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Overview

Clintrial™ 4 software (hereafter referred to as Clintrial software) is a
comprehensive clinical research system for the collection, management, and
review of clinical trials data. Clintrial software is designed for use by companies
that must both:

» Collect clinical data to meet regulatory requirements for conducting clinical
trials.

* Analyze data that is collected during those clinical trials.

Clintrial software enables companies to unify all of their clinical data collection
and management, regardless of source or phase of development (pre- or post-
market).

About this book

This book is written for all Clintrial software users. It explains Clintrial software
concepts and describes the tasks you can perform with Clintrial software. Other
chapters cover product installation, and setup of the Sample Studies.

About the Clintrial software documentation

The Clintrial software documentation includes books that contain conceptual
information. The Clintrial software Help contains procedures for the tasks that
you perform with the Clintrial software.

The Clintrial software documentation assumes that you know how to perform
basic tasks on your computer.
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What are the Clintrial software books?

Title:

Content:

Release Notes

Known Issues

Getting Started

Admin and Design

Secure Configuration
Guide

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

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

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

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

The Getting Started guide:

e Provides a summary of each Clintrial module, a description of the
relationships between modules, and descriptions of key concepts.

« Describes how to install, upgrade, and de-install the Clintrial software.

« Describes how to configure the Clintrial application.

* Provides information and procedures for customizing the Windows
Registry.

* Explains how to use the Medika Sample Studies.

The Admin and Design document describes how to use:

e The Admin module to work with user accounts, access rights, parameters,
and system administration tools.

e The Design module to set up and maintain Clintrial application objects,
such as protocols, panels, and study books.

The Secure Configuration Guide provides an overview of the security features
provided with the Clintrial application including details about the general
principles of application security, as well as how to install, configure, and use
the Clintrial application securely.

The Clintrial 4.7 documentation includes the documents in the following table.
All documentation is available from the Phase Forward Download Center.

About the Clintrial software documentation
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Title:

Content:

Reference Guide

Manage, Classify, and
Lab Loader

Enter, Resolve, and
Retrieve

Multisite

Quick Reference Card
for Enter

The Reference Guide provides:

» Definitions of the Oracle database tables that store Clintrial metadata and
clinical data.

» Descriptions of the use of PL/SQL for Clintrial-specific procedures.
» Explanations of data types and naming conventions.

» Information on using SQL, setting up custom menus, and running batch
jobs.

» Aglossary of terms.

The Manage, Classify, and Lab Loader document describes how to use:

e The Manage module to perform data management tasks such as coding
(including integration with Central Coding), global modification,
validation, auditing, and batch loading of clinical data.

» The Classify module to track, review and solve for values that fail
automatic coding; to audit the contents of a coding thesaurus protocol;
and to build and test effective thesaurus algorithms.

e The Lab Loader module to batch load laboratory data and to set up Lab
Loader objects.

The Enter, Resolve, and Retrieve document describes how to use:

» The Enter module to enroll subjects, enter and edit data, verify data, and
work with reports.

» The Resolve module to identify, track, and report data discrepancies, as
well as how to customize the Resolve module, including writing rules that
reference data items.

* The Retrieve module to extract clinical data from the database and work
with query results.

The Multisite document describes:

» How to distribute codelists and protocols.

* How to set up a replication environment.

» How other Clintrial modules work differently in a Multisite environment.

The Quick Reference for Enter lists Enter module menu commands and
shortcut keys.
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Conventions

The following conventions are used in the Clintrial software books:

Convention:

Description:

Italics

Ctrl+¢

bold

COMMENT IS NULL

A

Italics are used to indicate the following:

¢ New terms

» Titles of books

e Variable names in code examples or file names

Key combinations where you press the first key and hold
it down while you press the second key. For example, to
copy selected text to the clipboard, you press the Ctrl
key and hold it down while pressing the ¢ key.

Menu names, command names, dialog box buttons, and
key names appear in bold type. Additionally, the text you
enter in fields during procedures appears in bold type.

Examples of programming code (such as PL/SQL) or
SQL commands are emphasized with a different font.

This caution symbol advises users that failure to take or
avoid a specified action could result in
significant data problems.

Medika Sample Studies

The Clintrial software provides three sample studies that you can optionally
install and use as a learning aid.

For information about installing and using the sample study, see the Clintrial
Getting Started guide, Chapter 7.

About the Clintrial software documentation  Xiii



Clintrial 4.7 compatibility with other Oracle Health Sciences
products

The Products Compatibility Matrix, which identifies Clintrial compatibility with
other Oracle Health Sciences products, can be downloaded from
https://extranet.phaseforward.com.

To sign in, click Customer Login. Enter your email address and password, and
navigate to the Bulletins section.

If you need assistance

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

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

http://www.oracle.com/support/

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

* email
saasclinicalsupport_ww@oracle.com

» telephone
In the US: 1-800-633-0925
Outside of the US: +44 (0) 207 131 2801

Oracle also provides assistance with User Management, Site Assessment, and
Provisioning. Please refer to your Master Services Agreement and individual
Statement of Work to determine if you are eligible to use these services.

Xiv
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Overview

This chapter introduces the basic concepts you need to use the Clintrial software.
For installation information, see Getting Started.

The information in this chapter is generally conceptual. Procedures for most of
these topics appear in the Clintrial software Basics Help that you can access
through the Help menu on any Clintrial software module. A brief overview on
how to use Clintrial software Help appears in "Using Help" on page 25.

To access the Clintrial software and its Help topics, you must start a Clintrial
software module. Instructions for starting a Clintrial software module appear in
this chapter as well as in the Clintrial software Basics Help.

Clintrial software modules

The Clintrial software consists of a set of integrated modules that can be
installed as needed. This modular approach enables you to describe, collect, and
manage clinical data according to the needs of your company’s studies.

The Clintrial software core modules

The Clintrial software includes the core modules Admin, Design, Enter, Manage,
and Retrieve.

About the Admin module

Use the Admin module to perform the system administration tasks. You can:
» Create user accounts and usergroup accounts.
* Manage passwords.

» Set up and manage access rights for users, usergroups, and protocols for all
Clintrial software modules.

e Set system parameters.

* Monitor database space.

» Produce auditing reports for users and security.
» Produce reports about system activities.

18 Chapter 1: Introduction to the Clintrial Software



About the Design module

Use the Design module to design and create the Clintrial database and the study
books that you need to enter clinical data. You can:

Design the clinical database to model your clinical protocol and meet your
needs for storing and retrieving data.

Create online representations of your paper CRFs for data-entry, verification,
and editing.

Create and manage your metadata standards.
Produce reports about metadata.
Import/export protocols.

About the Enter module

Use the Enter module to enter clinical data in the database interactively. You can:

Add subjects to a study.

Enter clinical data interactively.

Verify clinical data.

Edit clinical data.

Add flags and notes to clinical data.
Produce reports about clinical data.
View scanned pages of your paper CRFs.

Manually create and edit discrepancies, if the Resolve extended module is
installed.

About the Manage module

Use the Manage module to perform data management tasks. You can:

Batch load and apply data-entry checks to clinical data.
Code clinical data using a coding thesaurus.

Validate and merge clinical data in the database.

Make global changes to or delete clinical data.

Edit records using an Error Log.

Track the auditing of data.

Produce reports about metadata objects.

Clintrial software modules 19



About the Retrieve module

Use the Retrieve module to access and extract clinical data from the database.
You can:

Create queries using:

Query By Form.

Query By Panel.

Ad Hoc Query.

Query By SQL.

Save query specifications in a query library.

Save query results to a variety of formats, such as SAS or spreadsheet files.

The Clintrial software extended modules

In addition to the Clintrial software core modules, your company may have
purchased one or more of the following Clintrial software extended modules:
Classify, Lab Loader, Multisite, and Resolve.

About the Classify module

Use the Classify extended module to work with thesaurus protocols and
automatic coding. You can:

Build and test complex coding algorithms.
Find, track, and review solutions for values that fail automatic coding.

Examine the contents of a coding thesaurus protocol, and compare different
coding thesaurus protocols.

Audit the contents of a coding thesaurus protocol.

About the Lab Loader module

Use the Lab Loader extended module to load laboratory data into Clintrial
protocols. You can:

Extend the batch loading capabilities provided in the Manage module.
Build and maintain a set of lab normal ranges.

Process loaded lab data.

Batch load lab data to a source protocol.

Perform preparatory work on lab data prior to transfer to a clinical data
protocol.

Transfer lab data into a clinical data destination protocol.

20 Chapter 1: Introduction to the Clintrial Software



About the Multisite module

Use the Multisite extended module to perform interdatabase instance operations.
You can:

« Distribute protocols and codelists to multiple sites.

« Replicate clinical and account data between multiple sites.
« Copy functions and base tables.

« Use protocols and codelists in a global environment.

» Share tables and PL/SQL functions across multiple sites.

About the Resolve module

Use the Resolve extended module to manage discrepancy and resolution
capabilities that support the work you perform in other Clintrial software
modules. You can:

« Identify, track, and resolve potential or actual discrepancies in clinical data
(inconsistent or missing data).

« Check for discrepancies automatically or by manual inspection.
« Record investigation and resolution information.

Clintrial software modules 21



Starting a module

To start a module, from the Windows Start menu, select Programs. Select
Oracle Health Sciences, the Clintrial program group, then the module.

When you start a module, the Database Connection dialog box opens:

E Database connection

Username: ||

Password: I

Database: I

“wharning: This computer program is protected by
copyright law and intemational treaties. Unauthorized
reproduction or distibution of thiz program or any portion
of it may rezult in gevere civil and criminal penalties, and
will be prozecuted ta the maximum extent pozsible under
the: law.

Clintrial” o | cancel Help

@ Copyright 2012, All Rights Reserverd.

Starting a module for the first time

The first time you start a Clintrial software module, the fields in the Database
Connection dialog box are empty. You must specify the following:

e Your user name
* Your password
» The Oracle Net Service Name for the database you will be using

If you do not know your user name or password, or the database service name
that you should use, see your Clintrial software administrator.

Starting a module other than the first time

The next time you start a Clintrial software module, the user name and database
service name that you last used to start a Clintrial software module on your
computer are displayed as defaults in the Database Connection dialog box.

22  Chapter 1: Introduction to the Clintrial Software



Using a Clintrial software module

The basic tasks necessary to use a Clintrial software module are:
* Using the Switchboard

e Setting the protocol

e Switching databases

¢ Re-ordering columns in list windows

¢ Changing your password

» Exiting the module

How to use the Switchboard

You can start any of the installed Clintrial software modules from the
Switchboard Run menu. When you start the Switchboard, you provide a user
name, password, and database service name. Each time that you start a different
Clintrial software module from Switchboard, the Clintrial software uses the
database connection information that you initially provided when you started
Switchboard. More complete instructions appear in the Clintrial software Basics
Help.

Note: Although you can always start the installed Clintrial software modules
fromthe Switchboard, menu commands in the modules are available only if you
have the appropriate access rights.

How to set a protocol

A Clintrial software protocol is a logical container that organizes the objects and
clinical data for a clinical study.

When you first connect to the database, the Set Protocol dialog box opens:

Using a Clintrial software module 23



[ Set Protocol B

kALAA
FALAA2
FALMONER
kALURIL
KEL_TEST
KEL_TEST2
FELOME_AES2
KELOME_AESWOTESALD
KIRONIL

LAB1
LAMANOR
LAM_REY
LASORAL

| LatesT |

Cancel

CTRESOLYEREF B 0K |
Help |

I B

Select the protocol in which you want to work. If you do not know the protocol
in which you should work, see your Clintrial software administrator.

Note: The next time you start a Clintrial software module, the Clintrial software
automatically selects the protocol that your user account most recently selected.

How to switch databases

To switch from the current database to another database without exiting the
Clintrial software, close any open windows, and from the File menu, select
Connect. More complete instructions appear in the Clintrial software Basics
Help.

How to re-order columns in list windows

For windows that display list grid views, such as lists of logs in Manage or lists
of Discrepancies in Resolve, you may use the mouse to drag columns to new
positions to tailor the view to your needs. For example, you can drag and drop
the most significant columns to the left portion of the open window, or place two
related columns side-by-side in order to ease comparison of the data.

How to change your password

To modify the password for your user account, from the File menu, select
Password. More complete instructions appear in the Clintrial software Basics
Help.
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How to access the Se

rver Registry Information

You can access the Server Registry Information report from any of the Clintrial
software modules.
To open the report:

1. From the Help menu, select About.
2. Click More. The Server Registry Information opens, for example:

(4. More Clintrial 4 System Information x|

Server Registry Information

Module Yersion Patch Level Build ID
CTOR 4.7

CT 4.7 3 4.7.1.4031
TG 4.7 1 4.7.1.4031
CTY 4.7 1 4.7.1.4031
CTw 4.7 1 4.7.1.4031
CTC 4.7 1 4.7.1.4031
CTL 4.7 1 4.7.1.4031

How to exit a module

To exit a module, from the File menu, select Exit. When you exit the
application, the main window of the module closes and the Clintrial software
disconnects you from the database. More complete instructions appear in the
Clintrial software Basics Help.

Using Help

Each Clintrial software module is delivered with Help. Help includes:
» Context-sensitive Help for windows and dialog boxes

* Procedural instructions for tasks

« Brief overviews of concepts

Using Help 25



» Descriptions of menus and options
» Aglossary of Clintrial software terms

A Clintrial software Help file is installed automatically for each module that you
install. In addition, the Help files that are not module-specific are always
installed on your computer.

Below is an example of the screen that appears when you choose Help: About
when you are in the Clintrial Admin module:

[#! About Clintrial Admin x|

E Clintrial Admin

BuildId: 4031
Patch Set: 1
Clintrial {tm), Copyright{c) 2012 Dracle. All rights reserved.

Yersion Patch Level Server Connection
Client: Bzl ] E | ETsvs@ct4riiia
Core Server: [.7.1 | B ]

Yarning: This computer program is protected by copyright law and international

treaties. Unauthorized reproduction or distribution of this program or any More... |
portion of it may result in severe civil and criminal penalties, and will be

prosecuted to the maximum extent possible under the law.

How to search for information

To search for information in the Help:
1. From the Help menu, select Help Topics. The Help Topics dialog box opens.
2. To find a topic in the Help:

« Click the Contents tab to view topics by category.

» Click the Index tab to view a list of index entries.

* Click the Find tab to search for specific words in the Help.

How to get help on windows and dialog boxes

To get help on an open window or dialog box, do one of the following:

e Press F1.
e On the toolbar, click @
» Click Help.
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Enter, Resolve, and Retrieve

Enter

Chapter 2: Introduction to Enter 29

Chapter 3: How Enter Collects and Stores Clinical Data 39
Chapter 4: Enrolling Subjects in a Study 47

Chapter 5: Working with Clinical Data Study Books 53
Chapter 6: Entering, Editing, and Deleting Data 67
Chapter 7: Working with Subject Lists and Page Lists 91
Chapter 8: Working with Flags and Notes 97

Chapter 10: Verifying Clinical Data 123

Chapter 9: Working with Reports 113

Chapter 11: Working with Non-Subject Study Books 131




Chapter 12: Working with Discrepancies 139

Chapter 13: Enter and Multisite 145



Introduction to Enter

Overview 30
How Enter fits in the Clintrial software workflow 30
What are the Enter tasks? 31
Who are Enter users? 31

Beginning an Enter session 31
Setting the study book 31
Setting the edit mode 32

Sample workflow in Enter 34
Required access rights and access levels 34

Setting your user preferences 35

29




Overview

This chapter introduces you to Enter and describes how to begin an Enter
session, the access rights required to use Enter, and the user preferences you can
set to customize your Enter environment.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

How Enter fits in the Clintrial software workflow

The following figure shows Enter’s place in the Clintrial software workflow:

Set Up and Manage Clintrial System

- Set Up and Set up and
min Maintain Users ? Maintain Security
Desi Design the Create Clintrial
esign Database Objects

Enter and Manage Clintrial Data

Enter Verify Data Enter and Edit Data

Manage Validate and Advanced Edit
Merge Data and Batch Load
i Review Query H Create Queries
Retrieve Results
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What are the Enter tasks?

The Clintrial software Enter module is the core module that you use to enter,
edit, and verify clinical data. In Enter you can:

« Enroll subjects in a study.

e Enter and edit clinical data.

«  Verify clinical data.

< Create reports about clinical data.

Who are Enter users?

Data-entry operators and data managers are the main users of Enter.

Beginning an Enter session

After starting Enter and connecting to the Clintrial software database, you must
perform the following tasks to begin your Enter session:

Set the Protocol
See Chapter 1

1 |

Set the Study Book
This Chapter

1 |

Set the Edit Mode
This Chapter

Setting the study book

After setting the protocol, you must set the study book that you want to use in
your Enter session. You can only work with one study book at a time.

Beginning an Enter session 31



The first time you start Enter from your workstation, the Set Study Book dialog
box opens automatically after you set the protocol. For all subsequent logins,
Enter automatically chooses the study book that you used during your last
session. Enter displays a message asking you to confirm that this is the study
book you want to use. To use a different study book, click No. The Set Study
Book dialog box opens:

& Set Study Book I
EMROLL 0K I
SUBJECT_LOCK Cancel |

Help |

During an Enter session, you can select a different study book to use without
closing Enter. To change the study book from within an active session:
1. Close any open study pages.

2. From the File menu, select Set Study Book. The Set Study Book dialog box
opens.

Setting the edit mode

Before you can enter, edit, or verify data, you must set the appropriate edit mode
for your Enter session. The edit mode determines the type of data entry that you
can perform. There are three edit modes:

» The Edit Update Data edit mode allows you to enter new data or edit
unmerged data. If you edit unmerged data with the status Validated or
Validation Error, the record is automatically revalidated.

» The Verify edit mode allows you to verify previously entered data.

» The Edit Merged Data edit mode allows you to edit data that has been
validated and moved to the data table. When you edit and save merged data,
validation is rerun automatically. If you change data and validation fails, the
changes are not saved.
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By default, when you start Enter, the edit mode is set to Edit Update Data. If
you want to perform verification or edit merged data, you must reset the edit
mode to either Verify or Edit Merged Data. The name of the current edit mode
is displayed in the study page title bar.

To set the edit mode:

1. Close all open study pages.
2. From the File menu, select Edit Mode. The Edit Mode dialog box opens:

. Edit Mode E
Edit Mode | oK I
* Edit Update Data:
Lo Vpaate Lata: Cancel |
 Verify
Help |
" Edit Merged Data

3. Select the edit mode you want and click OK.

The edit mode you select stays in effect throughout the current session unless
you change it.
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Sample workflow in Enter

The following figure shows a typical Enter workflow:

Enroll Subjects
See Chapter 4

1

Enter Clinical Data
See Chapters 5 and 6

I
¥

Edit Data (optional) Add Flags / Notes
See Chapter 6 See Chapter 8

l i

Verify Data
See Chapter 9

Required access rights and access levels

Your ability to enter, modify, or view data in Enter is determined by the access
rights assigned to you by the Clintrial software administrator. The Clintrial
software administrator specifies the level of access you have to each protocol’s
unmerged, merged, and enrollment data.

The following table shows the available levels of access in Enter for clinical data

protocols:
Access right:  Access level: Use to:
Unmerged Full Enter, edit, and delete data in the update tables.

No Delete Enter and edit data in the update tables.
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Access right:  Access level:

Use to:

Read

None
Merged Full
No Delete

Read

None
Enroll Full
Read

None

View data in the update tables.

Note: For View protocols, Read is the highest
available access level.

No access to data in the update tables.
Enter, edit, and delete data in the data tables.
Enter and edit data in the data tables.

View data in the data tables.

Note: For View protocols, Read is the highest
available access level.

No access to data in the data tables.
Enroll subjects in a study.
View enrollment data.

No access to enrollment data.

Note: If you open Enter and cannot access a particular study page, it may be

because the designer has modified a section on that page but failed to update the

section’s status to Valid. Contact your designer or Clintrial software

administrator.

