥Z] Eorcled E

PF 340 (HIY] Eorcled E

£ 9 (0 650 50l B B 0 [l 8 60 Bl
£ £ 63 6 650 6 650 50 65 6 60 e
20 2 ) £ 65 0 3 o B0 g B
(el e s Rz f e f e Y siee R el e f s R e R o] £
= £ B 5 ) Bl 0 ol )

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 Wk 1 wlkz Wk4 Wk 3 AE/CM Final Unsch
Y

oo [ ye DOSE! | CHEM | HEMA
1

WITAL SIGNS Patient: DML/02-003

Vital Signs
1.* Weight {Record o one 132.0 lbs g

decirnal
o * ;sé'?r;:u?glfrature (Record fo one  98.6 °F o
3.* Sitting Blood Pressure 140/ 22 mm Hg %?
4% Sitting Pulse Rate B6 Lo '
5 * Sitting Respiration Rate 16 breaths per minute £
BMI 17.9

[Select Action] = [RErTe] el i

IKUnfreeze nkLm:k nkEn-ahle S Mode nkReturn

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.

¢ 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

3} Core Week 4:VITAL SIGNS

3. Sitting Blood Pressure 140/ 88 mm Hg

Query History: Mo Queries

S over | owe | user | stte | Ressn |

|_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.
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Patient: DML/02-003

4 Core Week 4:VITAL SIGNS

3. Sitting Blood Pressure 140/ 88 mm Hg

Query History: I[Create MEw querr_.r];l

™ sewer | pate | user | stwe | Reason |

Query
Action: |Create Query In Candidate State;l
Reason: r‘| x|

 Other:

| Create Query | Submit | Return

6 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.

7  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.

8  Click Submit.

The form on which you entered the query appears. The appearance of the item changes as
follows:

e If youissued 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 breaths per minute g

* Dpen: 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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Opening a candidate query
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To change a candidate query to an opened query:

1 In the Navigation pane, click Queries.

The Query Listing page appears.

LS s B ST 0] - (01) Massachusetts General Hospital =
CRE

Dl 001 (&a01) BaSEllne
. RESQDHSB does not satisty guery
01 01-001 (AD1) Common (Cross Trial) DOSE
* Fesponse does not satisfy guery
o1 01-001 (ADT) Corrmon (Cross Trial) DOSE
* Fesponse does not satisfy guery
01 01-001 (ADT) Core Week 1 WS
* The source document had a value of 15 and this has & value of 10. Please either correct this -
01 01-001 (AD2) Study Termination SC
* The answer £o this guestion can't be "Mo' if you entered an AE Cwhich you did), Please either
a1 01-002 (ESR]) Baseling LAB
* The source document must match the values in InForm. Please correct the values.
01 01-002 (ESR) Core Week 8 WS
* Data does not match source
01 01-004 (IELN Core Week 4 WS
* Data does not match source
01 01-005 (1-M) Baseline 51
* The source document looks like itis "ILM". Please clarify the patient initials.

04-002 (RHRP) Core Week 4

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
DC"-.-r

Ell Ell 003 (IED ﬂE,-’CM rnlyrnch Candldate
e Data does not match source
(] 01-005 (1-M] Core ‘Week 4 WS 4 mlynch Candidate
* Data does not match source

0 o Page EIDH o 0 __A.ctiun View

3 Click the query you want to open.
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The Queries page for the item appears.

Patient: JEJ/01-003

4 AE/CM:DATE OF YISIT — Unscheduled

1. Date and Time of Wisit Mar/24/2004 09:40 -

Query History: |ID1: Candidate _~ |

Sover] — pate Juser| e | Ressn

PSOAL1S Augf20/2007 17:10:28 (GMT- mlynch Candidate Data does not match
05:000 SOLUrce

Query

Action:  |place Query In Opened State » |

Feason: r‘| LI

¢ Other:

| Create Query | Submit | Return

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

InForm 4.6.5

To delete a candidate query:

1 In the Navigation pane, click Queries.

The Query Listing page appears.

SRR B B eTee | 01 - (01) Massachusetts General Hospital |«
cre |

01 01-001 (AD1) Baseline WS

* Fecponse does not satisfy guery

o1 01-001 (ADT) Common (Cross Trial) DOSE
* Fesponse does not satisfy guery

o1 01-001 (ADT) Common (Cross Trial) DOSE
* Fesponse does not satisty guery

a1 01-001 {ADT) Core Week 1 WS

* The source document had a value of 15 and this has a value of 10, Please either correct this -
o1 01-001 (ADT) Study Termination SC

* The answer to this guestion can't be "Mo" if you entered an AE (which yvou did). Please either
01 01-002 (ESR) Baseline LAR

* The source document must match the values in InForm. Please correct the values.

01 01-002 (ESR) Core \Week B W5

* Data does not match source

a1 01-004 (IELN Core Week 4 WS

* Data does not match source

o1 01-005 (1-M) Baseline =9

* The source document looks like it is "ILN". Please clarify the patient initials.

01

04-009 (RHRP) Core Week 4

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
DCI"-.-"

IZIl Ell 003 (IED QE;’CM rnlyrnch Candldate
e Data does not match source
(] 01-005 (1-M] Core ‘Week 4 WS 4 mlyrch Candidate
* Data does not match source

0 o Page EIDH o 0 __A.t:tiun View

3 Click the query you want to open.
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The Queries page for the item appears.

Patient: JEJ/01-003

4 AE/CM:DATE OF YISIT — Unscheduled

1. Date and Time of Wisit Mar/24/2004 09:40 -

Query History: |ID1: Candidate _~ |

Sover] — pate Juser| e | Ressn

PSOAL1S Augf20/2007 17:10:28 (GMT- mlynch Candidate Data does not match

05:000 SOLUrce
Query
Actian: IPIace Cuery In Opened State;I
Reason: r‘| LI

¢ Other:

| Create Query | Submit | Return

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 undetlined text of the
query.

Query Listings page Query page. The underlined text of the
query.

Query page Query Listing. Return.
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What to do if...

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 query appears for that item, the query will not be visible to you.
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Overview: Closing queries

The InForm application enables closing queries in the following ways:

e 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

InForm 4.6.5

To locate an answered query:

1 In the Navigation pane, click Queries.

The Query Listing appears.

LS s B ST 0] - (01) Massachusetts General Hospital =
- -

IZ|1 Dl 001 (&a01) BaSEllne

* Response does not satisfy query
01 01-001 (AD1) Common (Cross Trial) DOSE

* Fesponse does not satisfy guery

o1 01-001 (ADT) Corrmon (Cross Trial) DOSE
* Fesponse does not satisfy guery

01 01-001 (ADT) Core Week 1 WS

* The source document had a value of 15 and this has & value of 10. Please either correct this -
01 01-001 (AD2) Study Termination SC

* The answer to this guestion can't be "Mo" if you entered an AE (which you did), Please either
o1 01-002 (ESR] Baseling LAR

* The source document must match the values in InForm. Please correct the values.