Setting your user preferences

User preferences are parameters that you can use to tailor your Clintrial software
working environment. Default values for user preferences are set automatically
when the Clintrial software is installed and can later be added to or modified by

your Clintrial software administrator. You can set your own preferences to

override these defaults.

Setting your user preferences




To set your Enter user preferences:

1. From the File menu, select Preferences. The Preferences dialog box opens:

mple[elances I

Admin | Classify| Design Enter | LabLoader | Manage | Resolve | Retiieve |

Name Value Default Minimum  Maximum —
ENT_AUTOSKIP_DFLT E No

ENT_EMABLE_BEEP Yes v Yes

ENT_EMR_STUDYBOOK ENROLL 0

ENT_ENTER_AS_TAB Yes - No

ENT_FORM_INSERT No - No

ENT_OPEN_MNAYIGATOR Yes - Yes L
ENT_OPEN_PAGES 1 4 1 10 ;I
Dezcription

IF Yes, after the masimurn number of characters are entered in the current field, the cursor automatically -

goes to the next enterable field in a studybool. This applies only to items set in Clinkial Design to

peiforn automatic skipping.

If Mo, the cursor does not automatically go to the next enterable field. __vJ

| DK I Cancel Help

2. On the Enter tab, enter your preferences:
» For fields with drop-down lists, select a value from the list.

» For text-entry fields, be sure that you use the correct data type and syntax.
The Clintrial software does not validate your entry except for
minimum/maximum range.

* For fields with a minimum/maximum range, your entry must fall within
the specified range.

3. Click OK.

Note: Changes to preferences do not affect active Clintrial software sessions.
You must restart the module for new preferences to take effect.

The following table describes the user preferences that are available in Enter.

Preference: Description:

ENT_AUTOSKIP_DFLT Determines whether autoskip is enabled when

ou start Enter:
Default: No y

Yes: Autoskip is enabled.

No: Autoskip is not enabled.
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Preference:

Description:

ENT_ENABLE_BEEP
Default: No

ENT_ENR_STUDYBOOK

Default: None

ENT_ENTER_AS_TAB
Default: No

ENT_FORM_INSERT
Default: No

ENT_OPEN_NAVIGATOR
Default: Yes

Determines whether an audible sound is heard
when a data entry or verify error occurs:

Yes: Dialog box and sound occur.

No: Only dialog box is displayed.

Displays value of current enrollment study book.
Determines the enrollment study book opened

when you select the File menu’s New Subject
command.

Determines whether the Enter key acts the same
as the Tab key:

Yes: The Enter key acts as a Tab key.

No: The Enter key is ignored except in the last
field on a study page where it moves the cursor to
the field on the next study page.

Note: When using Clintrial in Japanese, this
preference should be set to No to use the Enter
key for navigating from one field to the next if
there are study pages which have a multiline field
at the bottom of the page. In Japanese, Control +
Enter key in the last field of a page will always
trigger a message asking if you want to save the
entries on the current page and will then navigate
to the first field on the next page.

Determines whether data is saved automatically
when you close a study page:

Yes: Data is saved automatically.

No: Data is saved only on user request.

Determines whether the Navigator opens
automatically when you open a clinical data study
book:

Yes: The Navigator opens automatically.

No: The Navigator does not open
automatically.
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Preference:

Description:

ENT_OPEN_PAGES
Default: 4

ENT_TAB_PAGE_FORWARD
Default: No

Determines the number of study pages that you
can have open at one time in Enter and Retrieve.

Minimum: 1

Maximum: 10

Determines what happens when you press the
Tab key when the cursor is in the last field on a
study page:

Yes: The cursor advances to the first field on the
next study page.

No: The cursor advances to the first field on the
current study page.
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Overview

This chapter describes the basic objects and structures the Clintrial software uses
to collect and store data for a protocol.

How Enter collects clinical data

Clinical data is data collected during a clinical trial. In Enter, you enter clinical
data in study books.

What is a study book?

Study books are online representations of case report forms (CRFs). Each study
book contains an ordered lists of study pages that correspond to the pages in a
CRF. When you open a study book, you gain access to its study pages, which
you can then work on and navigate as a set.

In addition to study books used to record clinical data, Enter uses two other types
of study books:

» Enrollment study books are study books used to enter subject enroliment
data. Unlike clinical data study books, enrolment study books contain only
one study page.

* Non-subject study books are study books used to enter nonclinical data; that
is, data not related to a particular subject, such as standard coding
thesauruses or laboratory normal ranges. Like enrollment study books, non-
subject study books contain only one study page.

What is a page section?

A page section is a section of a study page that collects a particular type of
clinical data. The data is then stored in clinical data tables defined by a panel that
corresponds to the page section.

Study pages in clinical data study books always contain a context page section
and one or more page sections for clinical data. Typically, page sections that
collect clinical data have a title identifying the type of information they collect,
for example, “Demographic Information”.
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Title bar

Study pages in enrollment and non-subject study books contain only one page
section. Consequently, page sections in these types of study books are often not
labeled.

The following figure shows the parts of a typical study page:

oniapkac | tigaton (UPDATE]

Madika Clinical - Rheumatoid Arthritis - Phass Il

Protocal Page Numbos {Page Aepeat]
| T— Subiect B —J
Wizt Mumbes (Vizit Rapeat)
Subject Initials 1 ]
O] Visit Data Day Nusber
[02v25z000 (S

Page sections

Status bar

] INVESTIGATOR INFORMATION |
Invastigator ID |523 -|

[ | Berkieoo ]

({10 Bomoon St ] Eodon | M s ]

]DEMOGRAPHIC INFORMATION]

Consent [Z725572000

Bmh  [072377350 Ago(derived) [ 54  Ageuma [
O - —

Race [T = Racndothes [

Does the subject smoke? |N 'vl
Iz the zubject pregnant 7 I~ Check if Yoz J

I E

[ALLERG: Alesgies?

What is a panel?

A panel is a collection of logically or clinically related items. It serves as the
basis for a page section on a study page. For example, the designer might create
a panel to collect demographic information for study subjects. When a panel is
installed, three database tables are created for storing its clinical data. See page
45.
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The following figure shows the relationship between a panel, its corresponding
section on a study page, and its database table:

Study Page
Panel Y 9

| Subiect 001 |

[termns: Database Table
SublD hoe [E ] SUBID AGE SE:

- g Sex
weight

What is an item?

Within each panel, the designer creates items. An item is an object that stores a
particular piece of clinical data, such as a subject’s age, sex, or weight. Iltems
serve as the basis for the fields that appear on a study page.

In addition to items that store clinical data, the Clintrial software also uses

context items and system items:

» Context items are items in a context panel that provide contextual
information for records in clinical data tables. Special context items (for
example, Subject ID) are used to uniquely identify records.

» System items are items internal to the Clintrial software that are attached
automatically to every record; for example, record status.

Item names and field labels

Sometimes a field’s label on a study page is identical to the field’s underlying
item name; however, sometimes it is not. When performing certain Clintrial
software activities (for example, creating an SQL restriction or specifying
retrieval criteria for a report), you must specify actual item names, not field
labels. This requires that you know the names of the underlying Clintrial
software objects used in your study. You can use Enter’s Item Help to reference a
field’s underlying item name.
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The following figure shows how the labels on fields can vary from the fields’
corresponding item names:

Subject ||:||:|'| Age |45
Sex: @M OF Weight 157

Race Accepted? |:|

RECID SUBID SEX BACE AGE WEIGHT ACCPT

20786 |00 M |2 45 [167 1]
20787 (002 M |3 ar 154 1

Similarly, certain activities may require you to supply a panel or database table
name. Consult your data manager or designer if you need help.

How Enter stores clinical data

When the designer installs a panel, the Clintrial software automatically creates
Oracle database tables to store the data it collects. Database tables are organized
into rows and columns.

e Acolumn is created in the table for each item in the panel.
« Each row of data stored in the table represents a single clinical data record.

When you enter and save values in a particular page section on a study page, you
are creating a record in a database table.
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The following figure shows the relationship between a CRF, a study page, and a
database table:

‘ MEDIKA Protocal 325
VISITO Investigator No. Patient No. Date
DAY -1 513 AMNALDZ 23542000
MDY
_CI inical data is collected DEMO GRAPHIC INFORMATION
in a CRF.
Informed Consent Date: _ 2/25/2000 snonh/ day Syear
Date Of Birth: 10/23/1940  snendh / day fyear
Sex: Female (1) [ Male (2) [
Bace: 10 20 30 40 50 ofe gpedity
Checkif currendly true: Allergies [1 Smokes [1 Pregnant []
Meadika Clinical - Rheumatoid Arthritis - Phase Il n
Protocol Pago Numbor [Pago Aepoat]
B Subject E] /
Vinit Mumbes (Vizit Rapeat)
Subject beitials | —
HO] Visit Dats Day Nusher
. [i2/25/2000 [
With Enter, you enter
clinical data values in
the fields of study [INVESTIGATOR INFORMATION |
pages. Investigatec 1D [523 ]
frabole ] oo ]
0 Beacon Skeet ] Eeston ] MWA] [ETS ]
The clinical data . )
values are stored as JDEMOGRAPHIC INFORMATION|
items in the database
tables. Bath  [i0°23750 Ago [dorived) [ 59 Agauma [
Woight | Woight Undt [
s« FiTE)
Racs [T =] Rac # other |
#, Query Results M=
SELECT = FROM MEDIKA_CLINICAL DMG_UFPDATE
Subject Visno Pageno Pagerpt Yizrpt Protid Vizdate Subijinit D ayno Birthdate Face Raceoth Sex| Consdate | Age Smk | ]
AN&103 0 3 325 |02/25/200000:00:00 MLH 1 1042341940 00:00:00 1 102/28/2000 59 i} i}
AN&104 0 3 325 |02/01/200000:00:00 kaD 1 11,01 /1953 00:00:00 1 202/01/2000) 46 i} 1
AN&T05 0 3 325 |02/25/200000:00:00 |CRL A 0601 /1950 00:00:00 1 102/25/2000) 49 i} 1
AN&T0E |0 3 325 |02/01/200000:00:00 BBM -1 039/12/1952 00:00:00 1 202/01/2000) 47 i} i}
AN&T07 |0 3 325 |02/01/200000:00:00 DPR A1 05/02/1952 00:00:00 5 10240142000 47 i} i}
AN&10E 0 3 325 |02/01/200000:00:00 EPG -1 10/0341935 00:00:00 1 202/01/2000) B4 i} 1
AN&T09 |0 3 325 |02/01/200000:00:00 |CRE 1 04,/14/1944 00:00:00 1 10240142000, 55 i} 1
AN&110 |0 3 325 |02/01/200000:00:00 a5 -1 /21419617 00:00:00 2 202/01/2000) 38 i} i}
AN&1TT |0 3 325 |02/04/200000:00:00 \PED A 03/24/1957 00:00:00 3 10201420000 41 i} 05
L | 'm
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Types of Clintrial software database tables

For each panel your designer installs, the Clintrial software creates the following
three database tables:

e The update table stores clinical data when it is first entered in the Clintrial
software.

e The data table stores data that has passed validation and has been merged, or
moved, from the update table.

« The audit table stores copies of clinical data records as they existed prior to
modification or deletion.

For example, if the designer creates a panel named VITALS to collect data
pertaining to subjects’ vital signs, the Clintrial software creates three database
tables for the panel named VITALS_UPDATE, VITALS_DATA, and
VITALS_AUDIT.

The following figure shows the data flow between the update table, data table,
and audit table:

Enter data
Load data

Update Table

Stores initial data. Here YOU ju mm mm mm mm e =
can edit, screen, verify,
code, and validate data.

If auditing is
enabled

I
2 2

Audit Table

Merge data Stores copies of data (prior
to editing or deletion) and
change information.

*
|
|

Data Table |
Stores validated data. Here | mm mm e mm = = = = ——— .!
you can do additional editing

and coding.
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What is record status?

Record status is a status that the Clintrial software assigns to records to track
them internally as they go through various stages of data management. The
Clintrial software updates record status automatically. For example, when a
record is first entered, its status is 2 (Unverified). When the record is verified, its
status changes automatically to 1 (Verified).

While a record is in the update table, its status can change several times.
However, once the record is in the data table, its status cannot change.

The following table lists the statuses used for records in the update and data
tables. Only records with the status Validated (0) appear in the data table:

Status: Assigned to records that have: Table: Code:

Unscreened  Been entered by batch loading in Manage but ~ Update 3
have not yet been screened.

Unverified Been entered interactively in Enter Update 2
but have not yet been verified.

Verified Passed verification or screening. Update 1
Validated Passed validation. Update or 0
data
Validation Failed validation or merging. Update -1
Error
Verification  Failed verification. Update -2
Error
Screening Failed screening. Update -3
Error
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Overview

This chapter describes how to enroll subjects in a study.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

What is enrollment?

Before you can enter clinical data for a subject, you must add the subject to your
study. Adding new subjects to a study is called enrollment.

There are two ways to enroll new subjects:
* Inaclinical data study book
* Inan enrollment study book

Access rights for enrollment

To enter or view enrollment data, you must have the necessary level of access for
the Enroll access right. For each protocol on which you are working, your
Clintrial software administrator specifies the level of access you will have to that
protocol’s enrollment data.

The following table lists the different access levels for the Enroll access right:

If your access level is: You can:

Full Enroll subjects.

Read Open and view enrollment study books.

None You cannot enroll subjects or open enrollment study
books.
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Enrolling subjects in a clinical data study book

You can enroll new subjects in a clinical data study book. This method of
enrollment is effective when you are only adding a few subjects at a time. When
you need to add many subjects, use the enroliment study book.

To enroll a new subject in a clinical data study book:

1. From the File menu, select New Subject. The New Subject dialog box

opens.

— Enrollment Information

Subject Enrollment Form

_ o |
Center ID | vl Cancel
Subject Number I Add Next |
Subject Initials I Help |

Note: If there is more than one valid enroliment study book for the current
protocol, and the ENT_ENR_STUDYBOOK user preference does not
specify a valid enrollment study book, the Select Enroliment Study Book
dialog box opens. You must first select a valid enroliment study book for the
current protocol and session, then the New Subject dialog box opens.

2. Complete the fields in the Enrollment Information section. These fields will
vary according to the requirements of your study. There is always a field (for
example, Subject Number) that serves as a unique identifier for the new
subject.

3. After completing the subject's enrollment information, click:
* Go To Page to save the subject and go to the subject’s first study page.
e OK to save the subject and close the New Subject dialog box.
e Add Next to save the subject and continue adding additional subjects.
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Working with enrollment study books

Enrollment study books are study books used exclusively to enroll new subjects.
Every clinical data protocol contains at least one enrollment study book.
Enrollment study books contain only one study page that opens automatically
when you open the study book.

Using an enrollment study book to enroll subjects is effective when you are
enrolling many subjects at once, or when you want to view or print a list of
enrolled subjects.

The following figure shows a study page from an enroliment study book:

) ENROLL [DATA]

Subject Enroliment Form
]

Subject Number [l08

Subject Iniisls D

Cantes ID

Subject Enroliment Form
[ana =]

Subject Number [105

Subjact Initiale EBHG

Centes ID

Enrolling a subject

To enroll a subject in an enrollment study book:

1. From the Edit menu, select Add Subject.

2. Complete the fields in the study page. These fields will vary according to the
requirements of your study. There is always a field (for example, Subject
Number) that serves as a unique identifier for the new subject.

3. Repeat these steps to add additional subjects, as needed.
4. Save the study page.
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Modifying and deleting a subject

After you save a subject’s enrollment data, you cannot modify or delete it in
Enter; however, you can remove a subject that has been added but not saved. To
remove a subject that has been added but not saved:

1. Place the cursor in a field belonging to the subject you want to remove.

2. From the Edit menu, select Delete Subject.

Using an SQL restriction

You can use an SQL restriction to specify which subject records the study book
should retrieve from the database. For example, you might use an SQL
restriction to specify that only female subjects should be retrieved.

To use an SQL restriction, from the File menu, select Respecify. The SQL
Restriction Clause Builder opens:

[ SOL Restriction ClawseBuider |
Logical Item Name DOperator Yalue
| =l =l =l | Add
;I Clear |
Import |
Save |
[
Save As |
1] 4 I Lancel | Help |

Note: The SQL Restriction Clause Builder also opens automatically when you
first open an enrollment study book.

Filtering and sorting

You can filter and sort subjects in an enrollment study page. Filtering and sorting
allow you to determine which subjects are displayed in the study page and the
order in which they appear.

» To filter subjects, from the View menu, select Filter. The Specify Filter
dialog box opens.

Working with enrollment study books 51



» To sort subjects, from the View menu, select Sort. The Specify Sort Columns
dialog box opens.

Note: Filtering does not limit the retrieval of records from the database;
filtering only determines which retrieved records are visible in the study

page.

Saving data in an enrollment study page

You can save the data in an enrollment study page at any time by selecting Save
from the File menu. If you try to close the study page without saving it, the
Clintrial software prompts you to save it.

If the ENT_FORM_INSERT user preference is set to Yes, data is saved

automatically when you close a study page. No confirmation to save is required
on your part. The Clintrial software default for this preference is No. To close a
study page without saving it, from the File menu, select Close Without Saving.

Printing an enrollment study page

To print an enrollment study page, from the File menu, select Print. All records
appearing on the study page are printed. Prior to printing, you can use the Filter
and Sort commands to specify which records appear on the page and the order in
which they should be listed.

Note: Clintrial prints what can fit on a page, as determined by paper size, page
orientation (landscape vs. portrait), etc.
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Overview

This chapter describes the structure of clinical data study books and how to
navigate in them.

» For information on entering, editing, and deleting data in a study book, see
Chapter 6.

» For information on using enrollment study books, see Chapter 4.
» For information on using non-subject study books, see Chapter 11.

For step-by-step instructions on any tasks described in this chapter, see the Enter
Help.

How are clinical data study books organized?

What is a clinical data study book?

In Enter, you record data collected during clinical trials in clinical data study
books. Study books are online representations of case report forms (CRFs). Each
study book contains an ordered list of study pages that correspond to the pages in
a paper CRF.

What is a block?

A block is a grouping of related study pages in a study book. Blocks usually rep-
resent subject evaluation checkpoints, such as subject visits. For example, a
block named VISIT1 can include the following study pages: Vital Signs, Con-
comitant Medications, and Laboratory Exams.

What is a page section?

A page section is a section of a study page that collects a particular type of clini-
cal data. The data is then stored in clinical data tables defined by a panel that cor-
responds to the page section. Every study page in a clinical data study book
contains these page sections:

» A context page section that displays basic contextual information such as the
subject’s ID, the visit number, the date, and so on.
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One or more clinical data page sections used to collect a particular type of

clinical data, such as a subject’s demographic information or vital signs.

Typically, page sections that collect clinical data have a title identifying the
type of information they collect (for example, “Demographic Information”).

Title bar

The title bar on each study page displays the following information:

The current edit mode, if other than Edit Update Data.
The ID of the study subject displayed on the study page.
The name of the block to which the study page belongs.
The name of the study page.

The Clintrial software database table type (update or data) in which data
entered on the study page is being recorded.

How are clinical data study books organized?
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The following figure shows a page from a CRF and its corresponding Clintrial
software study page:
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Navigating between study pages and subjects

There are four different methods you can use to navigate between the subjects
and study pages in a clinical data study book:

e The Navigator

e Menu commands

e Enter and Tab keys

e The Go To dialog box

The Navigator

The Navigator is a browser that contains a hierarchical display of the blocks and
pages in a clinical data study book. You can open a study page by clicking its
icon in the Navigator. For more information on using the Navigator, see page 59.

Menu commands

The Navigate menu contains commands that allow you to move quickly through
a sequence of pages and subjects.

» Select Next Subject or Previous Subject to open a copy of the current page
for the next or previous subject.

« Select Next Page or Previous Page to open the next or previous page for the
current subject.

» Depending on your navigation order setting, select Next or Previous to open
either the next or previous page for the current subject, or a copy of the
current page for the next or previous subject.

* The Next and Previous commands work like other Navigate menu
commands, except when you are navigating to or from the last page of a list.
Where the Next Page/Previous Page/Next Subject/ Previous Subject
commands move you to the beginning of the list for the current page or
subject, the Next and Previous commands move you to the first page of the
next list.

Enter and Tab keys

With the cursor in the last field on a study page, you can open the next page in
the navigation order by pressing the Enter or Tab key.
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 If the navigation order is set to Navigate By Page, press Tab or Enter to
open the next page for the current subject.

» If the navigation order is set to Navigate By Subject, press Tab or Enter to
open a copy of the current page for the next subject.

Note: To use the Tab key for study page navigation, your
ENT_TAB_PAGE_FORWARD user preference must be set to Yes. The default
is No.

The Go To dialog box

The Go To dialog box contains fields in which you can specify the ID of the page
and subject you want to open. To open the Go To dialog box, from the Navigate
menu, select Go To.

Note: Labels in Go To dialog boxes are truncated if the label is greater than
forty characters.

What is navigation order?

Navigation order is a user-modifiable setting that determines what happens
when you use Enter and Tab key navigation, or the Next and Previous menu
commands. When navigation order is set to:

» Navigate By Subject (the default), you open a copy of the current study page
for the next subject. That is, you navigate from page 1 for subject X, to page
1 for subject .

* Navigate By Page, you open the next study page for the current subject. That
is, you navigate from page 1 for subject X, to page 2 for subject X.
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The following figure shows how Navigate By Subject and Navigate By Page

Navigate By Page Navigate By Subject
SUDISCEX Inclusion / Demo- Medical SUDISERA Inclusion / Demo- Medical
ZR graphics History i Exclusion graphics History
< =
S Inclusion / Demo- Medical SR Inclusion / Demo- Medical
% graphics History i graphics History
< =
Sl Z Inclusion / Demo- Medical Sl Z Inclusion / Demo- Medical
% graphics History i graphics History

To set the navigation order, from the Navigate menu, select Navigate By
Subject or Navigate By Page.

Note: The navigation order also affects how subjects are displayed in the
Navigator. (See page 61).

Using the Navigator

The Navigator is a browser that contains a graphical display of the blocks and
study pages in a clinical data study book. You can open a study page from the
Navigator by clicking its icon.

In the Navigator, study pages are arranged in an expandable hierarchy.
Depending on your navigation order setting, the Navigator groups pages by
subject or by some other definable block (for example, visits). The Navigator
uses different icons for subjects, blocks, and pages. See page 61. Shading
distinguishes icons containing data from those that do not.
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The following figure shows the Navigator:

#I Mavigator - Edit Update Data M=l E3
Subject List: [4LL [=] Page List: [4LL =l

O ANa1On

[ ANt

ANATD

—El Day -1

FE Inclusion Criteria
FEl E+clusion Criteria
FE] Demographic Information
FEl Medical History

FE Vital Signs

—IE Wital Signs

F[J Physical Examination
F Joint Assessment
L[] Laboratory Tests
F[#] Daw O

F[»] Days 30, 60, unsched1
F»] Days 30,60, unsched.2
FBR Days 30, 60, unsched
F[#] Day30Final)

F[P] Summary Meds and AE.1

[ &Na104

Search: |

Opening the Navigator

If your ENT_OPEN_NAVIGATOR user preference is set to Yes, the Navigator
opens automatically whenever you open a clinical data study book. Otherwise, to
open the Navigator, from the Navigate menu, select

Navigator.

Navigator icons

The Navigator uses icons to uniquely identify:
e Study books

» Blocks

» Repeating blocks

» Study pages

» Repeating study pages
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Note: When a repeating block or repeating study page has reached the
maximum number of allowable repeats, the repeating icon is replaced by a
nonirritating icon. For more information on working with repeating blocks and
repeating study pages, see page 63 and page 64.

To expand or collapse a study book or block, double-click its icon. Double-
clicking a study page icon opens the study page.

The following figure shows the icons that appear in the Navigator:

Navigator icons in Navigator icons as they
their different display states: appear in a typical study:
E Study book (o data - unexpanded) @ Subiect 001
]
E Study book, (with data - unexpanded) Subject 002
|
Study book, (with data - expanded) B Izl Inchugion Criteria

B IE Block (no data - unexpanded) Wisit 1
F[»] Block (with data - unexpanded) & compliance

- Block (with data - sxpanded) [ Exam /vial Signs

D Study page  (no data) B QI Side Effects

El Study page  (with data) B El Wigit 2

[N Study page (repesting) FBh s dditional visits
_@I Block (repesting - unexpanded) 'IE' Termination

‘% Block (repesting -- expanded) _E Subject 003

0 "I subject 004

Note: If your site is a Multisite replication site, a ‘H‘ icon will appear next to
subjects that were enrolled at other sites. You can view but not edit data
belonging to these subjects.

How navigation order affects the Navigator display

The current navigation order affects how pages are grouped and displayed in the
Navigator. If the navigation order is set to:

< Navigate By Subject, the Navigator groups subjects under individual pages.
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» Navigate By Page, the Navigator groups individual pages under each
subject.

The following figure shows how navigation order affects the Navigator display:

Navigate By Subject: Navigate By Page:
Yisit 1 Subject 1
- Incluzion Criteria - Yisit 1
[E] sukiect 1 [Z] Inclusion Criteria
[E] subject 2 [E] Exclusion Criteria
[E] Subject 3 [E] Demographic Information
- E=clusion Criteria - Wisit 2
[E] subject 1 [E] Inclusion Criteria
[E] subject 2 [E] Exclusion Criteria
El Subject 3 |§| Demographic [nfarmation
Wit 2 Subiect 2

Sorting subjects in the Navigator

Subjects can be listed in the Navigator in either ascending or descending order.
The default is ascending. To change the order, from the Navigate menu, select
Sort Subjects >> Ascending or Sort Subjects >>

Descending.

Using subject lists and page lists

You can use the Subject or Page drop-down lists to specify a particular list of
subjects or pages for the Navigator to display. When you select a subject list or
page list, only those subjects or pages belonging to the list you select will be dis-
played and used in the navigation order. The default for both is ALL.

For more information on working with subject lists and page lists, see Chapter 7.
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Using the Navigator’s Search field

You can search for a particular block or study page by entering text in the Navi-
gator's Search field at the bottom of the Navigator browser. (See the figure on
page 60.) The search begins at the currently selected Navigator icon and contin-
ues within the hierarchy until the first match is found. You can only search
expanded icons.

For example, to find the next occurrence of the Laboratory Examinations study
page in Visit 1, expand Visit 1 and then enter “L” in the Search field. The search
begins as soon as you enter the text.

Working with repeating blocks

A repeating block is a single block that you can use multiple times.

For example, a study book may contain a block called EXAM that contains study
pages to record data on subject examinations. Anticipating that different subjects
will need different numbers of exams, the designer could make EXAM a
repeating block. You can then record results of subsequent examinations as
needed in repeats of the EXAM block.

Your designer can limit the number of times a block can repeat. When this limit
is reached, you cannot create additional blocks.

Note: The study pages that appear in a repeating block are determined by the
designer. You cannot include or exclude individual pages from the block.

Using a repeating block

Your designer may have renamed the fields shown in the following figure. If the
fields have been renamed, the field labels (but not their positions) will differ
from those listed here.
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Subject item

Block key item

Block repeat
key item

Page key item

Page repeat
key item

To use a repeating block:

1. From the Navigate menu, select Go To. The following example shows the
Go To dialog box in the Medika study book:

Subject:| ANAT
Visit Number: |1 | _Coreel |
Visit Repeat:| =l |
Page Number:|1 |
Page Repeat:| |

2. Inthe Subject (Subject Item) field, enter the ID of the subject for whom you
want to create a new repeating block.

3. Inthe Visit Number (Block Key Item) field, enter or select the repeating
block on which to base the new one. In this example, the blocks are visits.
You must select a block that is repeating, otherwise the Block Repeat Key
Item (next) field will be unenterable.

4. In the Visit Repeat (Block Repeat Key Item) field, enter or select a value for
the new repeating block. If the maximum number of repeats for this block
has been reached, this command is unavailable and you cannot create a new
repeating block.

5. Inthe Page Number (Page Key Item) field, enter or select the study page that
you want to go to after the block is created.

6. If the page you selected in Step 5 is a repeating study page, in the Page
Repeat (Page Repeat Key Item) field, enter or select the repeating study page
that you want to go to after the block is created.

7. Click OK. The new block opens to the study page that you selected.

Working with repeating study pages

A repeating study page is a single study page that you can use multiple times.

For example, a block may include a study page called VITALS that records data
on a subject’s vital signs. Anticipating that vital signs will need to be recorded
several times during a visit for some subjects, the designer can make VITALS a
repeating study page. You can then record results of subsequent readings as
needed in repeats of the VITALS study page.
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Your designer can limit the number of times a study page can repeat. When this
limit is reached, you cannot create additional repeating study pages.

Repeats of a study page all use the same page key value, and are distinguished by
page repeat key values. The designer can either predefine page repeat key values
for repeats of the study page, or allow these values to be defined during data
entry.

Using a repeating study page

Your designer may have renamed the fields listed here. If this has been done, the
field labels (but not their position) will differ from those described here.

To use a repeating study page:

1.
2.

From the Navigate menu, select Go To. The Go To dialog box opens.

In the Subject (Subject Item) field, enter the ID of the subject for whom you
want to create a new repeating page.

In the Visit Number (Block Key Item) field, enter or select the block in which
the new page is located.

If the block you selected in Step 3 is a repeating block, in the Visit Repeat
(Block Repeat Key Item) field, enter or select the repeating block in which
the new page is located.

In the Page Number (Page Key Item) field, enter or select the repeating study
page on which to base the new one. You must select a page that is repeating,
otherwise the Page Repeat Key (next) field is

unavailable.

In the Page Repeat (Page Repeat Key Item) field, enter or select a value for
the new repeating page. If the maximum number of repeats for this page has
been reached, this command is unavailable and you cannot create a new
repeating page.

Click OK. The new study page opens.

What is a new repeating study page?

If your study book contains repeating study pages for which the designer has
predefined a set of page repeat key values, you can use the New Repeating Page
command to open a new repeating study page.
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When you select New Repeating Page, you are opening an empty repeating
study page that uses a predefined page repeat key. If the maximum number of
repeating study pages has already been reached, or if your designer has not
predefined page repeat keys, you cannot use this

command.

To use the New Repeating Page command, first open the study page that you
want to repeat. Then, from the File menu, select New Repeating Page.

Printing clinical data study pages

To print a study page while it is open, from the File menu, select Print.

You can also print study pages from the Navigator without having to open them.
Only study pages that contain data are printed. Only study pages and subjects
included in the current page list and subject list can be selected for printing.

Note: Clintrial prints what can fit on a page, as determined by paper size, page
orientation (landscape vs. portrait), etc.

1. Select the page(s) that you want to print. You can select:
e One or more individual pages.
e A particular block.

» All the pages in the study book by selecting Select All from the Edit
menu.

2. From the File menu, select Print.

The Navigator provides several options for selecting groups of subjects and
pages to print. These options differ depending on the navigation order setting
that you are using.

If you are using Navigate By Page, select a:

» Subject, to print all study pages for that subject.

» Block, to print all study pages in the block for that subject.
» Study page, to print that study page for that subject.

If you are using Navigate By Subject, select a:

» Block, to print all study pages in the block for all subjects.
» Study page, to print that study page for all subjects.

» Subject, to print that study page for that subject.
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Overview

This chapter describes how to enter, edit, and delete data in study books.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

Data-entry workflow

After you set the protocol, study book, and edit mode in which you want to work,
you can begin to enter data.

The following figure shows a typical workflow for entering clinical data:

Set Edit Mode
See Chapter 2

1

Navigate to First
Study Page
See Chapter 5

1 |

Enter Data
This Chapter

1

Add Flags / Notes
(optional)
See Chapter 8

1 |

Save Data
This Chapter

1 |

Navigate to Next
Study Page
See Chapter 5
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Characteristics of study page fields

Carried value

Nonenterable
field

A field is the data-entry area in which values for an item are entered on a study
page.

The following figure shows some of the types of fields that appear on a study
page:

Hi ANATD Day -1 Demographic/|nvestigator [UPDATE)

Medika Clinical - Rheumatoid Arthritis - Phase il

Enterable field

Drop-down list

Derived value

Radio buttons

Check boxes

Status bar with
active item

Protocol Page Number [Page Repeat]
Bs ] Subject B—] —J
Vizit Number [Vizit Repeat)
Subject Initials ] —
Visit Date Day Number
EJEHHSBB 1

{INVESTIGATOR INFORMATION |

-1

Investigator ID (523 =
0 |5
[lsabella ] [Eantiago 423
410 Beacon Steat | Bosten [oo pa] BiE__ ]
(Nore_|
1 DEMOGRAPHIC INFORMATION|
Consent 2171988

Binh  [E2AHS LM: [detived) [ 49  AgeUmt [
sex 3 Weight [T WeightUnit [

Race [F1 (2 (3 (4 (5 |Raceifathes [

1
Does the rubject have alleigies? [~ Check i Yes |
Does the subject smoke? Y vI
Iz the subject pregnant? [~ Check # Yes

=N

INWMUM: Investigator ID Number

Enterable and nonenterable fields

Enterable fields are fields in which you can enter data. Enterable fields have a
three-dimensional border and a white background.

Nonenterable fields are fields in which you cannot enter data. Non-enterable
fields have a colored background (usually gray) and will not accept the cursor.
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Some study page fields that are normally enterable may be nonenterable. When
you encounter this situation, it could be due to one of the following:

If the field: Then:

Contains data e Ifyou are in the Edit Update Data edit mode, the
data has already been merged.
« Ifyou are in the Edit Merged Data edit mode, the
data has not yet been merged.
e The protocol has been locked by your designer.

Note: Some items in the context section of a study page
always appear nonenterable; for example, page numbers
and subject IDs.

Does not contain data * You may not have access rights to enter or edit data
in the current edit mode.
¢ You may not have the proper access rights to work
on that page or page section.

Required fields

Your designer can designate specific fields as required. You cannot save a study
page until all of its required fields contain data. If you try to save a study page
when one or more of its required fields do not contain data, the Clintrial software
displays a message and highlights the field(s) in question. Fields that are not
required are optional; they do not require a value for you to save the study page.

Data types

The data type is an item attribute that determines the type of value a field will
accept. You can use Item Help to determine a field's data type. See page 76.

The following table describes the data types used in the Clintrial software:

Field type: Data type: You can enter: Example:

Date DATE A date. 8/15/2000

Characteristics of study page fields 71



Field type: Data type: You can enter: Example:

Date+time DATETIME Date and time. 8/15/2000
21:20:20
Numeric FIXED An integer that cannot include a 100

decimal point. You can preface the
integer with a plus (+) or minus (-)
sign.

Numeric FLOAT A number that can include a 25.6
decimal point. You can preface the
number with a plus or minus sign.

Text TEXT A character string that can include ~ TRN-001
letters, numbers, punctuation
marks, spaces, and special
characters.

Note: The Clintrial software uses Oracle’s database format for the numeric
FLOAT data type. In this format, an item whose definition is, for example,
NUMBER (4,1) will accept numbers up to four digits, with one of those digits
appearing to the right of the decimal point (999.9). While Oracle allows up to 38
digits, the Clintrial software is limited to 18.

Field width

Due to space limitations, fields are sometimes narrower than the actual length of
data that they can contain. When your entry exceeds the visible width of a field
(is within a field’s allowable limit) the cursor scrolls automatically to the right as
you type. When your entry reaches the field’s allowable limit, you cannot enter
additional text. To view the full text of truncated entries, place the cursor in the
field, and then scroll using the right arrow key.

Minimum/maximum value

If a field has lower and upper bounds, the value you enter must be within the
specified limits. However, if the designer has enabled the Override feature for
the item, you can enter a value that overrides the lower and upper bounds.
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Text case

You can enter text values in either uppercase or lowercase. Text is stored in the
case in which it was entered, unless your designer has formatted the field to
convert entries automatically to uppercase.

Drop-down lists

Drop-down lists are fields for which your designer has defined a :E
specific list of acceptable values. You can recognize a drop-down

list by the down arrow button on the right side of the field.

Clicking the button displays the list.

If your designer set up this item as a codelist, you can only select values that
appear on the list; a typed entry is not permitted. You can scroll automatically to
any item in a drop-down list by pressing the keyboard key that corresponds to
the item’s first letter. For example, pressing the S key will take you automatically
to the first entry that begins with the letter S. Pressing S again will take you to
the second S entry.

If your designer set up this item as a checklist, you can select an item from the
list or you can type in an entry of your own (subject to restrictions like
minimum/maximum value). Combo boxes can be distinguished from list boxes
by the gap between the end of the field and the arrow button.

Note: In some instances, you may encounter items in a drop-down list that
cannot be selected (displayed as red text). These items have been made
unavailable by your designer, usually because they have become obsolete.

Check boxes and radio buttons

Check boxes can appear either alone or in groups of two or Checked v
more. When they appear in a group, you can select as many or
as few of the check boxes as you want. To select a check box,
click it. To deselect (clear) a check box, click it a second time.

Unchecked [

Radio buttons always appear in groups of two or more. You
can only select one radio button in the group. To select a radio
button, click it. To deselect a radio button, click it a second
time, or click a different button in the group.

Selected @
Unzelected
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Display fields

Display fields are fields that automatically display a value. This value may be a
default, or it may be calculated or carried over from data entered in other fields.
Some display fields are enterable; some are not. There are four types of display

fields:

Display field
type: Description: Example:
Carried A value carried over from the same field Pratacol 1325
on a previous page. Carried values are -
used only in context items. They may or  protocol number was
may not be carried from the same
editable. field on an earlier page.
Converted A value converted automatically from I_
the entered value. The converted value is Kilograms:J&1.00
displayed when you exit the field. The user entered 81
which was converted to a
decimal.
Default A default selection or value for a field. @HNCY
Default values are always
editable. Radio buttons usually
display a default value
based on the most
COMmMON response.
Derived A display-only value calculated from a Bom: -
value entered in a different field. | o EEE |
Derived values are not calculated untila  The Age field displays a
record is validated. Prior to validation, derived value calculated
they do not from the subject's date of
display. birth.
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Displaying dates in fields

The format in which dates display in study page fields is determined by your
computer's system date format setting. Windows 98 users can alter this setting
using the Windows Regional Settings dialog box.

1.
2.

4. To change your display format, select a format from the Short date style

Note: The long date style setting does not affect the Clintrial software.

From the Windows Start menu, select Settings >> Control Panel.

In the Control Panel window, select Regional Settings. The Regional
Settings Properties dialog box opens.

Select the Date tab.

drop-down list.

Entering dates in fields

The following guidelines apply when you enter dates in study page fields:

Years can be entered as two digits or four digits. When a two-digit year is
entered, the Clintrial software stores numbers 00 to 49 as 21st century (2049)
and numbers 50 to 99 as 20th century (1950).

The sequence in which day, month, and year must be entered is determined
by the sequence used in your computer's system date format setting.
Available sequences are day/month/year, month/day/year, and
year/month/day. The Windows default is month/day/year.

When entering days and months, leading zeros are accepted but not required.

You can enter a month as a numeric value, a three-character abbreviation, or
as a complete word.