01 01-002 (ESR) Core Week 8 WS

* Data does not match source

01 01-004 (IELN Core Week 4 WS

* Data does not match source

01 01-005 (1-M) Baseline 51

* The source document looks like itis "ILN". Please clarify the patient initials.

o1 04-002 (RHRP) 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
Ell 001 (A0 E-asellne [hill Answered

. Venﬂed with the source document and data chanued to correct the transcription error

(] 01-001 (a0l Baseline W5 1 autoguery  Answered

* Criginal value is correct

01 01-001 (a0 Baseline W5 1 swilson Answeread

# Transcription Error

o1 01-001 (aD1)  Baseline W5 2 swilson Answerad

& Units missing in the source docurnent

01 01-001 (aD1)  Common (Cross Trial) DOSE mlynch Answered

& Original value is correct

(] 01-001 (a0 Common (Cross Trial) DOSE mlyrch Answered

# Original value is correct .

(] 01-001 (201 Cormmmon (Cross Trial) DOSE mlyrich Answeread

® [ just entered an item level cormment as per your request,

(] 01-001 (AD1)  Core Week 2 Do 1 mlyrich Answerad

* Criginal value is correct

01 01-001 (a0 Core Week 2 ECG[1] 1 mlyrich Answeread

* Original value is correct
o1 01-001 (aD1) Core Week 2

@.0 Page !I of 4 OQ | Action View

ECG[1] 6 Answerad

mlynich

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 field to locate a specific patient.

2 In the Case Books List, click the patient number for a patient who has one or more traffic lights
displayed with a yellow flag.

3 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 Click the underlined text of the query.
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The Queries page for the item appears.

4 Baseline:VITAL SIGNS Patient: A0Q/02-001

1. Weight (Record do one decirmal] 124.0 lbs

e fns'd: Data does not match source

Query History: [ID1: answered _» |

Sover| — pae L usor | Stte | Rowson |

PSOA18 Apr/7F 2004 09:22:01 (GMT-06:00) pparker &Answered Original value is correct

PSO&18 Febf15/2004 1204745 (GMT-06:007  [hill Dpened Data does not match source
Query
Action: |Reissue Query In Candidate State |
Reason: i."‘| ;'
i Other:
A
i
|_Create Query | _Bubmit | 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.

[ B N \S

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. * Sithing Respiration Rate 10 breaths per minuite QY

* DOpen: 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.* wWeight {Record to one decimal) 400.0 |bs g

* Ans'd: Value is not within the expected range; please verifv@

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

InForm 4.6.5

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 188).

From the Action drop-down list, select Reissue Query in Open State.

From the Reason drop-down list, select a reason for reopening the query, or select Other and type
a reason.

Click Submit.
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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.
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Closing or reissuing a set of answered queries

InForm 4.6.5

To close or reissue a set of answered queries:

1

2

In the Navigation pane, click Queries.

The Query Listing appears.

S g S B TEse 0] - (01) Massachusetts General Hospital |«

visit . [ B
a1 01-001 (ADT) Baseling WS —
* Fecponse does not satisfy guery
o1 01-001 (ADT) Common (Cross Trial) DOSE
* Fesponse does not satisfy guery
o1 01-001 (ADT) Common (Cross Trial) DOSE
* Fesponse does not satisty guery
a1 01-001 {ADT) Core Week 1 WS
* The source document had a value of 15 and this has a value of 10, Please either correct this -
o1 01-001 (ADT) Study Termination SC
* The answer to this guestion can't be "Mo" if you entered an AE (which yvou did). Please either
01 01-002 (ESR) Baseline LAR
* The source document must match the values in InForm. Please correct the values.
01 01-002 (ESR) Core \Week B W5
* Data does not match source
a1 01-004 (IELN Core Week 4 WS |
* Data does not match source
o1 01-005 (1-M) Baseline =9
* The source document looks like it is "ILN". Please clarify the patient initials.

01 W5

04-009 (RHRP) Core Week 4

In Query Status, select Answered.
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Query Listing For Site: - (01} Massachusetts General Hospital

M
Ell 001 (A0 E-asellne [hill Answered

. Venﬂed with the source document and data chanued to correct the transcription error

(] 01-001 (a0l Baseline W5 1 autoguery  Answered

* Criginal value is correct

01 01-001 (a0 Baseline W5 1 swilson Answeread

# Transcription Error

o1 01-001 (aD1)  Baseline W5 2 swilson Answerad

& Units missing in the source docurnent

01 01-001 (aD1)  Common (Cross Trial) DOSE mlynch Answered

& Original value is correct

(] 01-001 (a0 Common (Cross Trial) DOSE mlyrch Answered

# Original value is correct .

(] 01-001 (201 Cormmmon (Cross Trial) DOSE mlyrich Answeread

® [ just entered an item level cormment as per your request,

(] 01-001 (AD1)  Core Week 2 Do 1 mlyrich Answerad

* Criginal value is correct

01 01-001 (a0 Core Week 2 ECG[1] 1 mlyrich Answeread

* Original value is correct
o1 01-001 (aD1) Core Week 2

O.o Page !I of 4 o.@ |_Action View

ECG[1] 6 Answerad

mlynich

3 Click Action View.
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InForm 4.6.5

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

[ 01 01-001iaD01) Baseline 1 [hill Snswered
+ erified with the source document and data chan ed to correct the transcription errar
[ 01 01-001iaD01) Baseline WS 1 autogquery  Answersd

* Original value is correct
[ 01 01-001ia01) Baseline WS 1 swilson answered w
a |
Query
Action:  |Reissue Query In Candidate State = |
Reason: r‘| ;|
. Other:

QO rage PEI|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, select the action you want to perform. The rights you have as a user of the InForm
application determine the actions that appear.

For Reason, sclect a reason from the drop-down list, or type a reason for the change.

Click Submit.
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Opening or deleting a set of candidate queries

198

To open or delete a set of candidate queries:

1

2

In the Navigation pane, click Queries.

The Query Listing appears.

LS s B ST 0] - (01) Massachusetts General Hospital =

CRE
Dl 001 (&a01) BaSEllne
. RESQDHSB does not satisty guery
01 01-001 (AD1) Common (Cross Trial) DOSE
* Fesponse does not satisfy guery
o1 01-001 (ADT) Corrmon (Cross Trial) DOSE
* Fesponse does not satisfy guery
01 01-001 (ADT) Core Week 1 WS
* The source document had a value of 15 and this has & value of 10. Please either correct this -
01 01-001 (AD2) Study Termination SC
* The answer £o this guestion can't be "Mo' if you entered an AE Cwhich you did), Please either
a1 01-002 (ESR]) Baseling LAB
* The source document must match the values in InForm. Please correct the values.
01 01-002 (ESR) Core Week 8 WS
* Data does not match source
01 01-004 (IELN Core Week 4 WS |
* Data does not match source
01 01-005 (1-M) Baseline 51
* The source document looks like itis "ILM". Please clarify the patient initials.

04-009 (RHP) 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
DC"-.-r

Ell Ell 003 (IED ﬂE,-’CM rnlyrnch Candldate
e Data does not match source
(] 01-005 (1-M] Core ‘Week 4 WS 4 mlynch Candidate
* Data does not match source

0 o Page EIDH o 0 __A.ctiun 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

--

o1 01-003 (1ED AESCTM Do mlﬁ;nch Candidate
¢ 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‘Ia|:e Query In Opened State ¥ |
Reason: r‘| Ll

¢ Other:

0'0 Page Elﬂf'l 0@ |_List View | Submit

4 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 (

vl).

5 Tor Action, sclect 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.

6  For Reason, sclect a reason from the drop-down list or enter a textual reason for the change.

7 Click Submit.
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Overview: Freezing and locking

Freezing and locking data enables you to prevent changes in forms, either temporarily during a trial
or permanently at the end of a trial.

You can freeze and lock:
e Forms
o  Visits

o (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.

202 InForm 4.6.5



Step by Step for CRCs and CRAs Guide

Freezing and locking icons

InForm 4.6.5

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.
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Freezing or locking a form

204

To freeze, unfreeze, lock, or unlock a single form:

1

Navigate to the form you want to freeze, unfreeze, lock, or unlock.

Do | SI DEM MH= | CEXC

I
HaMD | ECG | LAB | RAMD!

DEMOGRAPHICS Patient: KLP/D1-006

Demographics

1.* Gender Male P

o * Date of Birth Feb/28/1963 ¢
2.* Race YWhite, not of Hispanic arigin %?
4.* Screening Date Mar/1/2004 ’-?

5% Height 162.0 cm ?

Family History

g.* Marital Status Married P

7 * Does the subject Mo =
have any children? ?

nkl.lnfreeze nkLm:k nkEn-ahIe LG [Select Action] | = nkAppI].r n,\Suhmit nkReturn

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. Similarly, if a form is unlocked, the Lock button is present. If a form is locked,
the Unlock button is present.
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2 Click one of the following:
® Freeze
e Unfreeze
® Lock

e Unlock

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.

pov | SI [ pEM.. MHx | INCEXC | PE

i
HAMD | ECG | LAB | RAMND!

DEMOGRAPHICS Patient: KLP/D1-006

Demographics

1.* Gender Male '

o * Date of Birth Feb/28/1963 ¢
2.* Race YWhite, not of Hispanic arigin %?
4.* Screening Date Mar/1/2004 ?

5% Height 162.0 cm o

Family History

g.* Marital Status Married P

7 * Does the subject Mo =
have any children? ?

8" Does any member of  Unknown b v

| Unfreeze | Lock | Enable 5YW Mode @ [ReFEjEl=g:1=q=p)lEa | Apply | Submit | Return
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2 In the Select Action drop-down list, click one of the following:
®  Freeze Visit—To freeze all forms in the visit.
®  Unfreeze Visit—T'0 unfreeze all forms in the visit.
®  Lock Visit—To lock all forms in the visit.

®  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 or
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 Summary view (on page 49) 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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ADVERBE EVENTS [Page 1 of 1]

| adverse

Exent
J.E headache
2 E nausea

3 E drowsness

Freaze | Weriy

e

ooEmmmE/00

[ Descrn| code/sysiem | start pate

Fab/S/I005 Fel/7/2005 HNo

Feb/15/200%5 Feb/18/2005 No

M R0/2005 Conbranng Mo

Patient: HOM SFFSTO0E
oneshin | Actisn |

Mald Unralatad Hons Ragobrad, L. Fel
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savualag

Mild Paossible Study drug  Resobed,

mverugted no

seguelae

Hald Paogsible Kone Crgeing

2 While in summary view, click the action button you want to perform:

® Freeze—T0o freeze form instances.

e Unfreeze—To unfreeze form instances.

o Lock—To lock form instances.

e Unlock—To unlock form instances.

The summary view reappears with a column of checkboxes along the left side.

M ADVERSE EVENTS [Page 8 of 1]

Adverse
Event
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rzﬁm

r I ﬁ ArOWEreEE
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00 E=mmH00

Descrn | Code/System | Start Dale

Ao Date

FebfSf2005 Feb/7/2005 No

Feb/13/2005 Fely/18/2003 No

Marfl0I3005 Conbruing Mo

Sefious | Severily | Belationshin | Actien

Fatient: HOMFPFSTOO0

Digcame | ©
I

Fosotved, 1

Mild Unrelated  Nona
]
Shguitlas
Mald Pasaible Sty drug  Pasoleed,
intemupted ro
Mild Pagsible Nons Cngaer g

3 Select the box next to each form instance on which you want to perform the action you selected

in step 2.

ADVERSE EVENTE [Page

AL

0O E=mFIO0

Start Dabe | Sten Date |5
Fab/S/200% Feb/7/2005 No

Fab/a5/2005 Febl1B/I005 Mo

Mar/10/200% Conbruing No

4 Click the button for the action you selected:

® Freeze—To freeze the selected form instances.

Patisnt: HOMPPSTOOE

nnshis | Action

o Unfreeze—T 0 unfreeze the selected form instances.
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o Lock—To lock the selected form instances.
o 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.

Al

L] 4] [5ummary ] =0 T} Patient: 1805 /PFSTOO]
Adwerie EEL fl‘lllri""-v"ﬂrlu-i'lvlrl. Dake top Cate pus | Severity Fl:fl-:lHil]r-:hil.l-i.l.l.inn 0 d
Event
1 Qﬁ headisthe FebySf2005 Feb/7/2005 Mo Mild Unrelated  None Fasobved, 1
no
Saqueles
z @' nauses Fobf15/2005 Fobf18/2005 Mo Mitd Possble  Study dsg Roschved,
wreruoted no
sequelan
0 & E GrowEness Marfi 03005 Contnang Mo ik P by hong Ongong
-
4 ]

While monitoring

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.

" source Verification L
Source Verification Listing For Site: 5]

patient: CINENNE | v status: CONSENNNNOY| crr stavos: CIRENET|

Patient L CRF Status
r FF PFSTOLMHOM  Baseline DEM Mot SV Ready ﬂ
r PF PFSTOLMOM Baseling DOV Not 5V Ready E]
[ PF PFSTOLMHOM  Baseling Pl NotSVReady E]
~ BF FFSTOLMHOM  Baseline WS Mot SV Ready H
- FF PFSTOLMOM  Common (Cross Trial)  AE[1] Mot SV Ready [g]
r FF PFSTOL/HOM  Comman (Cross Trial)  AE[2] Mot SV Ready E] —
- FF PFSTOLMOM  Common (Cross Trial) DOSE Mot 5V Ready E] ]
| PF PFSTOLMOM  Core Week 1 DOV Not 5V Ready IE]
= FF PFSTOZ/MOL  Baseling DEM Mok SV Ready @
-

S0 vege Bt D ="
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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 criteria. You can create and save
custom filters. For more information, see Filtering the Source Verification listing (on page