Date format examples:

— Leading zeros: 01-15-00

— No leading zeros: 1-15-00

— Month/day/year sequence: JAN-1-2000
— Day/month/year sequence: 1-JAN-2000
— Year/month/day sequence: 2000-JAN-1
— Two digit year: 1-15-00

— Four digit year: 1-15-2000

— Three character month: JAN-15-2000
— Month as word: JANUARY-15-2000
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You can use any of these delimiters to separate day, month, and year values
in a date:

— Slashes (1/15/2000)
— Hyphens (1-15-2000)
— Periods (1.15.2000)
— Commas (1,15,2000)
— Spaces (1 15 2000)

Using Item Help

You can view the attributes of any enterable field on a study page by using
Enter’s Item Help. Item Help displays important information about a field, such

as the type of value the field will accept, its underlying item name, and whether
the field requires verification. To open Item Help:

1. Select the field whose attributes you want to view.

2. From the Help menu, select On Current Item or press Shift + F1.
3. The Item Help dialog box opens:

Al ltem Help x|

[INVRUR [TEXT

IIrveestigator ID Mumber

] Auteskip  [] Group Dup [] Required [] Overide  [£] Verify ] cany
Units:[ Wwidth:

Lower: | Upper: |

Codelist[M_INVESTIGATORS [Enter code

Value Changed Procedure: [DEPROCS.GET_INVDATA

Item Help attributes

The following table lists the item attributes that appear in Item Help:

Attribute: Description:

Item Name The item’s name as it appears in its database table.
Data Type The data type for the item.

Description

Description of the item as entered by the designer.
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Attribute: Description:

Autoskip Indicates whether autoskip is enabled for the item.

Group Dup Indicates whether group duplication is enabled for the
item.

Required Indicates whether the item is optional or required.

Override Indicates whether you can override codelist and range
checks on data values for the item.

Verify Indicates whether the item requires verification.

Carry Indicates whether a value entered for the item will be
carried forward on other study pages.

Units A text description of the item’s unit of measurement.

Width The width (in characters) of the field.

Lower/Upper Indicates the minimum and maximum value you can
enter.

Codelist Name of the codelist used by the item (for drop-down
lists, check boxes, and radio buttons only). Indicates
either Enter code or Enter value.

Value Changed Name of the data-entry processing procedure used by the

Procedure item.

Other Field Help

When the cursor is in an enterable field on a study page, the status bar at the
bottom of the window displays information about the field. The default field

information includes the name and a description of the item. If the designer has

specified the Help text item attribute for that field, this customized Help text

appears.
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Field navigation

This section lists the keyboard commands you can use for field
navigation.

Navigating between fields

You can use the following keyboard commands to navigate between fields on a

study page.

Command: Moves cursor to:

Tab Next field.

Shift + Tab Previous field.

Ctrl + Home First field in page section.

Ctrl + End Last field in page section.

Enter First field on next study page (from last field on current
page).

Ctrl + Page Up First field (in a page section with repeating items).

Ctrl + Page Down Last field (in a page section with repeating items).

Shift + Enter Last field on previous study page (from first field on

current page).

Navigating within a single field

You can use the following keyboard commands to reposition the cursor and
select text within a single field.

Command: Description:
Home Moves cursor to the beginning of the field.
End Moves cursor to the end of the field.
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Command: Description:

Ctrl + Right Arrow Moves cursor one word to the right.
Ctrl + Left Arrow Moves cursor one word to the left.
Escape Restores the field's original value.
Shift + Home Selects text from cursor position to the

beginning of the field.

Shift + End Selects text from cursor position to the end of
the field.

Shift + Right Arrow Selects one character to the right.

Shift + Left Arrow Selects one character to the left.

Ctrl + Shift + Right Arrow Selects one word to the right.

Ctrl + Shift + Left Arrow Selects one word to the left.

Using autoskip

Automatic skipping (autoskip) is a feature that advances the cursor automatically
to the next enterable field when you have entered the maximum number of
characters in the current field. Autoskip only affects fields for which the designer
has set the Autoskip attribute. Typically, these are fields for which there is a
fixed entry length (date fields, for example).

You can use the ENT_AUTOSKIP_DFLT user preference to specify whether
you want autoskip to be enabled by default whenever you open a study book.

You can also enable or disable autoskip while working on a particular study
book. On the Edit menu, check or clear Autoskip. When autoskipping is
enabled, a check mark (v) appears next to the menu item.

To confirm whether the designer has set the Autoskip attribute for a specific
field, open Item Help for that field.
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Working with repeating items

Your study may include page sections that contain repeating items. Repeating
items are items for which multiple values can be entered. Typically, fields based
on repeating items are arranged in a row. As necessary, you can insert additional
rows to enter multiple values for the items in the page section. Each row of
values is then stored as a separate record in the Clintrial software database.

For example, suppose you need to record information on medications being
taken by a subject. If the fields used to collect this information are repeating, you
can insert extra rows to record information on different medications.

When a page section contains repeating items, all of the items in the section are
repeating; you will never encounter a situation in which some of the items in a
page section are repeating while others are not repeating.

The following figure shows a page section with repeating items:

Drug Dose Unit Continuing?
| Librium [5 |mg [N s
| alium 10 |mg [N [

| Diarvan | g | g |N tl

Your designer should provide the visual clues necessary to help you distinguish
page sections with repeating items. If you are in doubt, you can determine
whether an item is repeating by placing the cursor in the field. Then, look at the
Insert Repeat command (on the Edit menu). If the command is enabled, the
item is repeating.

Sort order in repeating items

Your designer can define sort keys for repeating items. When sort keys have
been defined, records entered in the page section are sorted when you save the
study page according to the criteria the designer has defined.

For example, suppose a set of repeating items collects information on
medications a subject is taking. The designer can specify that those items sort
alphabetically by medication name.
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Note: It is important to be aware of sort order when performing verification:
records may not be listed in the same order in which they were originally
entered.

Adding and deleting rows

You can use the following commands to add or delete rows of repeating items:

¢ To add a new row below the last row, from the Edit menu, select Add
Repeat.

* To insert a new row above the current row, from the Edit menu, select Insert
Repeat.

« To delete the row, from the Edit menu, select Delete Repeat.

Using flags and notes

When adding flags and notes to repeating items, the flag or note level you use
will depend on how you want it to be applied:

» Combined, the rows of repeating items within a page section make up one
observation. Use an observation flag or note when you want the flag or note
to apply to the rows as a group.

« Because each row of repeating items constitutes an individual record, use a
record flag or note when you want it to apply to a particular row.

» Finally, you can use an item flag or note when you want the flag or note to
apply to a single field.

Working with master records and detail records

Your study may include page sections that store master records and detail
records. Master records and detail records are sets of directly related records.
Each master record serves as the parent for its detail records; each detail record
expands or supplements the data contained in its

master record.

Typically, master records and detail records are entered in two adjoining page
sections. The Clintrial software places a red rectangle next to the master record
that is currently selected. The detail page section displays only those records that
belong to the current master record.
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In the following example, the master record Eczema in the Medical History page
section is supplemented by the two detail records in the Medications page
section. The rectangle next to Eczema identifies it as the current master.

MEDICAL HISTORY
Indication Start Stop Continuing?

| Eczema T [

Jsthma [03/01789 | 1270192 [

MEDICATIONS

Drug Brand Hame Start Stop
| Corticosterniod | Lidex |EI'I 01433 |'I 2/m /92
| Hydrocortizone | Cortaid |EI.'-".-"EI'I s |

At least one, and possibly both of the page sections in a master-detail
relationship will contain repeating items. When working with a group of
repeating master or detail records, you can add or remove rows, flags, and notes
as you would in any other group of repeating items. When you delete a master
record, all of its detail records are automatically deleted.

Master record and detail record navigation

You can use the following keyboard commands to navigate between rows in
master records and detail records:

To move: Use:

Between rows in the Up or Down arrow keys.
master section.

Fromamasterrecordtoits  From the last field in the master row, press Tab.
detail record(s).

Between rows in the detail ~ From the last field in the current detail row, press Tab.
section.
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To move: Use:

From a detail record back From the first field in the first detail row, press
to its master record. Shift+Tab.

Duplicating data in a study page

Duplication is the process of copying the values entered for an item or group of
items in one study page to another.

For example, suppose a study book contains blocks for Visit 1 and Visit 2 and the
study page Concomitant Medications appears in both blocks. You can copy
(duplicate) the values entered for Concomitant Medications in Visit 1 to the
same study page in Visit 2.

Types of duplication

There are two types of duplication:
« Item duplication duplicates the value for a single item. You can always
duplicate data for individual items.

« Group duplication duplicates all items on the page for which your designer
has set the Group Dup attribute. You can use Item Help to verify whether or
not Group Dup has been set for a particular item. (See page 76.)

Note: When you use item duplication or group duplication for a set of repeating
items, all data values are copied.

Restrictions on duplication

The source of duplicated data must always be the same subject, same study page
(same repeat), previous block. You cannot skip blocks, nor can you duplicate
data from one subject to another.
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Duplicating data for a single field

To duplicate data in a single field:

1. Place the cursor in the field where you want to insert duplicate data.

2. From the Edit menu, select Duplicate Item. The value entered for the same
subject, same study page, previous block is copied into the current field.

Note: You can duplicate data for all single items, regardless of whether the
Group Dup attribute is set for the item.

Duplicating data for a study page

To duplicate data for a study page:

1. Place the cursor in any field in the study page where you want to insert
duplicate data.

2. From the Edit menu, select Duplicate Group. For all fields on the page set
to allow group duplication, the values entered for the same subject, same
study page, previous block are copied into the current page.

Note: Only items with the Group Dup attribute setting are included in group
duplication. You can use Item Help to determine if Group Dup has been set for a
particular item.

Deleting data in a study page

In certain instances it may be necessary to delete all of the data that has been
entered and saved on a particular study page. To do this, you must have FULL
access rights for both:

» At least one panel on the study page.
e The particular edit mode in which you are working.

To delete all data from a study page:

1. Place the cursor in any field on the study page.

2. From the Edit menu, select Delete Page Data. A dialog box prompts you to
confirm the deletion.
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Saving data in a study page

You can save the study page you are working on at any time by selecting Save
from the File menu. If you try to close a study page whose data has not been
saved, the Clintrial software prompts you to save before closing the study page.
You cannot save a study page until all of its required fields have been completed.

Note: Sometimes when you close a study page, the Clintrial software prompts
you to save the new data even if you did not enter any new data. When this
occurs, it is because the Clintrial software automatically created certain “hidden”
data when the study was opened (typically, context data such as the date, the
subject ID, and so on). In this situation, click on No when you are prompted to
save the data.

Automatic saving

Two Enter user preferences allow you to save study pages automatically. When
you use either user preference, no confirmation to save is required on your part.

e If the ENT_FORM_INSERT user preference is set to Yes, data is saved
automatically when you close a study page. The Clintrial software default for
this preference is No.

e The ENT_OPEN_PAGES user preference allows you to specify a limit for
the number of study pages that can be open at one time. Once that limit is
reached, the Clintrial software saves and closes the least recently accessed
study page each time you open another study page. The Clintrial software
default is 4.

Editing data

Once clinical data is entered into the database, it can be edited, as
necessary.

Note: If you have problems accessing data, check with your Clintrial software
administrator to ensure that you have the required access rights. (For more
information on access rights, see Chapter 2.)
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The following figure shows a sample workflow for editing data:

Set Edit Mode
See Chapter 2

1 |

Navigate to First
Study Page
See Chapter 5

1 |

Edit Data
This Chapter

l

Specify Reason for
Change (if required)
This Chapter

{

Add Flags / Notes
(optional)
See Chapter 8

1 |

Save Data
This Chapter

What is unmerged data?

Unmerged data is data stored in the update table; that is, it is data that has not
been moved (merged) to the data table. To edit unmerged data, you must set the
edit mode to Edit Update Data. (See page 32.)

Navigate to the appropriate study book and study page, then edit the data as
necessary. The title bar of the study page indicates the study page name and the
type of database table that you are editing; for example, 003.Visit1.Vital Signs
(UPDATE).

During the editing session, you only have access to records in the update table. If
data in the current study page is nonenterable, this indicates that the data has
already been merged.

When you edit unmerged data with a status of Validated or Validation Error, the
record is automatically revalidated.
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What is merged data?

Merged data is data that has been validated and moved (merged) to the data
table. To edit merged data, you must set the edit mode to Edit Merged Data.
(See page 32.)

Navigate to the appropriate study book and study page, then edit the data as
necessary. The title bar of the study page indicates the study page name and the
type of database table that you are editing; for example, 003.Visitl.Vital Signs
(DATA).

During the editing session, you only have access to records in the data table. If
data in the current study page is nonenterable, this indicates that the data has not
yet been merged.

When you edit and save data in the data table, validation is rerun automatically.
If you changed data and the validation fails, the changes are not saved.

Specifying a Reason for Change

When you modify or delete data, you may be required to provide a Reason for
Change. A Reason for Change is an explanation appended to an individual
record explaining why the record was modified. Reasons for Change are stored
in the audit table and included in the Manage Audit Records Report.

A Reason for Change is required when you modify data or delete data and both
of the following conditions are true:

< The current protocol requires a reason for change; that is, the
AUDIT_REASON_REQD Manage system parameter has been set to Yes.

e The audit start point for the protocol has been reached. For example, if
auditing is set to begin at merging, only modifications to merged data require
a Reason for Change.
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The Specify Reason for Change dialog box opens automatically when you
modify a record under either of the aforementioned conditions. If your protocol
does not require a Reason for Change, you can still specify one by selecting
Specify Reason for Change from the Edit menu.

E Specify Reazon for Change Ed
Reaszon for Change | 0K

Reaszon for Change Text:

|
Cancel |
Help |

1. Select a reason from the Reason for Change drop-down list, or enter an
explanation directly into the Reason for Change Text box. The designer
determines the options that appear in the Reason for Change drop-down list
by adding values to the CTS_REASON_CODES codelist.

Note: If you are planning to use Clintrial Resolve to Edit Source Data, the
Reason for Change must be limited to 20 characters.

2. Click OK.

Note: If a Reason for Change has been specified for one record on a study page,
but not for other records that also require them, when you save the study page,
the Clintrial software allows you to apply that Reason for Change to those other
records.

Working with scanned CRFs and DCFs

The Clintrial software supports on-screen access to scanned copies of paper Case
Report Forms (CRFs) and Data Correction Forms (DCFs) that reside in third-
party imaging systems. To display a scanned copy of the corresponding CRF or
DCEF, you can use keyboard commands, called hot keys, while you enter or edit
patient data on a study page or view a Resolve discrepancy detail. You can also
use hot keys to display the study page corresponding to the current CRF.
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Using Hot keys

The Clintrial software provides hot keys that allow you to issue commands to
third party imaging software products that store scanned CRFs and DCFs while
viewing or editing a page of clinical data or viewing a discrepancy in the
Clintrial software. Hot keys are keystrokes or combinations of keystrokes used
to issue these commands. A list of the available hot keys is provided in the
following table:

Key: Description:

Ctrl+Alt+N Advance to the next image in the current CRF list.
Ctrl+Alt+P Return to the previous image in the current CRF list.
Ctrl+Alt+C Display a CRF image corresponding to the current study

page. If viewing a Resolve discrepancy detail, display a
corresponding DCF image.

Ctrl+Alt+G Display the study page corresponding to the current
CRF.
Ctrl+Alt+R This hot key may be customized to perform a function

on the CRF image.
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Overview

This chapter describes how to use subject lists and page lists.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

What are subject lists and page lists?

Large studies can contain many subjects and study pages, making study page
navigation difficult. When working in clinical data study books, you can limit
the subjects or study pages in the navigation order to a specific set by using
subject lists and page lists.

A subject list is a set of specific study subjects.

A page list is a set of specific study pages.

What default lists appear in the Clintrial software?

Every Clintrial software protocol includes two default lists. You cannot delete or
modify these lists:

» The ALL subject list includes all subjects in the study.
e The ALL page list includes all pages in the study.

Note: If your site is a Multisite replication site, there is a third default list, the
SITE subject list, that includes all subjects that are owned at your site.

Using subject lists and page lists

When you begin an Enter session, the Clintrial software automatically uses the
subject list and page list you used during your last session. At any time, you can
select a different list to use. When you use a particular subject list and page list:

» Study page navigation is limited to the subjects or pages in that list.
» The Navigator display is limited to the subjects or pages in that list.
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To select a subject list and page list to use:

1. From the List menu, choose Select Lists. The Select Lists dialog box opens:

Hl Select Lists

Subject Lists Page Lists

LIST_1 ADVERSE_ONLY Cancel
LIST_2 ALL

LIST 3
LIST_& Help

=]|
..II-I;I ................................................... -“
FLAG_RESTRICTIONS b

2. Inthe Subject Lists box and the Page Lists box, select the lists that you want
to use.

3. Click OK.

Note: You can also select the lists that you want to use from the Navigator’s
Subject List and Page List drop-down lists.

Creating and modifying lists

You can create as many lists as you need. You create and modify subject lists and
page lists by using the List Wizard, a series of dialog boxes that guides you
through the steps of entering or modifying list criteria. When you create a list,
you can:

« Select specific subjects or pages to include.
« Include or exclude subjects or pages by using a SQL restriction.

« For subject lists only, you can also create a list that includes or excludes
subjects based on the presence or absence of flags or notes.

Once created, a list can be modified as needed.
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Using the List Wizard
To open the List Wizard, from the List menu, select the appropriate
command:
* New List
» Edit Subject List
« Edit Page List

The following figure shows a dialog box from the List Wizard:

Choose type of list

What type of list do you want to make?
There are two types of lists:
Subject list:

Selects data based on
specified subjects.

Page list:

Selects data based on
specified pages.

Help Cancel < Back I Next > I Finish I

What are static lists and dynamic lists?

When you create a list using a flag and note restriction or a SQL restriction, you
specify whether the list should be static or dynamic.

A static list is a list whose membership does not change unless you edit the list
directly.
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A dynamic list is a list whose membership is updated automatically to reflect
changes in data.

For example, suppose you create a dynamic subject list for subjects with
verification flags attached to their data. The list will automatically include any
subjects to whose records verification flags are subsequently attached.
Conversely, subjects whose verification flags are later removed will
automatically be removed from the list.

Deleting a list

When a list is no longer needed, it can be deleted. To delete a subject list or page
list:

1. From the List menu, select Delete Page List or Delete Subject List. The
Delete Page List or Delete Subject List dialog box opens:

W Delete Subject List |
FLAG_RESTRICTIONS
HSTT Cancel
LIST 2 4|
LIST 3 Help |
LIST 5

2. Select the list that you want to delete.
3. Click OK.
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Overview

This chapter describes how to use flags and notes.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

What are flags and notes?

Flags and notes are attachments to clinical data. You can attach flags and notes
to items, records, or observations on a study page.

» Flags are attachments to clinical data used to label and monitor data quality
problems. For example, you might attach a flag to a number that was illegible
on the CRF or is out of the expected range.

» Notes are attachments to clinical data used to record annotations made by
investigators or sponsors on a CRF. For example:

— An investigator might comment:
Subject did not take full regimen of drug.
— A sponsor might state:

Investigator confirmed measurement not taken.

Flags and notes can be modified or deleted as necessary. You can create reports
showing summary and detail flag and note information. Certain Clintrial
software tasks (for example, creating subject lists) allow you to retrieve records
based on the flags or notes attached to them.

How are flags different from notes?

Flags are used to mark and monitor questionable or conflicting data. Notes are
used strictly to record comments made by investigators and sponsors. In
Manage, you can view an Audit Notes Report that summarizes changes to the
notes attached to clinical data. Flags are not audited.

Levels of flags and notes

Flags and notes can be attached to individual items, records, or observations on a
study page. The object to which a note is attached determines its level.
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Item level flags and notes

An item is a Clintrial software object that stores the data collected by a single
field. For example, you would choose an item flag for the Temperature field
when you cannot decipher the temperature of a subject on a CRF.

Record level flags and notes

A record is data stored in one row in a database table. For example, you
would choose a record note describing that the subject’s blood pressure was
taken while the subject was standing.

Observation level flags and notes

An observation consists of all of the records entered in a single page section
that contains repeating items.

Note: Observations in non-subject study books vary from those described
here.

For more information, see page 135.