1506).
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

InForm 4.6.5

To freeze, unfreeze, lock, or unlock a case book:

1 Go to the Time and Events Schedule for a patient

Ty and Events Schedule Patient MZD 95

At CRF Come  (Core | Core
'r‘n-i: Week 2 | Week 4
BE

ADVERSE EVENTS

Core | Study
frrabe ﬂ| Tevmnation

PRIOE and CONCOMITANT €M
CATION

MED]
DaOSING RECORD DiCISE
DWATE OF VISIT Do

= =

EX 3 65 52
E3 &3 B0 BB
B3 &3 &0 62
3 &5 B0 63
E3 &9 0 62
3 5 0 63
B3 35 60 53

=

PATIENT INFORMATION
DEMOGRAPHICS
BASELINE PHYSICAL

EXAMINATION
WITAL S1GMS

2

CLINECAL GuOBAL cl
IMPRESSION

HAMILTON RATING SCALE
FOR DEPRESSION

BASELINE
ELECTROCARDICCRAM

A8 ORATORY EVALLATION

-3

:

& ﬁ
) D D B S B B3

3 &5 B
B8 €3 B3
3 60 65

a
o

B0 60 D ED
D 0 6

B
=

SERUM CHEMISTRY CHEM [ ] ;:
Troezn Dok Lok Bgsple Wk ook 5y Besdy

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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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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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

214

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 requite 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.

PREGMANCY RESULT
Pregnancy Result
1.* Pregnancy Result

Patient: MOL/PFSTOOZ -

{#® Mot done, reason: om
(%) Surgecally Stanle
O Postmenopausal
) Donw, rasult:
Dhlqgaﬁun
() Positive
O Inconclugive

Signature Status

L mame | Meaning | pate | Type |  Machine |
Approval CRF

Jim wilsan (s21) Farvigw AL200% 3:44:26 PM (GMT-05:00) CRF AMILLERZKF

[(5viect acvon) <TJS

 Subwmit | Rotun
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Signature groups

216

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 CRFT, the trial can be set up so the PI is a member
of the Responsible Party signature group, and all CRAs are members of the Reviewer signature
group. A signing CRF 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,.

Hlgnature Status Dotalls Patient: 10291 /0%  Visit; Core Week 8 Forme FLIG

Form has al reguired signatures.

hare_________ [Meaning__Joate Ao [Machie e |

Sandy Fisbranz Approwed Janf27/200% 13:51:449 Sigred APPSRVIS
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Invalidation of signature by data update

When a form or case book is signed, it is expected that data entry is complete and source verification
has been performed . However, later information can result in data entry changes 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
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, trial 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:

218

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.

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:

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.

No other user in the signature group has already signed the CRF.

The CRF has at least one data item entered.

Before you can sign a case book, the following conditions must be true:

A CRF 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.

No other user in the signature group has already signed the case book.

At least 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 Y b | - My Signatures

o1 01-001 (AD1) Study Termination SC Sign Book  Wiew
ol 01-002 (ESR) Study Termination 5C Sign Book  Wiew
o1 01-003 (JED Study Termination SC Jun/22/2004 22:28:30 M Wiew
o1 9999 (PPP]) Study Termination SC Sigh Book  Wiew
04 04-001 (AET) Study Termination sSC Sign Book  Wiew
04 04-004 (F-D) Study Termination SC Sign Book  Wiew
[u]s] 06-001 (CHE) Study Termination SC Sigh Book  Wiew
(u]s] 06-002 (CMS) Study Termination SC Sign Book  Wiew
[ul5] 06-003 (H-B) Study Termination SC Sigh Book  Wiew
s 02-001 (DEF) Study Termination 5C Sign Book  Wiew
o8 08-002 (GMC) Study Termination SC Sign Book  Wiew I
[ufs] 02-003 (H-5) Study Termination SC Sigh Book  Wiew
-

| View All Signatures _

2 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, Al CRF/Book status list. Note that the InForm
Signatures Complete, Not All Signatures application ignores filters that do not apply to
Complete, With Queries, With Missing Values, the selected Type. For example, if you select
Missing & Queries, Frozen, Locked, Ready for case book from the Type list and select Ready

SV, Completed SV, SVed and Complete, for SV in the CRF/Book status list, the

Complete, Not Done, Deleted). InForm application ignores the Ready for SV
filter, since SV readiness applies only at the
CRF level.
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220

Note: Use the page indexer control to navigate through multiple pages of the Required
Signhatures page.

3 Click the Sign or Sign Book link for the form you want to sign.

The signing affidavit appears.

Study Termination:STUDY COMPLETION — Sign Form

Subject Completion Information
1.* Date of last subject contact Aprflfz2004 ’-?
o * Did the subject experience any adverse Mo =1

events during the Study? ?
2.* Did the subject receive any concomitant Mo g

medications during the Study?
4.* Did the subject complete the study? Yes 3,?
5, If subject did not complete study, select ’-y

primary reason

Signature Status

Approval BOOK

Electronic Signature Affidavit:

By my dated signature below, I, Melissa Lynch, verify that all case report form pages accurately display the
results of the examinations, tests, ewaluations and treatments 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: Iml\,rnch Password:loooooo|

| Submit

4 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-sign a form because of intervening activity that
causes the form to become unsigned, enter only your password.

5 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 Ao ol - My Signatures

G e [t Jovow st | soraurs Jouta |

ns 02-001 (DEF) Study Termination sC AUgf21/2007 15:48:58 m Wiew

00 Page EI of 1 o@ -\\Fiew All Signatures

Note: Another way to access the signing affidavit for a signing CRF, without going through
the Required Signatures list, is to click Sigh CRF on the sighing CRF. Another way to access
the signing affidavit for the CRF designhated for sighing case books is to click Sign Book on
the Time and Events Schedule or on the form.
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Viewing signature status

222

To review signature status, use the Required Signatures page. Two versions of this page are available:

My signatures

All signatures

My sighatures

This version of the Required Signatures page displays the signature status of CRI's 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 CRFs or case
books for which your signature group is responsible.

To review signatures by using this version of the Required Signatures page:

1
2

In the Navigation pane, click Signatures.

Optionally, filter the list of documents that require signatures by using the desired drop-down
lists.

Review the Signature column. The icon or signing link indicates the signing status of the
document.

Required Signatures For IR 2| - My Signatures

G e oo s | Swaure [oman |

ns 02-001 (DEF) Study Termination sC AUgf21/2007 15:48:58 m Wiew

00 Page EI of 1 °° -\Uiew All Signatures
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InForm 4.6.5

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 CRF's and case books for the site.

To review signatures by using this version of the Required Signatures page:

1

2
3
4

In the Navigation pane, click Signatures.
Click View All Signatures.

Optionally, filter the list of signature-requiring documents by using the desired drop-down lists.

Review the All Signatures column. The icon or signing link indicates the signing status of the
document.

Required Signatures For _J - All Signatures (Read-0Only)

patient: CINE vvoe: CIE| stotus: DIE| crr/crs status:

Site | Patient Wisit CRF |Date Status Al
Signatures
PF S 03

FF5TOD1 Study s, Vigw
(HOM) Tarmination m

PF PFSTOD1  Study sc g & vew
[HOM) Tarmination

PF  PF5TOOZ Baseling PREG Mar/2/2005 15:44:26 (GMT- H E Vigw
{MOL) 05:00)

PF  PFSTOO2 Baseline PREG H E View
(MOL}

PF  PFSTODOZ Core Week 8 ELIG Marf2/2005 16:00:55 (GMT- H @' View
(MOL) 05:00)

QO rue Eﬂ’” o0 View My Slgnatus es
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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 PFatient: PF-001 fHOM  ¥isit: $tudy Termination  Form: S0

Form requires signing by a member of each of the following signature groups:

» Sub Fl Sig

S S T S T T S

Abby Larkin (P Appraval  Jan'132005 18:02:41 Segrepd  AMILLERTEP LETIITLGLATR0LT 000000
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What to do if...

A form changes after signature

If it is necessary for 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 signhed 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 activity.

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.

e 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 218) to repeat the signing process.

Your signature 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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Printing

In this chapter
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InForm 4.6.5 227



Chapter 17 Printing

Printing a CRF

To print a CRF:

1 Navigate to the CRF you want to print.

2

228

j. Base Wik 1 whk 2 wkd Wk & AE/CM Final Unsch
Y

DOV | PE | wS! | DOSE! | cGl [ gamp. ECG | CHEM

HEMA | ELIG
HAMILTOMN RATING SCALE FOR DEPRESSION Patient: ESR/01-002
Hamilton Rating Scale 1=
1, Depressed Maood Maoderate (3) e
o *  Guilt Feelings Doubtful or Trivial {1) "?
3* | Suicide Mild (2 A d
4.* Initial Insamnia absent (0) ko
5.* Middle Insomnia Mild, Infrequent (1) ko -
g% Delayed Insomnia Mild, Infrequent (1) "?
7% Work and Interest Doubtful or Trivial (1) ”?
g.* Retardation (Psychomotor)  Moderate (2) "?
g * Agitation (Psychomotor) Moderate (2) "?

-

i Unfreeze

i Enable SV Mode

[Select Action] _= PRt

i Return

In the Select Action drop-down list, select Print Preview, and then click Apply.
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InForm 4.6.5

The InForm application displays a preview of the CRF.

¥E* NOT A CRF *** NOT A CRF *** NOT A CRF *** NOT A CRF ***
HAMILTON RATING SCALE FOR. DEPRESSION

Site: {01) Massachusetts General Hospital

Week 8

Patient: ESRf01-002 Visit: Core

Hamilton Rating Scale

1.* |Depressed Mood

|r'-'1|:|derate ) |ﬂ|

o * | Guilt Feelings

|D|:|ubtful ar Trivial {1} |ﬂ|

2.* | Suicide

Mild (2) v

4. * |Initial Insomnia

|Ab59nt (o} |£||

5.* |Middle Insomnia

|r'-'1ild, Infrequent {1} |ﬂ|

g% |Delayed Insomnia

|r'-'1ild, Infrequent {1} |ﬂ|

7% |Work and Interest

|D|:|ubtful ar Trivial {1} |ﬂ|

g * |Retardation (Psychomotor)

3 Click Print.

Moderate (2] ||

|, Print
.

For more information, see Printing an SV Report for offline verification (on page 162).

| @ | @ | e | @ed | med | med | meg

|, Return
.
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Overview: Data listings

232

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

InForm 4.6.5

To create a listing:

1

In the Navigation pane, click Listings.

The Listings Export Tool window appears.

Llsllrrrn Export Tool optiens; M Global Save HHTTP Links B comments  Site; (B E]

1. Dagke and Time of Visk

Select visits: T af Cease Twk ) T wkz TCwka T wke 7 Final T unsch 7wk 16 T wk 3z

PATIENT INFORMATION
Patient Informatisn

" EWARNING: ANY CHAMGES MADE TO THESE FIELING BELOW WILL CHAMNGE THE IENTIFICATION OF THIS SUBIECT - Chamges
that make thede fields emply will not ke acted upen asd the priar walues wWill remais Tar the purpose of idestilication, *° °

= L. Pabent Humber
™ 2. Patent [retiali (Enter & b & Ao sedde el
Select visi: & Bage

BEMOGRAPHICS
remagraphics
i. Gandar

r
[ 2. Dakn of Birth
™ 3. Rbdé

4. Sereannd Date
= 5. Haight

Family History
[ 6. Marital Stabus

™ 7. Does the patient have any childran?

Usstings eport: [EXTTNIED | Oven | Genorste

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.

From the Site list, select the site for which you want to run the listing. The default is All Sites.

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,

Each 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 selected
in the previous step.

233



Chapter 18 Generating data listings
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Tips:
e To specify that you want all visits in which the form occurs, select the All checkbox.

o 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.
Click Generate.

As the listing runs, the InForm application displays the progress of the listing as a percentage of
completion.

Listings repart is running, Please wait,

I

5% Coamplieted

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.)

¢ 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
before starting a new listing.)

e 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 files can ham pour computer, |f the file information below
|0k suspiciows, of you do not fully ust the souce, do not open or
zave this file.

File name: plts.cay
File type:  Microsoft Excel Comma Separated Values File
Framm: amiller2kp

‘wWiould you ke to open the file or save it o wour compuber?

Open |[ Save | Cancel Mare Info

[V Always ask before opening this type of file
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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 If 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 DOY_PI_DEM.esv =100 x]|
| A B | (¥ 1] | E | |

1 |Listings Repor:  "DON_PI_DEM® =
2 |Date/Time “IR2005 4:41:42 PM°

3 |User Submitted  "system”

4 |Site Filter “all®

5 |Patient Farm Index  lternset Index  (Demographics){Base) (Demographics)(Base) (Dem
6 |PFSTO0N(HOM) Black, not of Hispanic ongin~ Male Apr_|
7 |PFETOOZ({MOL) Asian or Pacific Islander Female Otz

8 |PFSTOOS(CALY White, not of Hispanic angin ayf

9 | PFSTOO4(STO) Elack, not of Hispanic origin Augh
10| PFETOOS(SUF) White, not of Hispanic ongin Mol Dong JulZs

1

PRI i, Chartl % DOV_PI_DEM / |41 | v [

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.

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 (sce "Creating a new listing" on page 233), 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
o
Entes report name:

Cancel I
)
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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 230) 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: IS ;II Open | Generate

3 Click Open.

Canceling a listing

Generating a listing can take a substantial amount of time. If you realize that you made a mistake 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 Download button to save the file on your machine.
¢ Click the Delete button to remove this listing. (You must delete the current listing
before starting a new listing.)