Flags and notes can be attached to an observation, as well as to individual
records within an observation. You can only use observation flags and notes
in repeating page sections.
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0 MEDIKA Protocol 325
VISIT 1 Dvestigator No. Patient No. Date
DAY 0 184 ANA101 31172000
M D Y
In this example, VITAL SIGNS
because of an illegible Pulse: 72 heats per minute
s 33 & sty
N Blood pressure (seated): 110 /75 mmHg +—— faKEn standin,
the CRF, an item - & 7

flag and an item
note were entered

The following figure shows how information on a CRF can result in a flag and
note being entered on a study page:

Wi ANA101.Day 0.¥ital Sign.1 ([UPDATE)

IS[=] E3

Medika Clinical - Rheumatoid Arthritis - Phase lll

on the study page.
Protocol Investigator Humber Page Number [Page Repeat]
(ER
Subject Investigator Information Vizit Humber [Visit Repeat]
ANATOT [Fangyol | [Kim | 1
Subject Initials [#356 Lang Blvd | Visit Date Day Number
TJ5 [EanJuose | G2 ][ 52450 3/1/2000 0
VITAL SIGNS

Pulze 72 Beats per minute

Temperature EETL

Blood Pressure 110 z ?5 o

[Seated]

Respiratory Rate

Dias

B Per minute

Sys

Height [ler | cms
Weight B5.27 kg

Flag and note icons

When a flag or note is attached, an icon is placed on the study page next to the
data to which the flag or note is attached. Flag icons are red; note icons are
yellow. You can open a flag or note for editing by double-clicking its icon.
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The following table shows the icons used for flags and notes and where those

icons appear on a study page:

Flag or note level:

Icon:

Where it appears:

Item Flag

Observation Flag

Record Flag

Item Note

Observation Note

Record Note

Directly to the right of the field containing the flag.

Upper right corner of the page section containing
the observation. Observation flags are not enterable
in enrollment or non-subject data study books.

Variable, depending on the page section to which
the record flag is attached. If more than one record
flag exists in the page section, only one record-level
flag icon is visible in the study page.

Directly to the right of the field containing the note.

Upper right corner of the page section containing
the observation. Observation notes are not enterable
in enrollment or non-subject data study books.

Variable, depending upon the page section to which
the record note is attached. If more than one record
note exists in the page section, only one record-
level note icon is visible in the study page.

Using flags and notes during verification

You can attach, modify, or delete flags and notes during verification. If your
Clintrial software administrator has set the VERIFY_SHOW_TAGS system

parameter to:

* Yes, all flags and notes are available during verification.

* No, only verification flags are available and visible on the study page during
verification. Notes are not available.

Note: Flags and notes themselves do not require verification.
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Creating reports on flags and notes

You can create reports about the records to which flags or notes are attached. For
more information, see Chapter 9.

Working with flags

Flags are attachments to clinical data used to label and monitor data quality
problems. For example, you might attach a flag to a number that was illegible on
the CRF or is out of the expected range. You can attach flags to items, records,
and observations. The object to which a flag is attached determines its level. For
a description of the levels of flags and notes, see "Levels of flags and notes" on
page 98.

When you attach a flag, you must specify:

» The flag category, which indicates the problem with the data (for example,
Illegible or Missing).

» The flag name, which specifies the action to be taken (for example, Accepted
or To Be Queried).

You can also include an optional comment.

Flags can be modified or deleted as necessary. You can create reports showing
summary and detail flag information. Certain Clintrial software tasks (for
example, creating subject lists) allow you to retrieve records based on the flags
attached to them.

What are automatic flags?

Automatic flags are flags that the Clintrial software attaches automatically to
data in certain situations:

» Blind verification

During blind verification, when newly entered data conflicts with existing
data, the Clintrial software attaches a VERIFICATION/AUTOFLAG to the
item.

* Validation

Your designer can set up rules that automatically attach flags to records that
fail validation.
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< Data conversion procedures

Your designer can set up procedures that attach flags to data during data
conversion.

Attaching a flag

To attach a flag, place the cursor in the appropriate data-entry field. Then, from
the Flags menu, select one of the following flag levels:

e Item Flag
* Record Flag
e Observation Flag

A dialog box opens in which you must specify the flag category and name. You
can also include a comment up to a maximum of 2,000
characters.

The following figure shows the Record Flag dialog box:
Hl Record Flag - ADY [UPDATE)

Categoty
CLASSIFY Classify flags

DISCREPAMCY_P1 flags to mark highest pronty di
P P ags to mark discrepancies o

B

L J-
General flags
Transter Flags
NEWFLAGS

Start and End months ate both greater than the visit date.
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The following figure shows different levels of flags on a study page:

) ANAT01 Summary Meds and AE. 1. Adverse Events - Summary (UPDATE)

Medika Clinical - Rheumatoid Arthritis - Phase Il

Protocol Page Number [Page Repeat)
I Subject | —
Vizit Humber [Vizit Repeat)
Subject Initials E] i
Observation flags =] Vizk Date Dap Number
apply to all records femrss = o
in a page section. | =
{ADVERSE EVENTS]
Item flags apply to Start Date Stap Date . -
indiVidUaI i'[emS. Event MHM DD YYYY MMM DD YYYY C
— N =
Record flags apply to = Fgsmenzuolen " i1 "fis5 " piay [i3 fizsm [ [N ] a
individual records. | .

Attaching multiple flags

You can attach multiple flags to a single item, record, or observation, as long as
the flag category and name combination of each flag are unique. When you
attach multiple flags, only one flag icon appears next to the item, record, or

observation.
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Modifying or deleting a flag
You modify or delete flags using the Modify Flags dialog box. To open the

Modify Flags dialog box, from the Flags menu, select Modify Flags, or double-
click a flag’s study page icon. The Modify Flags dialog box opens:

8} Modify Flags - ANA101.Day 0.Vital Sign.1 (UPDATE) [x]

Show [All Flags =] Sort... I

é[ﬁalegory: DISCRE

Level: Item Panel: Item: TEMFF
. Comment:

| | i3
Delete |

[ ok | cancel |GoToFiag Pint. | Help |

To modify a flag:

1. Place the cursor in the flag's Comment field.
2. Add or delete text as needed.
3. Click OK.

Note: You can edit the flag's comment, but not the flag’s category or name. If
the category or name was entered incorrectly, you must delete the flag and
reenter it.

To delete a flag:

1. Select the flag that you want to delete. You can select multiple flags at one
time.

2. Click Delete.
3. Click OK.

In the Modify Flags dialog box you can also:

« Show only flags of a certain level by selecting a flag level from the Show
drop-down list.

« Sort the list so flags are displayed in a particular order by clicking Sort.
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» Go to the place on the study page where a particular flag was attached by
selecting the flag from the list and clicking Go To Flag (the cursor is
automatically repositioned at the item, record, or observation).

» Print the displayed flag data by clicking Print.

Each flag listed in the Modify Flags dialog box is shown along with its attributes.
The following table describes the flag attributes:

Attribute: Description:

Category The category designation assigned to the flag.

Name The name designation assigned to the flag.

Level The flag's level: item, record, or observation.

Panel The panel (page section) to which the flag was attached.
Item The item (field) to which the flag was attached.
Comment The text of the flag comment.

CT Rec ID The ID of the record to which the flag was attached.

Viewing flags

You can view a list of all the flags in the study book using the Show Flags dialog
box. The Show Flags dialog box is similar in appearance to the Modify Flags
dialog box; however, it does not allow you to modify or delete flags.
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To open the Show Flags dialog box, from the Flags menu, select Show Flags, or
double-click a flag’s study page icon. The Show Flags dialog box opens:

'8} Show Flags - ANA101.Day D.Vital Sign.1 (UPDATE)

Show ]AII Flags _:J Sort.... I

Category: DISCREPA NHame: DaT&_|LLEGIELE

Level: Item Panel: Item: TEMFF
Comment:

2| | 2
[ ok | GoToFiag| Pint. | Help |

Note: For information on using the buttons and options in the Show Flags dialog
box, see page 105.

Working with notes

Notes are attachments to clinical data used to record comments made by
investigators or sponsors on a CRF. For example:

* An investigator might comment:
Subject did not take full regimen of drug.
e A sponsor might state:
Investigator confirmed measurement not taken.

You can attach notes to items, records, and observations. The object to which a
note is attached determines its level. For a description of the levels of flags and
notes, see "Levels of flags and notes" on page 98.

When you attach a note, you must specify:

e The note category, which specifies the source of the note — Sponsor or
Investigator.
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» The note name, which further defines the source of the note. If the category is
Sponsor, the name will be the person at your company who annotates clinical
data. If the category is Investigator, the name will always be Unspecified.

» The actual text of the note.

Notes can be modified or deleted as necessary. You can create reports showing
summary and detail note information. Certain Clintrial software tasks (for
example, creating subject lists) allow you to retrieve records based on the notes
attached to them.

What are sponsor notes?

Sponsor notes are annotations that the sponsor attaches to clinical data. You can
attach multiple sponsor notes to the same level of data, as long as each sponsor
note name is unique. The designer can create additional note names for sponsor
notes.

What are investigator notes?

Investigator notes are annotations that investigators attach to clinical data. You
can attach only one investigator note to each level of data, and that investigator
note always has the UNSPECIFIED note name.

Attaching a note

To attach a note, place the cursor in the appropriate data-entry field. Then, from
the Notes menu, select one of the following note levels:

e Item Note
* Record Note
* Observation Note

A dialog box opens in which you must specify the note category (SPONSOR or
INVESTIGATOR), the note name, and the note text. The maximum length for
note text is 2,000 characters.
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The following figure shows the Record Note dialog box:

H} Record Mote - MEDHIST (UPDATE)

Catsgory Name

i |nveshaaton notes LINSPECIFIED | r:pecibed |rvestigat:
SPOMSO Sponsor notes

Note Text

Subject repotted vascular headaches for a month but was unsure of specific dates,

The following figure shows different levels of notes on a study page:

I ANA101.D ay -1 Medical History [UPDATE)

Medika Clinical - Rheumatoid Arthritis - Phase Il m
Protocol Page HNumber (Page Aapeat]
7 Subject ]
Visit Number (Vizit Repeat)
Subject Initials | —
] Visit Date Day Number
Observation notes O 1
apply to all records. |
1 MEDICAL HISTORY | a
Item notes apply to
individual itemS. If there are past medical ather than the indication. please specify below:
) Stail Date Slop Dale - )
RECOFd nO'[eS apply I Condition MMM DD YYYY MMM DD 'ﬂ'YY Continuing? Aclion
individual | frascuiar headache wov [ Pms pEC [ 13 gl Yes | =] o
to individual fpastrs [BeT 5 e pov | [e [ ves | =] O
records. I
] PREVIOUS MEDICATIONS]
IF the zubject took any medication(z) in the previousz 30 day:. pleazs pecify below:
Maz Doze Diug Stat Date Drug Stop Date
Drug Name Daily Unitz MMM DD YYYY MMM DD YYYY Conlinuing?
fooem o Mexe = [ s [ [ | [7 Check i Yes
[pepiobizmal [ [Zp =] R [ [ AR i3 [195 [ Check i Yes o

Attaching multiple notes

You can attach multiple sponsor notes to a single item, record, or observation,
provided each note name used is unique. When you attach multiple notes, only
one note icon appears next to the item, record, or observation.

You cannot attach multiple investigator notes.
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Modifying or deleting a note

You modify or delete notes using the Modify Notes dialog box. To open the
Modify Notes dialog box, from the Notes menu, select Modify Notes, or double-
click on a note’s study page icon. The Modify Notes dialog box opens:

odify Notes - .Day -1.Medical History
) Modify N ANA101.Day -1.Medical Hi [UPDATE

| | i3
Delete |

[0k ] cCancel |GoToNote| Pint. | Help |

Note: If the designer has enabled notes auditing, the changes that you make will
be audited.

To modify a note:

1. Place the cursor in the note's Comment field.
2. Add or delete text as needed.
3. Click OK.

Note: When modifying a note, you can edit a note's comment, but not the note’s
category or name. If the category or name was entered incorrectly, you must
delete the note and reenter it.

To delete a note:

1. Select the note that you want to delete. You can select multiple notes at one
time.

2. Click Delete.
3. Click OK.
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In the Modify Notes dialog box you can also:

« Show only notes of a certain level by selecting a note level from the Show
drop-down list.

« Sort the list so notes are displayed in a particular order by clicking Sort.

« Go to the place on the study page where a particular note was attached by
selecting the note from the list and clicking Go To Note. (The cursor is
automatically repositioned at the item, record, or
observation.)

« Print the displayed note data by clicking Print.

Each note listed in the Modify Notes dialog box is shown along with its
attributes. The following table describes the note attributes:

Attribute: Description:

Category The category designation assigned to the note.

Name The name designation assigned to the note.

Level The note's level: item, record, or observation.

Panel The panel (page section) to which the note was attached.
Item The item (field) to which the note was attached.
Comment The text of the note comment.

CT Rec ID The ID of the record to which the note is attached.

Viewing notes

You can view notes in the current study book using the Show Notes dialog box.
The Show Notes dialog box is similar in appearance to the Modify Notes dialog
box; however, it does not allow you to modify or delete notes.
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To open the Show Notes dialog box, from the Notes menu, select Show Notes,
or double-click a note’s study page icon. The Show Notes dialog box opens:

ﬁiShow Motes - ANA101.Day -1_Medical History (UPDATE]) E3
Show [All Notes =] Sort... I

Category: [INVESTIGATOR Hame: UMNSPECIFIED

Level: Record Panel: MEDHIST Item:
Comment:

2| | 2
[ ok | GoToNote| Pint. | Help |

Note: For information on using the buttons and options in the Show Notes
dialog box, see "Attaching a note" on page 108.
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Overview

This chapter describes Enter reports.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

Enter reports

The following reports are available in Enter:

The Subject Report provides information about the status of records in
clinical data study books.

The Flag Report provides information about records to which flags are
attached.

The Note Report provides information about records to which notes are
attached.

The Verification Report provides information about value conflicts in records
that have failed blind verification.

You can only create reports for the protocol in which you are working. Once
created, Enter reports can be viewed online, printed, or saved to a file.

Creating reports

You create Enter reports by using the Report Wizard; a series of dialog boxes in
which you specify the report's format and content. You do not have to use all of
the Wizard's dialog boxes. As soon as the Finish button becomes available, it
indicates that the minimum amount of necessary information has been entered.
At any point you can return to change an earlier entry by clicking Back.
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The following figure shows the Report Wizard:

Subject Report - Report Format

Specify Report Format

~Level Order

* Azcending

" Descending

—Group by

' Page
~ Subject

Help Cancel < Back I Hext > I Einish |

Printing and saving reports

You can print a report by selecting Print from the File menu. To save a report to
a file (for example, a Lotus spreadsheet), from the File menu, select Save As.

What are summary and detailed reports?

The Flag, Note, and Subject reports are available in two different formats:
detailed and summary. The Verification Report is available in only one format.

* The summary report format provides a count and categorical breakdown of
the records it finds. For example, the Summary Subject Report can provide
the total number of records in the DEMOGRAPHY page section having the
status Verified, Unverified, and so on.

e The detailed report format provides in-depth information about the attributes
of each record it retrieves. For example, the Detailed Subject Report provides
details on all subject records in the DEMOGRAPHY page section.

Subject Report

The Subject Report provides information about the status of subject records. The
Subject Report can be created in either a summary or detailed format.
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What is the Summary Subject Report?

The Summary Subject Report gives a count of the record totals for each record
status. For example, you might create a Summary Subject report that shows the

total number of subject records for each status type in the Inclusion/Exclusion
page section.

The following figure shows a section from the Summary Subject Report:

Tl Chntural Eniles - Summary Subpect Repart

Page / Panel Subjects Total | Subjects Screensng Verify Enor  Validated Verified Unvesilied Unecreened Grouping  Tolal in
n Data inData | in Update  Emor Enror Fawe  Update
Lable Table lable table
Summary Meds and AE 1 Adverse Events - Surmany
ADY | ] a ] i ] o i i [ i [i] 0

What is the Detailed Subject Report?
The Detailed Subject Report shows the status of individual records. For
example, you might create a Detailed Subject report that lists only subject
records in the Inclusion/Exclusion page section with the status Unverified.

The following figure shows a section from the Detailed Subject Report:

T Clntrial Enter - Detaibed Subpect Reporl

Page Pancl Subject 1D Entry ID Entiy Datetime Status

Day 1 Demagiaphic Anvestigator
OMG

ANET CTSYS DE/12/2000 134851 Valdsted
ANATDG LTSS 0226159152300 Valdabed

Creating a Subject Report

To create a Subject Report, from the Reports menu, select Subject. The Report
Wizard opens and guides you through the following dialog boxes in which you
specify criteria for the report:

* Report Format

» Subjects and Pages

» Entry Information

* Record Status (for the Detailed Subject Report only)
» Flag/Note Details

After specifying the criteria, click Finish to create the report.
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Subject Report criteria

The following table lists criteria options available in the Report Wizard when

creating a Subject Report:

Report criteria:

Options:

Report Format

Subjects and Pages

Entry Information

Record Status
(Detailed Subject
Report only)

Select either a Summary or Detailed format.
Sort records in Ascending or Descending order.

Group records by Page or Subject, to determine how they
appear in the report.

Note: The Group By Page version of the report includes
totals from both the update table and the data table. The
Group By Subject version includes data from the update
table only.

Choose from the Subject List drop-down list.
Select Page(s) to include in the report.

Select records based on the User IDs that entered the
records. You can specify one or more User IDs. “ALL” is
the default.

Select records based on the Date Range during which they
were entered. If no date is specified, all available dates are
used. You can leave one or both fields blank to signify Any
Date.

Note: The end date (To: date) is not inclusive. You must
specify the last day you want to include plus one day. For
example, to include 3/1/1999 in the report, you must set
this field to 3/2/1999.

Select one or more of the following record statuses to
include in the report:

e \Validated

e Vrified

e Unverified

e Unscreened
e Error

e Screen Error
e Verify Error
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Report criteria: Options:

Flag/Note Details Select records based on one or more of the following:
e Category of flag or note.
e Page of flag or note.
« Names of flag or note.

« Level to which flag or note is attached (Item, Record,
Observation, or Any).

« Items to which flag or note is attached.

Click Add to activate the Selection box, which enables you
to build restrictions.

Flag Report

The Flag Report provides information about records to which flags are attached.
It can include records in the update table, the data table, or both. The Flag Report
can be created in either a summary or detailed

format.

What is the Summary Flag Report?
The Summary Flag Report lists the number of flags for each flag category.

The following figure shows sections from the Summary Flag Report:

Bl Clntrial Enter - Summary Flag Hepoil

Categary Observation Level Record Level  Item Level -

CLASSIFY
DISCREFANCY_P1
DISCREFANCY_P2
GEMERAL
LABLOADER
MEWFLAGS

1}

sococococo
cocooco
Hoocooco

What is the Detailed Flag Report?

The Detailed Flag Report lists records that have flags attached to them. If a
record has multiple flags attached to it, there is a separate entry in the report for
each.
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The following figure shows a section from the Detailed Flag Report:

T Clntrial Enter - Detaibed Flag Hepont

Page Panel SUBJECT Item Categary Name Level &
Dray 1. Labovatony Tests
Lag_UFDATE Axal WISDATE HEWFLAGS MPORTANT Iteem

Creating a Flag Report

To create a Flag report, from the Reports menu, select Flag. The Report Wizard
opens and guides you through the following dialog boxes in which you specify
criteria for the report:

* Report Format
e Subjects and Pages
* Flag/Note Details

After specifying the criteria, click Finish to create the report.

Flag Report criteria

The following table lists criteria options available in the Report Wizard when
creating a Flag Report:

Report criteria: Options:

Report Format Select either a Summary or Detailed format.
Sort records in Ascending or Descending order.

Specify records by Page or Subject, to determine how they
appear in the report.

Subjects and Pages Choose from the Subject List drop-down list.
Select Page(s) to include in the report.
Flag/Note Details Select records based on one or more of the following:

« Level to which flag or note is attached (Item, Record,
Observation, or Any).

« Category of flag or note.
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Note Report

The Note Report provides information about records to which notes are attached.
It can include records in the update table, the data table, or both. The Note
Report can be created in either a summary or detailed

format.

What is the Summary Note Report?
The Summary Note Report lists the number of notes for each note category.

The following figure shows a section from the Summary Note Report:

Category Observation Level Record Level Item Level
IMWESTIGATOR 0 0 1]
SPOMSOR 0 0 1

What is the Detailed Note Report?

The Detailed Note Report lists records that have notes attached to them. If a

record has multiple notes attached to it, there is a separate entry in the report for
each.

The following figure shows a section from the Detailed Note Report:

Page Panel Subject ID Item Category Hame Level

Termination. Termination sheet

TERM_UFDATE 1 LasSTDT SPONSOR UNSPECIFIED Item

Creating a Note Report

To create a Note report, from the Reports menu, select Note. The Report Wizard

opens and guides you through the following dialog boxes in which you specify
criteria for the report:

* Report Format
» Subjects and Pages
» Flag/Note Details
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After specifying the criteria, click Finish to create the report.

Note Report criteria

The following table lists criteria options available in the Report Wizard when
creating a Note Report:

Report criteria: Options:

Report Format Select either a Summary or Detailed format.

Sort records in Ascending or Descending order.

Specify records by Page or Subject, to determine how they
appear in the report.

Subjects and Pages Choose from the Subject List drop-down list.
Select Page(s) to include in the report.
Flag/Note Details Select records based on one or more of the following:

* Level to which flag or note is attached (Item, Record,
Observation, or Any).

« Category of note.

Verification Report

The Verification Report shows the total number of errors that occur during blind
verification for all subjects, and conflicts between original and reentered values.
You can use this report to track potential data problems.

Creating a Verification Report

To create a Verification Report, from the Reports menu, select Verification. The
Report Wizard opens and guides you through the following dialog boxes in
which you specify criteria for the report:

e Subjects and Pages
e Entry Information
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After specifying the criteria, click Finish to create the report.

Verification Report criteria

The following table lists criteria options available in the Report Wizard when
creating a Verification Report:

Report criteria: Options:

Subjects and Pages Choose from the Subject List drop-down list.

Select Page(s) to include in the report.

Entry Information Select records based on the User IDs that entered the
record. You can specify one or more User IDs. The default
isALL.

Select records based on the Date Range. The default is
ALL.
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Overview

This chapter describes how to verify clinical data.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

What is verification?

Verification (or double data-entry) is the process of reentering clinical data on a
study page to ensure that the original entry was correct. The Clintrial software
compares the old and new values, checking them for errors or conflicts.

Your designer determines which panels (page sections) and items (fields) require
verification. If verification is not required for the records on a particular study
page, you cannot verify them. You can only verify records that are in the update
table and that have the status Unverified.

The Clintrial software supports these two types of verification:
» Interactive verification
» Blind verification

Only one type of verification is used in a given protocol. The type of verification
used is determined by the VERIFY_BLIND protocol parameter, set in Admin by
your Clintrial software administrator or designer. If VERIFY_BLIND is set to
Yes, blind verification is used. Otherwise, interactive verification is performed.

What is interactive verification?

In interactive verification, the Clintrial software compares old and new values as
you enter data in each field. If there is a conflict, the Clintrial software notifies
you immediately. You can then choose to keep either the new value or the
original one. All records have their status changed to Verified except those
records that you specifically select to fail (that is, those records whose status you
set to Verification Error).
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What is blind verification?

In blind verification, the Clintrial software compares old and new values when
you save a study page; however, the new values DO NOT overwrite the old ones,
nor can you choose which value to retain. If there is a conflict, the Clintrial
software attaches a VERIFICATION/AUTOFLAG flag to the item and an entry
is made in the tags table. Records in which there is a value conflict fail
verification and have their status changed to Verification Error. These records
are listed in the Verification Report. Records that pass have their status changed

to Verified.
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Verification workflow

The following figure shows a typical workflow for verifying data:

Set Edit Mode to Verify
See Chapter 2

1 |

Navigate to First Study Page
See Chapter 5

1 |

Verify (re-enter) Data
This Chapter

Interactive Blind
Verification Verification
Resolve Conflicting Values Save Data
This Chapter See Chapter 6
Add Flags / Notes (optional) Navigate to Next Study Page
See Chapter 8 See Chapter 5
Save Data
See Chapter 6
Navigate to Next Study Page
See Chapter 5
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Setting the edit mode for verification

By default, when you start Enter, the edit mode is set to Edit Update Data, the
mode for entering new data. To perform verification, you must set the edit mode
to Verify. To set the edit mode, first close any open study pages. Then:

1. From the File menu, select Edit Mode. The Edit Mode dialog box opens:

Wi Edit Mode

— Edit Mode

™ Edit Update Data
Cancel

ddi]

Help
™ Edit Merged Data

2. Select Verify.
3. Click OK.

Using flags and notes during verification

You can add, modify, or delete flags and notes during verification. If your
Clintrial software administrator has set the VERIFY_SHOW_TAGS system
parameter to:

* Yes, all flags and notes are available.

* No, only verification flags are available and visible on the study page. Notes
are not available.

Note: Flags and notes themselves do not require verification.

Adding data subsequent to verification

Data added to a page after verification will receive the status of Verified (1) if it
is in the UPDATE table, and Validated (0) if it is in the DATA table (and
successfully passes validation).
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Nonverifiable panels

During verification, you may encounter study pages that contain both panels
(page sections) requiring verification and panels that do not. The fields in these
nonverifiable panels remain enterable and, unlike panels that require
verification, display previously entered data. If you are performing interactive
verification, you can make and save changes to the data in these panels. If you
are performing blind verification, changes you make to the data in these panels
will not be saved.

Verification in non-subject study books

Verification processes records in non-subject study books on the observation
level. When performing verification in a non-subject study book with multiple
observations, it is possible to verify the records in one observation without
verifying the records in others (namely, by using an SQL restriction that retrieves
only the records in the observation you want to verify).

Once the records in an observation have been verified, if you add additional
records to the observation, the new records receive the status Verified.

Performing interactive verification

After you set the edit mode to Verify, open the study page in which you want to
verify data. During verification, you can only open study pages with records that
require verification. If a particular study page contains no records that require
verification, the following message displays when you try to open the page:

There are no records to verify.

128 Chapter 10: Verifying Clinical Data



Enter data in all fields that require verification. If there is a conflict between the
old and new data, the Clintrial software displays a message asking whether you
want to use the new value or retain the old one:

E YERIFY - 023 ¥isit 0.Include/Exclude Criteria [UPDATE] |

Conflict at inclusl. Old value: 1. Do
you wizh to ovemide the old value?

Ho Help

Save the changes when you are done. Once you do this, records in the study page
have their status changed to Verified and cannot be verified again.

Adding and deleting data

When you save a study page during verification, the Clintrial software prompts
you for confirmation if you have:

* Added a new row of repeating items.
« Deleted a row of repeating items.
» Deleted data from a field that originally contained a value.

If you elect to keep the change, you may also be required to provide a Reason for
Change.

Caution: If you add new repeating items during verification, when the data is
& saved, the new repeating items are assumed to be verified and their individual
records are given a status of 1 (Verified).

Specifying a Reason for Change

When you modify a record during interactive verification, you may be required
to provide a Reason for Change if both of these conditions are true:

« The current protocol requires a reason for change; that is, the Manage
AUDIT_REASON_REQD system parameter has been set to Yes.

e The audit start point for the protocol has been reached. For example, if
auditing is set to begin at data entry, any change to records in the update table
requires a Reason for Change.
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Note: For more information on specifying a Reason for Change, see Chapter 6.

Setting record status to Verification Error

When you save a study page during interactive verification, all records in that
page are automatically verified. In some studies, however, your data manager
may require you to set the Verification Error status on study pages where there is
a conflict or problem. This must be done manually. When you do this, all records
on that study page have their status changed to Verification Error. To set the
Verification Error status, place the cursor in any enterable field on the page, and
from the Flags menu, select Set Verify Error.

Performing blind verification

After you set the edit mode to Verify, open the study page in which you want to
verify data. During verification, you can only open study pages with records that
require verification. If a particular study page contains no records that require
verification, the following message displays when you try to open the study

page:
There are no records to verify.

Enter data in all required fields. Save the window.

The Clintrial software automatically attaches a VERIFICATION/AUTOFLAG
flag if you:

» Reenter a value that is different than the original value.

» Leave blank a field that originally had a value.

» Fail to reenter a previously entered row of repeating items.
» Enter an additional row of repeating items.

The VERIFICATION/AUTOFLAG flag comment contains the original and
reentered values, and the account names of the data-entry operator(s) who
entered the values.

After completing blind verification, you can create a Verification Report to view
information on records that failed verification. For more information, see
Chapter 9.
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Overview

This chapter describes how to use non-subject study books.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

Working with non-subject study books

Non-subject study books are study books that you use to enter nonclinical data;
that is, data not related to a particular study subject. Nonclinical data can include
data in standard coding thesauruses, view codelists, or laboratory normal ranges.
A clinical data protocol can contain any humber of non-subject study books.
Like enrollment study books, non-subject study books contain only one study
page that opens automatically when you open the study book.

The following figure shows a study page from a non-subject study book:

1. INVESTIGATOR [UPDATE) HFII!{
Restriction: | |
Filtes: | |
Firstname Sumame 51 Address Inv City Inv State =
fiobn [Ermith [100 Notth Main Street [Bostion 2.
| I | ]
4] | ka|

Adding a record

To add a record in a non-subject study book:

1. From the Edit menu, select Add Record.

2. Complete the record's fields. The fields will vary according to the
requirements of your study. You can use Enter's Item Help for assistance to
complete individual fields.

3. Save the study page.
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Deleting a record

To delete a record in a non-subject study book:

1. Place the cursor in a field in the record that you want to delete.
2. From the Edit menu, select Delete Record.

3. Save the study page.

Using an SQL restriction

You can use an SQL restriction to specify which records the study book should
retrieve from the database. For example, you might use an SQL restriction to
specify that only records entered on a certain date should be retrieved.

To use an SQL restriction, from the File menu, select Respecify. The SQL
Restriction Clause Builder opens:

4 SOL Restriction Clause Builder

Logical Item Hame Operator Yalue

L I=i =l =i

Clear
Import

Save

e |

Save As

oK I Cancel | Help |

Note: The SQL Restriction Clause Builder dialog box also opens automatically
when you first open a non-subject study book.

Filtering and sorting

You can filter and sort records in a non-subject study page. Filtering and sorting
allow you to determine which records are displayed in the study page and the
order in which they appear.

» Tofilter records, from the View menu, select Filter. The Specify Filter dialog
box opens.
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e To sort records, from the View menu, select Sort. The Specify Sort Columns
dialog box opens.

Note: Filtering does not limit the retrieval of records from the database;
filtering only determines which retrieved records are visible in the study

page.

Saving data in a non-subject study page

You can save the data in a non-subject study page at any time by selecting Save
from the File menu. If you try to close the study page without saving it, the
Clintrial software prompts you to save it.

If the ENT_FORM_INSERT user preference is set to Yes, data is saved

automatically when you close a study page. No confirmation to save is required
on your part. The Clintrial software default for this preference is No. To close a
study page without saving it, from the File menu, select Close Without Saving.

Printing a non-subject study page

To print a non-subject study page, from the File menu, select Print. All records
that appear on the study page are printed. Prior to printing,

Note: Clintrial prints what can fit on a page, as determined by paper size, page
orientation (landscape vs. portrait), etc.

Note: You can use the Filter and Sort commands to specify which records
appear on the page and the order in which they should be listed.

Using observations in non-subject study books

Your designer can configure a non-subject study book for grouping. When this is
done, you create observations in the study book which you subsequently use to
group the records you enter into sets. The records belonging to a particular
observation are then processed together during events such as verification and
merging.
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Observations in non-subject study books

Observations in non-subject study books work differently than observations in
clinical data study books.

In a clinical data study book, an observation consists of all of the records entered
in a single page section that contains repeating items.

In a non-subject study book, an observation is a set of records within a page
section that have identical values for the items the designer has designated as the
group keys. Thus, in a non-subject study book, a single page section can contain
multiple observations, each with its own subset of records. Each record you enter
in the page section is grouped with a particular observation.

Creating an observation

You must create an observation first before you can begin adding records to it.
You create an observation by defining a unique set of values for the items the
designer has designated as the group keys. Each record added to the observation
automatically uses these values.

For example, suppose a study page contains these items: Lab Test Type, Lab
Test, Minimum Range, and Maximum Range, and Lab Test Type is the group
key. If you create an observation using Blood Chemistry as the value for Lab
Test Type, all of the records added to that observation use Blood Chemistry as
well.
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The following figure shows a non-subject study page with observations:

i LAB_NDRMS [UPDATE] [_ O] x]
Restriction: |
Filter: |
Lab Category Lab Test Min Max
Elood Chermistry |g|ucuse |BD |1 15
[Elood Chemistry [eodium [135 [143
|B|Dud Chemistry ‘ |chlomde |HE |'| 10
Hemaotology |hemog|obin |1 19 |1 7.0
[Hematolagy [hematocrit B 3]
[Hematolagy [neutraphilis EEE] Eric) S

To create an observation:

1. From the Edit menu, select Add Observation. The Add Observation dialog
box opens:

M Add Observation

Observation

Category of lab test  :Elood Chemistry
Cancel

Flif

Help

2. Enter or select a value for each field in the dialog box. These values will
serve as the grouping keys for the observation. The actual names and number
of fields in the dialog box are determined by the designer. If the dialog box
contains multiple fields, as a group, the values you enter must be unique. Key
values are always of data type FIXED or VARCHAR2.

3. Click OK. The dialog box closes and the new observation appears at the
bottom of the study page. A blank row is inserted in which you can enter the
first record for the new observation.
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Adding a record to an observation

To add a record to an observation:

1. Place the cursor in an existing record in the observation to which you want to
add the new record.

From the Edit menu, select Add Record.
Enter the required values for the record.
4. Save the study page.

Deleting a record from an observation

To delete a record from an observation:

1. Place the cursor in a field in the record that you want to delete.
2. From the Edit menu, select Delete Record.
3. Save the study page.

Sorting records in an observation

Within an observation, records are listed according to the sort keys. A sort key is
an item whose values are used to determine the order in which records within a
particular observation appear. For example, the designer can specify that records
sort alphabetically according to the values entered for an item named Drug
Name. When you add a new record to an observation, it initially appears at the
bottom of the order. To sort the records in an observation so that new entries
appear in their correct position, from the View menu, select Regroup.

Verification in non-subject study books

Verification processes records in non-subject study books on the observation
level. Verification uses panel keys, set up by the designer, to uniquely identify
repeating records. When performing verification in a non-subject study book
with multiple observations, it is possible to verify the records in one observation
without verifying the records in other observations, namely, by using an SQL
restriction that retrieves only the records in the observation you want to verify.

Once the records in an observation have been verified, if you add additional
records to the observation, the new records receive the status Verified.
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Overview

This chapter describes how to work with discrepancies in Enter.

For step-by-step instructions on any of the tasks described in this chapter, see the
Enter Help.

Working with discrepancies

If you have the required Resolve access rights and your protocol is enabled for
Resolve, you can display, create, and delete discrepancies from within Enter.

You can work with discrepancies in any kind of study book. You can also start
Resolve from within Enter to view and work with discrepancies in greater detail.

What is a discrepancy?

A discrepancy is a potential or actual data problem, such as inconsistent or
missing data, identified either through automated checking or manual inspection.
When you manually create a discrepancy, or when a discrepancy is created
through automated checking, a record of that discrepancy is created in Resolve,
allowing you to track the discrepancy through resolution. Deleting a discrepancy
in Enter removes its record from Resolve.
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Viewing discrepancies
Discrepancies must be viewed from the study page on which they were defined.
All pages with discrepancies contain a f icon.

1. From the Discrepancies menu, select Show Discrepancies, or double-click
the  icon on the study page.

2. The window is redrawn as a split screen, with the discrepancies shown in the

lower half:
M ANATOG.Day -1.Demographic/Investigator [UPDATE] =] E3
I Y 5|
IDEMOGRAPHIC INFORMATION|
Consent |02.|"U'IJ1 939
Bath  [09/12/1%52 Age [derived] [ 4§  Age Unit [iis
Weight [~ 15008 Weight Unit [os
Sex [F1 2
Race [F1 (2 (3 (4 (5 |Raceifother |
Does the subject have allergies? [ Check if Yes
Does the subject smoke? IN vl o
Iz the subject pregnant? ' Check if Yes -
1| | »
Discrepancies
1D Status Date Type Priority
860003 New 11/16/200015:56:59  VALIDATE
Rule: MALE_FREG Remarks: Subject cannot be Male and Pregnant; please verify the data,
870003 Hew 11/16/2000 15:58:30 MANUAL
Rule: Remarks: Weght is above maximum range.

e To sort the discrepancies, from the View menu, select Sort
Discrepancies.

» To filter the discrepancies, from the View menu, select Filter
Discrepancies.

e To print the discrepancies, from the File menu, select Print
Discrepancies.

3. To close the split screen, select Show Discrepancies again.
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Creating a discrepancy

To create a discrepancy:

1. Place the cursor in the field for which you want to create a
discrepancy.

2. From the Discrepancies menu, select Create. The Create Discrepancy
dialog box opens:

#: Create Discrepancy

Remarks: [Bith data does not match Age [Derived)

Cancel

Help

di;

Prionity: I

3. Inthe Remarks field, enter a description of the discrepancy.

4. If required by your study, in the Priority field, you can also enter a priority
ID.
5. Click OK. The dialog box closes.

IS

Save the study page to save the discrepancy.

Deleting a discrepancy

To delete a discrepancy:

1. Open the study page on which you want to delete a discrepancy record.

2. From the Discrepancies menu, select Delete. The Delete Discrepancy dialog
box opens:

3. Select one or more discrepancies that you want to delete.
4. Click Delete. The dialog box closes.
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5. Save the study page to make the deletion permanent.

Starting Resolve from Enter

You can start Resolve directly from Enter. From the Discrepancies menu, select
Resolve. Resolve displays the discrepancies for the current Enter study page.

Caution: Once Resolve is started, it does not communicate with Enter. If you

& make changes to discrepancies in Resolve, you must refresh the study page
before you can see the changes in Enter. To refresh the study page, from the File
menu, select Refresh.
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Overview

This chapter describes how Enter works differently in a Multisite environment,
and contains the following sections:

» The Navigator
* Type 0 panels

» Attaching flags and notes in a replication environment

The Navigator

This section describes the following features in the Navigator that are functional
only when the current protocol is in a replication environment:

» The display of subject ownership in the Navigator
e The SITE subject list

» Replication of repeating blocks and study pages

Display of subject ownership in the Navigator

The following figure shows the Navigator and indicates which subjects are
owned by the current site and which subjects are owned by another site in the

replication environment. Subjects that are owned by a different site have an icon
to the right of the study book:

#l Navigator - Edit Update Data

. Subject List: |INITIAL STUDY [~
These subjects are

owned by a differ- =
ent site.

These subjects are
owned by the cur-
rent site.

Search: I

You can enter and edit clinical data for subjects that are owned by the current
site.
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You can open blocks and study pages and view clinical data for subjects that are
not owned by the current site; however, you cannot modify or delete clinical data
for these subjects. When you view a study page for a subject that is not owned by
the current site, all menu commands used to edit or delete clinical data are
unavailable.

The SITE subject list
The SITE subject list is created automatically when the current protocol is in a
replication environment. When you select the SITE subject list, only subjects
owned by the current site appear in the Navigator.

You cannot edit or delete the SITE subject list.

Replication of repeating blocks and study pages

The designer may set up an undetermined number of repeating blocks and
repeating study pages. The data-entry operator may then create repeating blocks
and repeating study pages as needed, that is, dynamically.

When the data-entry operator dynamically creates a repeating block or repeating
study page, metadata to define the block or study page is created. During data
entry, this metadata exists at the current site only. Then, when the clinical data in
the repeating block or repeating study page replicates to other sites in the
replication environment, the metadata to define the repeating block or repeating
study page is created automatically at those sites.

Because it is impossible for a single site to control the number of repeating
blocks and repeating study pages created when a protocol is in a replication
environment, the maximum number of repeating blocks and repeating study
pages set by the designer is ignored.