3 Do either of the following:
e To download the listing to a Microsoft Excel Comma Separated Values (CSV) file:

Click Download.
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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

7 g Some files can ham pour computer. IF the file information below
+ lookz suzpicious, of pou do not fully tust the sowce, do not open o
zave this file,

File name: plts.cay
File type:  Microsoft Excel Comma Separated Values File
Framm: amiller2kp

Wwiould yous ke to open the file o ave it o pour compuber?

Open || Save |  Cancel More Info

v Ahways ask before opening this ype of fle

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.

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 Download button to save the file on your machine.
¢ Click the Delate button to remove this listing. (You must delete the current listing
before starting a new listing.)
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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 230).

3 Click Delete.

A prompt box opens, containing the name of the listing specification.

x|
Serpt Prompt
_ Comcel |

Enter raport name:

[ andonzation Kitd

4 Click OK.

Note: If you know the nhame of the listing specification you want to delete, skip step 2, and
type the name of the listing specification in the prompt box.

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 233) 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.
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Overview: Using trial documentation

Online trial 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 trial documentation:

e Protocol—A copy of the sponsor’s trial protocol, formatted for online viewing.

e CREF help—A set of instructions and other details about specific CRF data items or about an
entite 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 CRFEs.
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 trial 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 trial 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 trial documentation

To view trial 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 CREF Help tab, the left pane of the Documents window contains a
table of contents that applies to the displayed document.

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

244

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 nhame 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 SIGNS Patient: RHP/04-009 >

Vital Signs
1. Weight (Record to one | C kg O b
decimal . s Y
o * Temperature [Record o ane | oc (Cof
decimal Y
)
3.* Sitting Blood Pressure I / I E—— O &
4% Sitting Pulse Rate | bpm Q) &
g * Sitting Respiration Rate | breaths per minute Q&
BMI

[Select Action] | [P ST | 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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3 ‘Depression Study” Study Help - Microsoft Internet Explorer

Protocol Guide [Cope Help Visit Calculator
tudy Guide -
Table of

IContents » Beport temperature in either Fahrenhert or Celsius. The entry will

be converted to the desired units for report purposes.

Demographics Form + Beport using decinal places, do not round te whele number,
Concormitant Ttem 3 Blood Pressure
Pedications Form
+ Measure blood pressure after patient has been sithng for 5

Paselne Physical mumites,

Exammation Form
Ttemn 4 Pulse Rate
[Physical Examination
Form » Fulse measurements should be made for one fll minute after

completion of the seated blood pressure measurements.
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Working with FAQs

FAQs are responses to questions and issues that arise when users enter data in CRF's. 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.
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 undetlined text to
display the topic.

Protocol Guide " GRE Help Visit Calculator | Sample Book

indy Guide - = .
Table of Demographics
[Contents

Ttem 1 Gender

Demographics Form
» Enter Male or Female for the pahent gender.

{Concomitant o If patient is Female then the Pregnancy form (see Preg tab) st
IMedications Form be completed.
Baseline Physical Ttem 2 Date of Birth

Exarminabion Form
« Confirm the patient’s date of barth,

Phepsical Exanunation + FPatient must be between 18 and 50 years of age in order to be
Form eligble to participate m the study.
e ¢ Date of burth 15 mapped from the Screenng Log, but can be
Fre e Form corrected on the Demographics form The date entered here
= does not alter what was entered at InForm screening,
Wital Siens/RP Form = |

@ © rage I8 |ors |_AddEdit FAQ | Close

€l FTT [ inkemet 4

4 In the document window, click Add/Edit FAQ.
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o O w»

The document text pane splits in half. The top half displays the text of the form help, broken
down by items. Fach item is labeled. The bottom half displays the FAQ Entry form.

Protocol Guide [ CRF Help Visit Calculator
tndy Guide - = - - =
bl of Vital Signs
[Contents
Mtem 1 Weight
Demographics Form
+ Weight must be measured,
C oncomitant » Weigh patient in indoor clothing with shoes off
Medications Form » Beport weight m either pounds or kilograms. The entry wall be
converted to the desred units for report purposes. ;I
Baselne Physical FAQ Entry 1=
Examnation Form em: [Weight =
Physical Exarnination FAQ: =]
Form
Form =
ital Siens/RP Farm =) =l

| 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
indicating the date and time it was added and the user who created it.

Protocol Guide [ opge Help Visit Calculatar

ital Signs

Item 1 Weight

Cremographics Form
» Weight must be measured,
K oancommitant « Weigh patient in indoor clothing with shees off
hedications Form o BEeport weight in esther pounds or kalograms. The entry wall be
converted to the desired units for report purposes, (1
B aseline Physical
Exzamination Form FAQ:
o Weight vahie must contain at least ene decimal place
Physical Exammnation (tallen 37372005 11:56:51 PRA(GRITY)
IE o

Ttem 2 Temperature

Pre ey Farm
o BEeport temperature m either Fabrenheit or Celsius. The entry wall

be converted to the desred unts for report purposes.
1 AddEdit FAD

=

Wital Siena/RP Form =)

@o Page mjnfﬁ QQ

_Close
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Editing a FAQ
1 In the Navigation pane, click Documents.
The document window opens.
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.

Protocol Guide | GRF Halp \isit Calculator | Sample Book

tudy Guide - 2 s
Table of Demographics
[Contents

Ttem 1 Gender

Demographics Form
« Enter Male or Female for the patient gender.

Concomitant o If patient is Female, then the Pregnancy form (see Preg tab) must
Medications Form be completed.
Easeline ieal Ttem 2 Date of Birth
Exarmination Form

e Confirm the patient’s date of barth,
Physical Examnation « TPatient must be between 18 and 50 years of age in order to be
Form elighle te participate i the shudy.

e Date of birth 13 mapped from the Screenng Log, but can be
Pregnancy Form corrected 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 | AddEdit FAG | Close
& T T [ intemet .

4 In the document window, click Add/Edit FAQ.
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The document text pane splits in half. The top half displays the text of the form help, broken
down by items. Fach item is labeled. The bottom half displays the FAQ Entry form.

Protocol Guide CRE HElI.'II Visit Calculator Sample Book
tudy Guide - = - = =
Tobis of Vital Signs
[Contents
Ttem 1 Weight
Demographics Form
o Weight must be measured,
C sncomitant s Weigh patient in mldoor clothing with shoes off
Medications Form » Beport weight m either pounds or kilograms. The entry wall be
converted to the deswred vnits for report purposes. ;l
Baselne Physical FAQ Entry =
Exarmnmation Form i [Wegnt =]
Physical Exarnination FAQ: =]
F orm
Form =
ital Siens/RP Farm = =

| Edit FAQ | Submit FAQ | Return | Close

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.