Type 0 panels

This section describes how Enter works with the following characteristics of
Type 0 panels when the current protocol is in a replication environment:

*  Ownership of records
« Ownership of observations
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Ownership of records

Records in a Type 0 panel may be owned by different sites. A site originally has
ownership of a record in a Type 0 panel if the record was entered at that site.

You can edit clinical data in records that are owned by the current site.

You can view clinical data in records that are not owned by the current site, but
you cannot modify or delete clinical data in these records. Records that are not
owned by the current site are shaded; all menu

commands used to edit or delete clinical data are unavailable.

Ownership of observations

All records that are part of an observation must be owned by the same site.

When you transfer ownership of records grouped in an observation, you must
transfer ownership of all the records in an observation. For information on
transferring ownership, see Multisite.

Attaching flags and notes in a replication environment

The following rules apply to flags and notes in a replication environment:
» You can only attach flags and notes to data owned by the current site.
» The flag or note replicates with the data.

» The flag or note cannot be modified or deleted at a site that does not own the
data to which it is attached.
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Overview

This chapter provides an overview of Resolve’s features and functions. It
introduces terms and concepts used throughout this guide, and provides a usage
scenario that suggests how you might incorporate this module into your work.
This chapter also explains how this guide is organized to help you find the
information you need.

For step-by-step instructions on any tasks described in this chapter, see the Help.

Resolve in the Clintrial software workflow

The Clintrial software Resolve module offers discrepancy management and
resolution capabilities that support the work you perform in other Clintrial
software modules. When this optional module is installed with the core Clintrial
software modules, you can:

 Identify data discrepancies.

» Generate and track discrepancy records.

» Produce data discrepancy forms for distribution to investigators.
» Record investigation and resolution information.

In this section, figures illustrate how Resolve fits into your work process with
other Clintrial software modules.

Preparing to use Resolve

This figure shows the Clintrial software modules that are involved in preparing
Resolve for use and, optionally, in customizing the Resolve interface:

Resolve:
Discrepancy
Management
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Preparation activities include:

e Setting user or usergroup access rights for Resolve
«  Writing rules for validation

« Creating new flag categories

« Defining protocol-level preferences

Optionally, you can customize Resolve’s features, including the set of
discrepancy statuses and the format of the standard data discrepancy form. For
more information, see “What are discrepancy statuses?” and “What are data
discrepancy forms?” on page 157.

The responsibility for setup and customization is likely to be shared by a
Designer, Clintrial software administrator, and PL/SQL programmer.

« Designers create flag categories for Resolve, define protocol parameters, and
determine whether other customizations are needed, for example:

— Displaying investigator information in discrepancies through the
CTV_ONE_INVESTIGATOR protocol parameter or the
CT_RESOLVE_USER package

— Assigning reason for change values to the CTS_REASON_CODES
codelist

« Clintrial software administrators use Admin to assign the Resolve access
rights to users and usergroups, as well as to set default values for protocol
parameters used by Resolve.

e PL/SQL programmers write rules in Design or in packages called by rules
and derivations or for customizing Resolve.
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Resolve and discrepancy management

This figure shows Resolve’s discrepancy management role in the clinical data

workflow:

Enter: Data Entered and
Corrected, and New
Discrepancies Defined

Manage:
Data Validated

Resolve:
Discrepancies Tracked H

Review: Discrepancies
Reviewed and New
Ones Defined

1

Classify: Requests for
Information Stored as
Discrepancies

Generally, a data manager or other end user is responsible for using Resolve to

track and resolve discrepancies in clinical data.

Discrepancy records

This section introduces some of the fundamental terms and concepts used in

Resolve.
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What are discrepancies?

As data is collected during a subject visit and entered interactively through Enter
or batch loaded in Manage, discrepancies can be introduced. Discrepancies
include both actual and potential data problems, such as missing values or
variations from an expected range, and inconsistencies among data values
entered over time or for different panels.

For example:
e Omissions can occur when study data is collected.

< Transcription errors can occur when data is copied to or from a case report
form (CRF).

< Typographical errors can occur during data entry into the Clintrial software
study database.

The following table lists several discrepancies noted during a single subject visit:

Discrepancy type: For example:

Item value discrepancies Blood pressure is 1222/76.

Pulse is illegible.

Inconsistencies on a panel Sex is male and pregnant is yes.
Inconsistencies between Visit date (3/4/1998) in Vital Signs panel precedes birth
panels date (9/7/1999) in Demography panel.

What are discrepancy records?

In Resolve, data discrepancies are stored in individual records. Each discrepancy
record contains a description of an error and identifies the record that was the
source of the discrepancy. A discrepancy record may also include items from any
panel associated with the error. The following example shows the Resolve
windows that display discrepancy record information:
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Detailed Discrepancy #
window

cy #4270003

New Value New Value Eror Item
Given? Comment

More Detail win-
dow

Discrepancy records store the comments, clarifications, and proposed solutions
generated by research and attempts at resolution. No changes are made to the
source records until all research is complete. When a satisfactory resolution is
found for a discrepancy, you can update the underlying record with new values
and close the corresponding discrepancy record.

How are discrepancy records created?

Resolve discrepancy records are created in the following ways:
e Manually, in Resolve and Enter.
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< Automatically, when a rule returns FALSE for a record during validation in
Manage

« Automatically, based on flags attached to data in Enter (rules must be present
to detect these flags during validation in Manage)

< Automatically, when a record fails merging in Manage

« Automatically, when a user requires more information to solve a coding
problem in Classify

For more information on how discrepancy records are created, see
Chapter 15 and Chapter 21.

What are discrepancy statuses?

To help data managers track discrepancies during research, review, and
resolution activities, a series of discrepancy statuses can be assigned.
Discrepancy statuses indicate where a discrepancy record is in the resolution
process. For example, the status of a newly created discrepancy record is New,
and the status of a discrepancy record for which a solution has been suggested is
Resolution Proposed.

Typically, a data manager uses Resolve to change the status of a discrepancy
record. However, in some cases a Resolve action results in an automatic change
in status.

For more information on discrepancy statuses, see "Discrepancy statuses” on
page 175.

Both the discrepancy statuses supplied with Resolve and the transitions
permitted between them can be customized. For more information on
customizing these features, see "How to customize discrepancy statuses" on
page 182.

What are data discrepancy forms?

Data discrepancy forms present information about one or more discrepancy
records, and provide space for proposed resolutions. These printed reports
streamline communication between data managers and clinical investigators, and
document the discrepancy resolution process.

For more information on data discrepancy forms, see Chapter 16.

The standard data discrepancy form supplied with Resolve can be customized.
For more information on changing the format of this report, see Chapter 20.
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Usage scenario

The following figure shows the workflow for discrepancy management and
resolution in Resolve:

Discrepancy
Records
Created

1

First Internal Review
of Discrepancy
Records

1

Optional Second
Internal Review

1

Produce Data
Discrepancy Forms

1

Propose
Resolutions

On-Site Review
and Investigation

1

Discrepancies Final Internal
Resolved ﬁ Discrepancy Review

1

Discrepancies
Not Resolved
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After the Designer prepares a protocol for use with Resolve, and it is set up for
Resolve, discrepancy records are created for review and resolution. You can use
Resolve to review all of the discrepancy records for a given protocol, or select
specific subsets, such as those records relating to a particular data panel or
sharing a particular discrepancy status.

During this initial review, resolutions may be discovered for some discrepancy
records. For example, suppose a discrepancy record is generated for a record
with a value of 1222/76 for blood pressure. By examining the case report form
(CRF), you find that the blood pressure should be 122/76. To correct the
discrepancy and close the discrepancy record at this point in the process, you can
edit the blood pressure item value in Enter. The validation procedure runs, the
rule no longer fails, and the discrepancy status changes to Autoclosed.

Other discrepancy records may need to be routed to internal experts or to the
investigational site for review and resolution. You can use Resolve to change the
discrepancy status of these records to indicate that another internal review is
taking place (Released) or that data discrepancy forms need to be generated for
distribution (Ready to Send).

As proposed resolutions are returned, the comments and new values that are
supplied are added to the discrepancy records. No changes are made to the
underlying records until after a final review, when the you use Resolve to apply
the resolutions. This process updates the underlying records to correct the
discrepancies and closes the discrepancy records by applying an appropriate
discrepancy status.

For more information on these tasks, see the chapters in Part | of Resolve.

Preparing and customizing Resolve

Before you can take advantage of Resolve’s discrepancy management and
resolution capabilities, the Designer must perform tasks in other Clintrial
software modules that prepare the Clintrial software to use Resolve. Some of
these tasks are required. Optional tasks allow you to tailor Resolve to your needs
and work habits.

In addition, the protocol preference value and PL/SQL procedure that retrieve an
investigator for each discrepancy record can be changed.
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Resolve’s setup tasks can apply to the entire system, to a specific protocol, or to
the panels in a protocol. The following figure shows the order in which these
tasks should be performed:

Perform Customizations [——___

System-

wide — \ Define System
effects - Parameters

il

Set Audit Start Point  f————-—|

— {

Resolve  }—---d Set Up Protocol

1

Set Protocol
Parameters

Protocol-

specific — l

effects

______ Set Access Rights

1

Create Discrepancy
Flag Categories

\~\
~,

Panel- Write Rules and b’
specific — Derivations ’
effects
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Only two tasks in this flowchart are required:
e Set up protocol to use Resolve (performed in Resolve).
« Set access rights for the protocol (performed in Admin).

If you choose to customize Resolve, make your modifications before you
perform protocol- and panel-specific setup activities. The following Resolve
features can be customized:

» Discrepancy statuses can be changed and new statuses can be added.

« The set of transitions permitted between discrepancy statuses can be
modified.

» The protocol preference value and PL/SQL procedure that retrieve an
investigator for each discrepancy record can be changed.

You can also redesign the data discrepancy form at any time.

For more information on these tasks, see the chapters in Part Il of this guide.

Using this guide
The remaining chapters of this guide are divided into two parts:

Part I: Data Manager Information

Part | is intended for users who are responsible for using Resolve to manage and
resolve discrepancies. Before a data manager begins to use Resolve, the Design
user, Clintrial software administrator, and PL/SQL programmer should complete
the setup activities and customizations described in Part Il. The chapters in Part |
are:

Chapter 15: Managing Discrepancy Records

Chapter 16: Browsing and Printing

Chapter 17: Resolving Discrepancy Records

Chapter 18: Reporting Operational and Statistical Data

Part I1: Designer Information

Part 11 is intended for users who perform setup activities, write rules, and
customize Resolve data structures. However, before you implement any of the

changes described in Part 11, thorough familiarity with the Resolve functionality
detailed in Part | is recommended. The chapters in Part 11 are:
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Chapter 19: Resolve Setup
Chapter 20: Customizing Resolve
Chapter 21: Preparing to Track Discrepancies

Chapter 22: Resolve and Multisite
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Identifying discrepancies

After a protocol is set up for use with Resolve, discrepancies can be detected and
added to the Resolve database of discrepancy records using any of the following
methods:

» Automated checks (validation)

» Data-entry flags (attached to data in Enter, detected during validation)
* Manual entry

* Merging

» Requests for more information in Classify

You can create discrepancy records manually in Resolve at any time. To use the
other methods, which automate the creation of discrepancy records, preparatory
tasks must first be completed in Manage and Design (or Classify must be
installed). For example, to use automated checks to identify discrepancies and
create Resolve discrepancy records, rules must be written and attached to panels
in Design. Then, validation must be run to apply the rules and create new
discrepancy records. Run validation directly in Manage.

The following sections describe the tasks that a data manager, a Designer or a
PL/SQL programmer perform to create Resolve discrepancy records for data
discrepancies.

How validating data creates discrepancy records

Designers and PL/SQL programmers can design and write rules that find
missing or inconsistent values in data records after data entry is complete. A rule
is part of a PL/SQL statement that is attached to a panel, and used to confirm that
clinical data meets the requirements of the clinical protocol. Rules become part
of the validation procedure in Manage that validates clinical data before it is
moved to the data table (merged). During validation, rules evaluate to TRUE or
FALSE.
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The following figure shows the steps in this process:

PL/SQL Programmer
Writes Rules in Design

il

Manage User Validates
Data; Discrepancy
Records Created

!

Data Manager Reviews
Discrepancy Records in
Resolve

For example, a rule may be defined to compare the visit date in the Vital Signs
panel to the subject’s date of birth in the Demography panel. If the subject’s date
of birth is recorded as occurring after the visit date, a discrepancy record is
generated automatically when validation runs.

For more information on writing rules for Resolve, see Chapter 21.

How to flag erroneous data in Enter

For a discrepancy noticed during data entry, a flag can be attached to data in
Enter to describe the error and, if available, its possible resolution. A flag is an
attachment to clinical data used to label and monitor data quality problems. A
flag can be attached to an item, a record, or an observation. To automate the
creation of discrepancy records in Resolve from flags attached in Enter, a
Designer creates special discrepancy flag categories and a Designer or PL/SQL
programmer creates a rule attached to the context panel to detect flags in those
categories during validation.
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The following figure shows the steps required to create Resolve discrepancy
records from flags:

Designer Creates
Discrepancy Flag
Categories
in Design

Designer or PL/SQL
Programmer Creates
Rule in Design

]

Enter User Attaches
Discrepancy Flags
to Data

]

Manage User Validates
Data; Discrepancy
Records Created

1

Data Manager Reviews
Discrepancy Records in
Resolve

For example, during data entry, a user might notice that a particular item requires
a TRUE or FALSE value, but No appears on the case report form (CRF). As a
result, the data-entry operator leaves the item blank, but attaches a flag to it with
a comment describing the situation and suggesting that No may indicate FALSE.
If the data-entry operator selects a discrepancy flag category when attaching the
flag, a rule will detect the flag and create a discrepancy record in Resolve the
next time validation runs.

For more information on writing rules and attaching flags, see
Chapter 21.
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How to create discrepancy records manually in

Resolve
For discrepancies observed during a review, a data manager can create new dis-
crepancy records in Resolve. For example, you might observe that the vital signs
data collected for a subject over several visits is unusually consistent, with none
of the normal, expected variations. Before you investigate further, you create a
new discrepancy record to document your research. The following figure shows
the steps in the manual creation of discrepancies:

Data Manager
Reviews Record

1

Data Manager Creates
Discrepancy Record
in Resolve

To avoid creating a duplicate discrepancy record, you can first use Resolve’s
viewing options to review the existing discrepancy records for similar
discrepancies.

To create a new discrepancy record, you must have the Create access right in
Resolve. From the Discrepancy menu, select New. The New Discrepancy dialog
box opens:

Rl New Discrepancy

A s
Adverse events. Coded against MedDRA Lowest Level Te
Adverse events. Coded against MedDRA Piefened Terms
Concomitant medications
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In this dialog box, you select data from the available lists to help identify the
source of the discrepancy. The following information about the discrepancy
record’s source record (primary record) is required:

* Panel
» Database Table
» Subject context item

Optionally, you can select a block context item.

Note: If the panel is a Type 0 panel (non-patient data), you cannot select a
subject context item or a block context item.

You must also describe the discrepancy, and optionally give the discrepancy
record a numeric priority assignment.

Note: The Clintrial software administrator or Designer can also set up Resolve
to display information about the investigator in the discrepancy record, various
discrepancy reports, and in the Select By dialog box. For more information on
displaying investigator information, see "Modifying investigator retrieval
instructions™ on page 256.

When these selections and entries are complete, click Identify Primary Record.
The Identify Primary Record dialog box opens:

"8l Identify Primary Record E

i i Mum Matehes Outcome Senous Severity Studerel ' orkdbowy Startmmm Stardd Startmmg Sty
Primary item ) 0aUT0 [ae 2 1939 |12
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This dialog box contains a list of all records that meet your specifications for
Panel, Database Table, Investigator, and the subject and block context items, as
selected in the New Discrepancy dialog box. After you find the record and the
specific, or primary item that is the source of the discrepancy, click that item, and
optionally add text to Error Item Comment field, then click OK. The new
discrepancy record is created with information included about the specific item
selected. Then, you may do one or both of the following as many times as
appropriate:

« To identify other items that are relevant to your discrepancy record, click
Add Associated Items. The Add Associated Items dialog box opens.
Complete it the same way you did the Identify Primary Record dialog box.

Note: You can select associated items from either the same panel or other
panels.

« To create another new discrepancy record, click Additional Discrepancy.
The New Discrepancy dialog box opens. Define this discrepancy the same
way as you did the preceding one.

Note: You can also create discrepancy records manually in Enter. For
information on how to create discrepancy records in Enter, see "Working with
discrepancies” on page 140.

How merging data creates discrepancy records

Discrepancy records are created automatically for records that fail merging in
Manage. The following figure shows the steps in this process:

Manage User Merges
Data; Discrepancy
Records Created

l

Data Manager Reviews
Discrepancy Records
in Resolve

For example, suppose that when merging runs, two records with the same
subject, block ID, and page are found. This duplication results in a merge error,
and a discrepancy record is generated automatically.
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How Classify creates discrepancy records

If Classify is installed, discrepancy records are created when more information is
requested about a term that failed automatic coding in Manage. The following
figure shows the steps in this process:

Manage User Runs

Automatic Coding;

Omission Records
Created

1

Classify User Reviews
Omission Records

!

Classify User Requests
More Information;
Discrepancy Record
Created

]

Data Manager Reviews
Discrepancy Records in
Resolve

For example, suppose that the adverse event CHILLS W/ FEVER is recorded for
a given subject. When automatic coding runs, no match is found in the coding
thesaurus. An omission record is therefore created in Classify. To solve it, a
coding specialist may want input from the on-site investigator. These requests
are stored as discrepancy records, so that the necessary information can be
solicited using data discrepancy forms.

For more information on how you can use Classify to create discrepancy records,
see Manage, Classify, and Lab Loader.

170 Chapter 15: Managing Discrepancy Records



Tracking discrepancies

The process of managing and resolving discrepancies begins after discrepancies
are identified and their corresponding discrepancy records are created. Resolve
helps you to keep track of discrepancy records and the discrepancies they
represent as you perform the following tasks:

« Review discrepancy records and route them for resolution.
« Produce data discrepancy forms to send to investigators.
« Collect and enter information to resolve the discrepancies.

How reviewing discrepancies works

First, the data manager or person responsible for a study performs an expert
review of each discrepancy record and its corresponding clinical data. This step
may involve reconciling data stored in the Clintrial software with the data that
appears on the original CRFs. As a result of this review, some discrepancy
records may be resolved or closed, while others may require additional research.

If more research is necessary, an optional second review by clinical research
associates (CRASs) or other personnel can then occur. This review provides an
opportunity for additional resolutions to be proposed before requests for more
information are sent to the investigational site(s).

You can add comments to a discrepancy record after each review to maintain a
complete online record of suggestions, proposed resolutions, or other messages.

How producing data discrepancy forms works

Data discrepancy forms solicit research and resolution information for
discrepancy records from on-site investigators. In Resolve, you group
discrepancy records into batches by investigator or investigational site, then print
and distribute the corresponding data discrepancy forms.

Investigators analyze the discrepancies, then enter their proposed resolutions on
the data discrepancy forms and return them to the data management department.

For more information on data discrepancy forms, see Chapter 16.
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How entering and evaluating resolutions works

When a CRA review or an on-site investigation results in potential resolutions,
descriptions of the proposed resolutions are added to the discrepancy records.
You can perform a final, online review in Resolve before you apply changes to
the database.

During this final review, you can do one of the following:

» Accept and implement the proposed resolutions.

» Close the discrepancy records without making the proposed changes.
» Seek further information from the CRA or investigator.

For more information on resolving discrepancy records, see Chapter 17.
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The following figure shows the workflow for discrepancy management and
resolution in Resolve:

Discrepancy
Records
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How to use Query for Confirmation

After new discrepancy records are created in Resolve, you may be able to make
an educated guess about the appropriate resolution for some of them. To resolve
these discrepancies immediately, you can edit the data records at once, then send
out data discrepancy forms (DDFs) to investigational sites to confirm that your

resolutions are correct.