Protocal Guide CRF HE‘IF Visit Caleulakor | Sample Book
Study Guide - » .
Tablo of ital Signs
Contents
Ttem 1 Weight
Dermographics Form
o Weight must be measured.
i ancomitant « Weigh patient in tndoor clothing with shoes off
bdedications Form » Beport weight in either pounds or lalograms. The entry will be
converted to the desired units for report purposes. |
Basehne Physical

FAQ:
o Weight vahie must contain at least cne decimal place
(tallen 3/3f2005 11:56:51 PM(GMT)Y)

Exarmination Forrm

[Physical Exammation
IF orm

Ttem 2 Temperature
FPre ey Form
« BEeport temperature m either Fahrenheit or Celsus. The entry wall
be converted to the deswed wnts for report purposes.
1 AddEdit FAD

=

Wital Siens/BP Form =)

@o Page mjc-ﬂi QQ

Closs

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
Online help appears in a separate browser window from the trial.

To open the online help window:

e In the Navigation pane, click Help.
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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.

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:
o  C(Click the minus icon.
= Eﬂ] Logging in and logging out
@ Logging in to InForm
@Changing your password

@If wou forget your password
@ Logiging aut of InForm

To display the Table of Contents when the Index page is visible:

e (lick the Contents tab at the top of either the left or the right pane of the online help window.

Using the Index

InForm 4.6.5

The Index is an alphabetical listing of keywords that refer to topics in the online help.

To Click the

Jump to the topics for a particular letter  Letter in the alphabet box at the top of the Index page.
of the alphabet.

Jump to a topic listed in the Index. Topic name.

Display the Index when the Table of Contents tab at the top of either the left or the right
Contents is visible. pane of the online help window.
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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 undetlined text.

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.

<]

hove up ane topic } ‘ Display the Index

Mowve down one topic Display the Table of Conterts
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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.

Links within topics

Some topics contain links to other topics. These links appear as undetlined text. To display the topic
referred to by the link, click the underlined text.

Things to note -l

s Filiers—To make A easier to find specific forms, the Source
“erification Listing includes drop-down lists from which you
can choose to display 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 stalus
criteria, You can save custom filters. For more information,

Filtening the soyrce verification lisfing

Link—1 s Check boxes—A column of check boxes allows you to

select one of more forms and perform a group freeze,

undreaze, lock, or unlock on them by clicking the appropriate

button in the lower nght comer of the page. =

4 o
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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 trial.
e Have multiple residences throughout the course of the trial.
e Were initially assigned to the wrong sites or to an investigator who is no longer with the trial.

Use the InForm Data Import 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.
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Patient record transfer flow

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 automatically
creates:

e Patient 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

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.
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Site A

Site B

Site C

Step 8: Add more data for
patient.

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

Trial 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:

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.

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 soutrce 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, Oracle acknowledges that
each trial 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 trial 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

InForm 4.6.5

Trial designers can configure a trial to require that the combination of patient initials and date of
birth be unique within a site or throughout the trial. If your trial 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 trial 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.
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Patient transfer and study version

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
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?

262

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

InForm 4.6.5

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 InForm 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 Viersion
2. InForm Schema Version
Database

2. Databaze Name

4. Database Version

5. Dakabase Drver

6. ODRC Dnvar
webserver

F. NT Version

8. 1[5 version
Components

9. DULs

2 Click the Sites tab.

4.5 5P0 Build 1228
InForm .5

Orade

Personal Oradef Release 9.2.0.6.0 - Prodution
misonci32.dll - 02.573.9030 - 02.50

03.52.0000

5.0 2195 Sarvice Pack 4
5.0

APATCH,DLL - 1.20,1200 -
InFormédmin.dil - 1.0.0.1

InFormServiceps dll - 4, 5, 0, 1228

COETO3as.al - 7.0.200

o0g903as.dil - 9.0.300

OTeD3as.dll - 8.0.300

PRaadminiksp.dll -4, 5, 0, 1228

PFACISdI -4, 5,0, 1228

PRA&Camman.dll =+, 5, 0, 1228 =
PRaLibraryWkep.dil - 4, 5,0, 1228 =l

A list of sites appears. The tab also displays the site abbreviation, the email address for the site
contact, and a Patients column.

Site Abbry | EMadaddress  [Patients |
. Transfer

BE
W - Transfer

©0 rux Il OO

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.

Sitas Syt
Patient List for Site: PhaseForward

Patient Action At Trail

BF PFSTOOS(CAD) Transfer [ ]
PF PFSTO04(STO) Teanster .
FF PFSTONS(SUF) Tramsfer ]

Identify the patient you want to move and click Transfer in the Action column.

The Patient Record Transfer page appears.

Fatiesl: 5T

Patient Recard Transter Affidavit:

The sponscr tabes responsibiity for and has dear promesses/procedures in place around the handing of patient
transders 3nd coordnaling Across SRS 10 ensure that:

1. This coriginating Site produces or receives & certiSed copy of the current CRF dats created for a8 transfenmed
pakiants price b the transter,

2. Thit tarpet st Accepts respondibibty for the manag of any ding quisies and data cleaning
following the patsent record trarsfer, sInce the onginating site: will N lenger have Modficaton Jcoess.,

3. Trial vargsan diferences dug 10 protocs] amendmants oF CoUnETy Snedic data reoursments e
adcrﬁwhﬂ-:wd ard the sponsor has aporopriate regulatory approvals n placs to support patient record
transor.

4. The pabent{s) baing transferred are fully enrclled ard & Case Book has been oeated for each pabent.

Patient Status

Vigw patient status here. Ensure that all forms ane in a5 complete and dean a state as your inbemal guidelines
reguire for patient: transfers

Tagnatuns STatus 2 regquired SIgRaturdd ane MiSing.
Cuegery Status 2 quaries ane not dosed.
Sourte Venication Status 10 forms redguing Sowncs variication.

Emter Patient Record Transfer Information

Chonse & e 508 from a kst of acce

sl destnabon fites. Destinalicn 585 must b8 nunniing & study verscn that

is the same &5 or greater than the study version at the ourent site

1. Cument Site PhasaForwsrd

2. Destinaton Site [ =l

3. Patiant Number PFSTOO4

4. Roason for Change e | :l

= Other:

E|
=
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5 Read and understand the information in these sections of this page:

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 vetification.

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 trial.

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.
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9 The InForm application checks to ensure there is no conflict with the patient number at the
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 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 trial 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 Recard Transfer Information

1. Cwrrent Site Vaberans Administrabon Hospital
2. i S Mo allowable déstination sies found. Patient cannot b trandfermed
3. Patent Numbar PFETOL0

4. Reaszon for Change
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If the InForm application finds a duplicate patient number at the destination

site

268

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 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. (sec "Transferring one patient at a time" on page 264)

If the InForm application finds a conflict, an error message appeats.

2 Click OK.

The Patient Record Transfer page appears again.

Note: The Patient Number field is now editable.

3 Change the Patient Number field 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

InForm 4.6.5

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: Phaseforward

Sil
e | Patient Status | Baveline m

PF 2

i1
EEE

k2
*
L
™y

B B2 55
B =3 B9

é
:

PF 258 (FDF) Enrpled
PF 404 GALY) Entclled
PF 340 (HIY] Eorcled
PF BBEC-C) hot Comoplete

-

PF

B0 550 Bod 650 &3 B

E
E

L3

#WWE* [ﬁ:

2%
2%

-

PF 088 (WK) Enrled E*

i
B
B
B
B
i
8
B
B
B

B 555 Bod 550 50 Bad Bod B50 Ed] 6o B0 B8
= N L B B B B ED D B B B

B =

B0 50 W e £ B g B0 B

a o Pagr m_lnli um Shorw Traslerred

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.

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) o1 Apef13/2004 21:48:02

04-009 (RHP) 04 01 Apef13/2004 22:00:50 m
05-001 (B-8) o0s o2 Marf11/2005 15:22:53 ‘iEw
D5-003 (WUR) 05 03 Marf11/2005 15:22:51 e

269



Chapter 21 Transferring patients

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

InForm 4.6.5

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 Viersion 4.5 SP0 Build 1228

2. InForm Schema Version InForm 4.5
Database
2. Databaze Name Orache

4. Database Vernon

5. Dakabase Drver msord 32 dll - 02.573.9020 - 02.50

6. ODRC Dnvar 03.52.0000
webserver

F. NT Version 5.0 2195 Service Pack 4
8. 1[5 version 5.0

Components

9. DlLs

Personal Oradet Release 9.2.0.6.0 - Produdbon

APATCH,DLL - 1.20,1200
InFormédmin.dil - 1.0.0.1
InFormServiceps dll - 4, 5, 0, 1228
COETO3as.al - 7.0.200

o0g903as.dil - 9.0.300

OTEO0Zas dil - 8.0.300
PRAsdminWksp.dll - 4, 5, 0, 1228
PFACISdI -4, 5,0, 1228
PFAComman.dll -+, 5, 0, 1228
PRaLibraryWkep.dil - 4, 5,0, 1228

2 Click the Sites tab.

A list of sites appears. The tab also displays the site abbreviation, the email address for the site
contact, and a Patients column.

Sites

it - i )

Eadaddress
EhaseForsard EE c

patients |
Transfer

Iranafer

QO rwe @B OO
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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 I

Patient List for Site: PhaseForward

[ PESTOOS(CAD) Transfer [
FF PFSTOO4(STO) Iransfer L]
BF PRSTOOS(SUF) Transfer il

4 Click the audit trail icon (in the Audit Trail column) for the patient.

The Site Audit Trail for Patient page appears.

gites
Site Audit Trall for Patient

Patient: HOMfPFSTOLO

PFSTO01 Feb/20/2005 16:16:33 (GMT- acollins Patient Enrolled

05000
PFSTOOL eterans Administration Mar/16/2005 12:17:35 (GMT- tallen Patient is seasonal
Hiospital 05:00) resident

PhaseForward

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.
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Field Description

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 269).

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 befow includes fext box, radio button, checkbox N, and dropdown il
controls o demonsirats all oplions that ware auvailabie to the end user Juring dalz

entry, These read-ondy controls are provided for informationa! purposes only, dctions
performed on these conpdrofs will have no meact on gata iegn®y, or on the data

rafves stored in the InfForm database.

Data Archival For Patient: MOL /PFST002

From Site: 01 To Site: 05 Transfer Date: Feb/22/2006 15:11:47
Case Book Tahle Of Contents

Vicit: Baceline

DATE OF VISIT

SUB.JECT IDEHTIFICATION

DEMOGRAPHICS

INCLUSION [ EXCLUSION CRITERIA
BASELINE PHYSICAL EXAMINATION

VITAL SIGNS

CLINICAl GLOBAL IMPRESSION

HAMIL TON BATING SCALE FOR DEPREESSION

BASELINE El ECTROCARDIOGHRARM
LABORATORY EVALUATION
RANDOMIZATION

PREGHANCY RESULT

Yisit: Core week 1

DATE OF VISIT -
4| | 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.

InForm 4.6.5 275



Chapter 21 Transferring patients

276

Baseline : DEMOGRAPHICS - Audit Trail
Site: 01 Patient: S5T/102

Item

2. - Date of
Birth

Item

4. - Screening
Date

Item

1. - Date and
Time of Visit

1. - Date and
Time of Visit

1. - Date and
Time of Visit

1. - Date and
Time of Visit

Date

Date

20-Sep-2007 20:33:10 (GMT-05:00) Eastern
Time (US & Canada)
Baseline : DEMOGRAPHICS - Audit Trail
Site: 01 Patient: S5T/102

20-Sep-2007 20:33:10 (GMT-05:00) Eastern

Time (US & Canada)

Visit Date and Time
1. Date and Time of Visit

Baseline : DATE OF VISIT - Audit Trail
Site: 01 Patient: S5T/102

Date

20-Sep-2007 20:33:36 (GMT-
05:00) Eastern Time (US &
Canada)

20-Sep-2007 20:33:36 (GMT-
05:00) Eastern Time (US &
Canada)

20-Sep-2007 20:33:18 (GMT-
05:00) Eastern Time (US &
Canada)

20-Sep-2007 20:33:18 (GMT-
05:00) Eastern Time (US &

Baseline : DATE OF VISIT - Form Version: 03-5ep-2007 16:47
Site: 01 Patient: 55T/102

Location
RODPOLRISQ001

RODPOLRISQO001

RODPOLRISQO001

RODPOLRISQO001

Location User Value
RDPOLRISQ001 (system) Data Entry:
Jan/2/1987
Location User Value
RDPOLRISQ001 (system) Data Entry:
Sep/M9/2007
User Value
auto query Query 1: Closed
(autoquery)
(system) Data Entry:
Sepl20/2007 20:33
auto query Query 1: Opened
(autoquery)
(system) Data Entry:
SepM2/2007

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.

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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Glossary

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.
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
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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 site coordinator, trial coordinator.

clinical trial

See trial (on page 282).

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,
CREF item details, and so on.

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
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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 trial 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 when
a rule fails.

exclusion criteria

A list of admission criteria, any one of which
excludes a potential subject from participation in a
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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 patient, based on current known
patient 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

genetric 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 patients
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 Oracle.

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.
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Institutional Review Board (IRB)

A group that reviews biomedical research that
involves human subjects.

investigator

The clinician who is responsible for treating patients,
executing the protocol of a trial at a specific site, and
filling out CRFs for patients.

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 T'rial
Management package and a trial-specific clinical
reporting package.

protocol

The detailed plan for a clinical trial.

Q

query

A question that is automatically generated by the
InForm software or manually issued by a CRA.
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R

RefName

A name that uniquely identifies a trial component
definition.

regular form

A CREF 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 patient to a trial.

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.

source verification

The process of comparing data that is on forms to
data on source documents, checking for
inconsistencies or errors, and recording the results
of the review.
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sponsor

The individual, company, or organization that is
responsible for the initiation, management, or
financing of a clinical trial.

standard report

A report that is included within all Reporting and
Analysis installations.

started form

A CREF 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 trial,
which is used to report on the status of a trial
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 patient data
that site users enter on forms.

U

unscheduled visit

A visit that occurs in addition to the visits prescribed
by the trial protocol.

282

visit

A patient 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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