The following figure shows the steps for managing and resolving discrepancies
in this way:

Internal Review

{

Resolve
Discrepancies

{

Produce Data
Discrepancy Forms

{

On-Site Review
and Investigation

{

Confirm Resolution

If you use this approach, check the Query for Confirmation check box in the
corresponding discrepancy records to indicate that changes have already been
made to the related data records. When you print data discrepancy forms for
these records, the forms include both the original and current item values, as well
as a request for confirmation of your changes.

For more information on resolving discrepancy records, see Chapter 17.
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Discrepancy statuses

To help you manage individual discrepancy records and work with sets of them
efficiently, Resolve offers a variety of discrepancy statuses. In the following

figure, the shaded elements indicate the discrepancy statuses that correspond to
different points in Resolve’s discrepancy management and resolution workflow:
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Resolved Discrepancy Review 1
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Resolution
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While you are performing these Resolve tasks, users working in other Clintrial
software modules can update records, rules, and panels. As a result, additional
discrepancy statuses (Autoclosed and Obsolete) may be assigned automatically

to discrepancy records.

Types of discrepancy statuses

The following table describes each discrepancy status:

Discrepancy status:  Code:

Description:

Autoclosed ACD
Confirmed As Is CN
Linked LK
New N

Indicates one of the following:

e The source record associated with the discrepancy
record was corrected with the Edit Source Data
command or through Enter.

e The discrepancy flag was deleted.

< Validation was run again, and the record failed the
same rule, but with a different erroritem. In this
case, the first discrepancy is autoclosed and the
query for confirmation is cleared. A new
discrepancy is then opened.

This status, which can be assigned only by validation,
closes a discrepancy record.

Indicates that, upon review, the data value is accurate as
entered and the proposed resolution

(if any) will not be applied. Assigning this status closes
a discrepancy record.

Because discrepancy records can be created by both
automated and manual processes, multiple discrepancy
records may refer to an identical problem. You can link
one discrepancy record to another to eliminate
duplication and indicate that the same action will
resolve both. Assigning this status closes a discrepancy
record.

In general, all discrepancy records start out with this
discrepancy status. Indicates that the discrepancy record
is at the beginning of the discrepancy management
process.
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Discrepancy status:

Code:

Description:

No Action Needed

Obsolete

Ready to Send

Reissued

Released

NO

ACM

RTS

REI

REL

Some discrepancies, particularly those found by
automated checks, may not require further action after
review. Assigning this status closes a discrepancy
record.

Indicates one of the following:

« The source record associated with the discrepancy
record was deleted.

e The panel’s clinical data tables were deinstalled.

¢ Arule was changed or deleted so that the record no
longer failed validation.

This status, which is only assigned automatically by the
Clintrial software, closes a discrepancy record.

Note: Complete deinstallation of the panel (metadata as
well as clinical data tables), results in the deletion of
any discrepancy for data in that panel.

Indicates that internal reviews are complete. The next
step for a discrepancy with this status is for a data
discrepancy form to be printed and

distributed.

If a proposed resolution does not adequately resolve a
discrepancy, you can create another discrepancy record
to pursue a different resolution. A reference to the new
discrepancy record is stored with the original
discrepancy record. The discrepancy status of the
original record changes to Reissued, which closes the
record. You can choose the discrepancy status for the
new record: New, Released, or Ready to Send.

Allows for a second internal review before a data
discrepancy form is generated and sent to investigators.
For example, a review by a clinical research associate
(CRA) might be necessary for some discrepancy
records.

Discrepancy statuses 177




Discrepancy status: ~ Code: Description:

Resolution Applied RA If a proposed resolution includes specific item value
changes that can be stored in the Item Values for
Discrepancy section of the discrepancy record’s detailed
Discrepancy # window, you can apply the changes to
the referenced data records. This status is assigned
automatically by selecting the Discrepancy menu’s
Apply Proposed Values command; it closes a
discrepancy record.

Resolution Proposed  RP Indicates that a proposal was provided by the
investigator or site to which you sent the data
discrepancy form, or by an associate who evaluated the
discrepancy during the second internal review. This
status is required if you intend to update the source
records by using the Apply Proposed Values
command. It is also required if you intend to resolve a
discrepancy whose record was previously released for a
second internal review.

Resolved Internally RI Applies to discrepancy records resolved during the first
internal review, such as transcription errors in which
data in the Clintrial software is different from data on
the CRF. You should correct the error in the clinical data
before you apply this status, which closes a discrepancy
record.

Resolved Manually RM Indicates that the proposed resolution was accepted and
the source record(s) manually resolved. Assigning this
status closes a discrepancy record.

Sent S Indicates that a data discrepancy form was sent to the
investigator or site. The discrepancy status of a
discrepancy record is changed to Sent automatically
when you print the record’s data discrepancy form.

Unresolvable UN Indicates that the discrepancy record cannot be
resolved. For example, a discrepancy associated with a
subject who has dropped out of the study may be
impossible to reconcile. Assigning this status closes a
discrepancy record.
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How to set the initial discrepancy status

The Designer sets the initial discrepancy status by selecting a status from the
drop-down list in the rule’s Discrepancy Initial Status field. If this field is left
blank, the initial discrepancy status is New.

How to assign discrepancy statuses

You control the assignment of discrepancy statuses to discrepancy records. To
change a discrepancy status, from the Discrepancy menu, select Change Status.
To close a discrepancy record, you assign it a terminal discrepancy status, such
as Resolved Internally or Confirmed As Is.
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Discrepancy status assignments must adhere to a prescribed processing flow.
The following figure shows the processing flow that is supplied with Resolve for
discrepancy statuses. The C notation indicates the discrepancy statuses that close
discrepancy records when they are assigned.

New
. No Action Resolved
Linked Needed Internally Released

Ready to
Send

Sent Resolution
en Proposed

. Confirmed Resolved Resolution
Reissued Unresolvable .
As Is Manually Applied

This processing flow is implemented and enforced by discrepancy transitions
that specify which status changes are supported. For example, you can change
the discrepancy status of a record from New to Resolved Internally, but you
cannot change it to Resolved Manually without assigning each of the intervening
statuses to it in sequence.

Note: This figure simplifies the standard processing flow. Additional
discrepancy statuses and discrepancy transitions are available. A Clintrial
software administrator can modify the possible transition states between
statuses. For complete listings of the discrepancy statuses and discrepancy
transitions supplied with Resolve, see the Reference Guide.
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Automatically assigned discrepancy statuses

In addition, some discrepancy statuses are assigned automatically to discrepancy
records as a result of an action performed in Resolve or another Clintrial
software module.

The following discrepancy statuses are assigned as a result of operations
performed in Resolve and cannot be set manually:

Action: Discrepancy status assigned:
Manually create a discrepancy record New

Print a batch of data discrepancy forms Sent

Apply proposed resolution values Resolution Applied

For example, when you print data discrepancy forms for a batch of discrepancy
records, the discrepancy status of each of those records is updated automatically
to Sent.

Additional discrepancy statuses are assigned as a result of actions performed
using other Clintrial software modules and also cannot be set manually:

Action: Discrepancy status assigned:

Source record corrected in Enter or by a Autoclosed
Global Change in Manage

Flag removed from source record in Enter

Validation was run again, and the record failed
the same rule, but with a different erroritem

Source record deleted in Enter or by Global Obsolete
Delete in Manage

Clinical data tables for a panel for the source
record deinstalled in Design

Rule changed or deleted from the panel in
Design

Note: Complete deinstallation of the panel
(metadata as well as clinical data tables),
results in the deletion of all discrepancies for
data in that panel.
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For example, when validation runs, a discrepancy record is created for a record
that fails a rule. The record can be corrected manually in Enter, causing
validation to run again. If the record no longer fails the rule, its corresponding
discrepancy record is set to Obsolete.

Note: For some automatically closed discrepancy records, you may want to
receive confirmation that the changes are indeed correct. For discrepancy
records that are set to Autoclosed, you can use the Discrepancy menu’s Query
for Confirmation command to set this flag and change the discrepancy record’s
status to Ready to Send. The discrepancy record can then be included in a batch
of data discrepancy forms.

How to customize discrepancy statuses

Designers can customize the discrepancy statuses and transitions that are
supplied with Resolve. New discrepancy statuses and transitions can be added to
those supplied with Resolve, and the existing statuses and transitions can be
modified as needed.

For more information on customizing discrepancy statuses, see
Chapter 20.

For more information on the discrepancy statuses and transitions supplied with
Resolve, see the Reference Guide.
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Browsing discrepancy records

You can review discrepancy record data at two levels of detail:

» Summary (Selected Discrepancies window) — Lists groups of discrepancy
records as line items in a summary window display

» Detailed (Discrepancy # window) — Shows data for a single discrepancy
record

To review summary information, you choose a view, which selects and orders
discrepancy records for display. From the summary Selected Discrepancies
window, you can access detailed information about a specific discrepancy record
for review and editing.

What is the summary Selected Discrepancies
window?

The following example shows the summary Selected Discrepancies window
with the discrepancies for subject ANA104:

m Selected Discrepancies (3)

M= B3

Filter: |

SUBJECT VISND PAGEND Panel Description

IANATOS D 3
ANATDS O
ANAIDS (99 27

Demographic informatio Subject cannot be Male and Pregnant: pleate verly the data
Demographic informatio Subjects are not allowed to smoke:; please explsin
Adverse events

Disciepancy Message Discrep ID Discrep Status  Evior Type
830002 Sent VALIDATE §
840002 S ent VALIDATE

Coding laled because of mespeling - please conect 1050003 New MANUAL

| o

The following table describes the information provided in the summary Selected

Discrepancies window:

Column:

Description:

subject-item-name

block-item-name

SUBJECT context item of a discrepancy record; for
example, Subject. This column name reflects the value in
the current protocol.

Block context item for the discrepancy record; for
example, VISNO. This column name reflects the value in
the current protocol.
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Column:

Description:

page-item-name

Panel Description

Discrepancy Message
Discrep ID

Discrep Status

Error Type

Date Created

Priority

Rule Name

Batch Number

Batch Date

Page context item of a discrepancy record; for example,
PAGENO. This column name reflects the value in the
current protocol.

Description of the panel for which inconsistent or missing
data was found.

Brief description of the discrepancy.
Unique identifying number for the discrepancy record.

Current discrepancy status of the discrepancy record; for
example, New or Ready to Send.

The activity taking place when the discrepancy was
detected: VALIDATE, MERGE, MANUAL, FLAG, or
CLASSIFY.

The date and time the discrepancy record was
created.

Numeric code used to prioritize the resolution of
discrepancy records.

The name of the rule for records created by rules.

If a data discrepancy form has been printed for the
discrepancy record, its batch number displays.

If a data discrepancy form has been printed for this
discrepancy record, its batch date displays. No edits
permitted.
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Column:

Description:

Investigator

Link Group ID

Information identifying the subject’s investigator, if set by
either of the following methods:

e By default, the CTV_ONE_INVESTIGATOR
protocol parameter uses a PL/SQL fragment call to the
Clintrial software-supplied
CT_RESOLVE_USER.INV_ID function to retrieve
the subject item value for this field. To display
investigator information from a different context item,
in Admin or Design, edit the
CTV_ONE_INVESTIGATOR protocol parameter to
display investigator information from a context item.
Using this method, you can edit the value so that it
does not call the function, which may speed processing
time.

¢ Inthe CT_RESOLVE_USER package, directly edit
the CT_RESOLVE_USER.INV_ID function and run it
in the account specified in the Admin
PROC_SITE_ACCOUNT system parameter (typically
CTSITEPROC) to retrieve investigator information
for display. Using this method, you can retrieve
investigator information from items that are not
context items.

Note: In Resolve, some actions require that you select an
investigator from a list. In those cases, by default the
CTV_SELECT_INVESTIGA protocol parameter uses a
PL/SQL fragment call to the Clintrial software-supplied
CT_RESOLVE_USER.INV_ID function to retrieve the
subject item value. In Admin or Design, you can edit the
CTV_SELECT_INVESTIGA protocol parameter to
customize retrieval of investigator information for display
wherever the user selects an investigator from a list. Or, if
you edit the CT_RESOLVE_USER.INV_ID function and
run it in the CTSITEPROC account, INV_ID supplies the
value for investigator selection, as well as for the
Investigator field described here.

For examples, see the Field Help for that protocol
parameter or "Modifying investigator retrieval
instructions" on page 256.

Identifies the linked record for any record that is linked.
For an unlinked record, its record number (Discrep ID)
displays.
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Column: Description:

block-repeat-item-name Block repeat context item, if one exists, for the

discrepancy record; for example, VISRPT. This column
name reflects the value in the current protocol.

page-repeat-item-name Page repeat context item, if one exists, for the discrepancy

record; for example, PAGERPT. This column name
reflects the value in the current protocol.

Source Ct_Recid The unique ID number of the primary data record

associated with the discrepancy record.

How to select views

You can display all of a protocol’s discrepancy records, or limit the summary
Selected Discrepancies window to records that share certain characteristics. For
example, you can review discrepancy records with a single discrepancy status,
such as Resolution Proposed, or those associated with a particular investigator.

To help you specify which discrepancy records you want to examine, the View
menu offers the following commands:

All displays all discrepancy records on file for the protocol.

New Discrepancies displays only discrepancy records with a discrepancy
status of New.

Note: This command does not display a new discrepancy with a status other
than New; for example new discrepancies generated by a rule whose
Discrepancy Initial Status is set to Sent. To display new discrepancies with a
status other than New, from the View menu, select Recently Changed, or
from the View menu, select All

Recently Changed displays only discrepancy records that you have edited or
added within the last two calendar days.

By Batch prompts you for a single data discrepancy form batch number, and
then displays the discrepancy records in that batch.

Select By prompts you for one or more selection parameters, and then
displays the discrepancy records that satisfy your criteria. You can select by
page or by panel, depending on the setting in Manage of the Select_By Page
user preference. The default is by panel.

After you choose the initial set of records for the summary Selected
Discrepancies window, you can:

Focus on a subset of the available records using filters.
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» Rearrange the records by modifying the sort specifications.

» Change the order and width of the summary Selected Discrepancies
window’s columns.

Note: If you choose Link Group ID as the basis for sorting, linked discrepancies
are listed contiguously, to allow for the examination of sets of related records.

For more information on views, filtering, sorting, and the layout revision
options, see the Help.

How to set a startup view

The summary Selected Discrepancies window’s column layout, sort criteria, and
filter string are automatically saved and reused the next time you start Resolve,
but the view that displays in the Summary Selected Discrepancies window
reflects the setting of the CTV_STARTUP_VIEW user preference. By default,
this preference is set to ALL.

To set a different startup view, from the File menu, select Preferences. Then
select the Resolve tab, and set CTV_STARTUP_VIEW to one of the other
supported options. Your change will take effect the next time you start up
Resolve.

Note: If you select either By Batch or Select By, you will be prompted for a
batch number or selection criteria before the summary Selected Discrepancies
window displays.

What is the detailed Discrepancy # window?

The detailed Discrepancy # window provides additional information about a
single discrepancy record. Open it using any of these methods:

» Inthe summary Selected Discrepancies window, click a row. From the
Discrepancy menu, select Open.

* In the summary Selected Discrepancies window, double-click a row.

» From the Discrepancy menu, select Open By Number. When prompted,
enter one discrepancy record’s unique identifier
(Discrep ID).
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section

Discrepancy
information

The following example shows a detailed Discrepancy # window:

ncy #4270003
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When this window is active, you can review the discrepancy record’s existing
information, and store proposed values for future application to data records.
The following table describes the information provided in the detailed
Discrepancy # window:

Field: Description:

Investigator Information identifying the subject’s investigator, if set by
either of the following methods:

« By default, the CTV_ONE_INVESTIGATOR protocol
parameter uses a PL/SQL fragment call to the Clintrial
software-supplied CT_RESOLVE_USER.INV_ID
function to retrieve the subject item value for this field.
To display investigator information from a different
context item, in Admin or Design, edit the
CTV_ONE_INVESTIGATOR protocol parameter to
display investigator information from a context item.
Using this method, you can edit the value so that it does
not call the function, which may speed processing time.

¢ Inthe CT_RESOLVE_USER package, directly edit the
CT_RESOLVE_USER.INV_ID function and run it in
the account specified in the Admin
PROC_SITE_ACCOUNT system parameter (typically
CTSITEPROC) to retrieve investigator information for
display. Using this method, you can retrieve
investigator information from items that are not context
items.

Note: In Resolve, some actions require that you select an
investigator from a list. In those cases, by default the
CTV_SELECT_INVESTIGA protocol parameter uses a
PL/SQL fragment call to the Clintrial software-supplied
CT_RESOLVE_USER.INV_ID function to retrieve the
subject item value. In Admin or Design, you can edit the
CTV_SELECT_INVESTIGA protocol parameter to
customize retrieval of investigator information for display
wherever the user selects an investigator from a list. Or, if
you edit the CT_RESOLVE_USER.INV_ID function and
run it in the CTSITEPROC account, INV_ID supplies the
value for investigator selection, as well as for the
Investigator field described here.

For examples, see the Field Help for that protocol
parameter or "Modifying investigator retrieval instructions"
on page 256.

subject-item-name SUBJECT context item of a discrepancy record,; for
example, Subject. This column name reflects the value in
the current protocol.
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Field:

Description:

block-item-name

page-item-name

Status

Priority

block-repeat-item-

name

page-repeat-item-name

Batch Date

Batch Number

Discrepancy Message

Additional Message

Replacement Message

Block context item for the discrepancy record; for example,
VISNO. This column name reflects the value in the current
protocol.

Page context item of a discrepancy record; for example,
PAGENO. This column name reflects the value in the
current protocol.

Current discrepancy status of this record. To change the
discrepancy status, from the Discrepancy menu, select
Change Status.

Number used to prioritize the resolution of this discrepancy
record. No edits permitted.

Block repeat context item, if one exists, for the discrepancy
record; for example, VISRPT. This column name reflects
the value in the current protocol.

Page repeat context item, if one exists, for the discrepancy
record; for example, PAGERPT. This column name reflects
the value in the current protocol.

If a data discrepancy form has been printed for this
discrepancy record, its batch date displays. No edits
permitted.

If a data discrepancy form has been printed for this
discrepancy record, its batch number displays. No edits
permitted.

Description of the discrepancy supplied when this record
was created. No edits permitted.

Appended to the Discrepancy Message or Replacement
Message on data discrepancy forms.

Replaces the Discrepancy Message on the data discrepancy
form. When a discrepancy is created, the discrepancy
message is written both to this field and to the Discrepancy
Message field. This field is editable.
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Field:

Description:

Comments 1

Comments 2

Proposed Resolution

Reason for Change
Code

Reason for Change
Comment

Internal comments from the first discrepancy review. Does
not appear on data discrepancy forms. By default, the user
name of the person who created the record.

Only users with Resolve’s Manage access right can edit this
item.

Internal comments from the second discrepancy review.
Does not appear on data discrepancy forms. Only users with
Resolve’s Propose access right can edit this item.

Description of a proposed resolution.

Text describing the resolution or a code from the
CTS_REASON_CODES codelist.

Text explaining unusual resolutions.

This window’s Item Values for Discrepancy section displays specific items from
clinical data records that contain data relevant to the discrepancy. For example, if
a discrepancy record was created because of missing data for an item, that
particular item could be included in this section. Items display in this section of
the detailed Discrepancy # window if a rule created in Design has a
corresponding derivation that retrieves item values from related records, or if
this information was added to a record that was created manually.

The following table describes the columns in the Item Values for Discrepancy
section in the detailed Discrepancy # window:

Column:

Description:

Panel Description

Item Description

Item Value

Description of a panel that stores data relevant to this
discrepancy record. No edits permitted.

Description of a specific item in the panel. No edits
permitted.

Value stored in the original data record for this item at the
time the discrepancy record was created. No edits
permitted.
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Column:

Description:

New Value

New Value Given?

Reason

Error Item Comment

block-item-name

page-item-name

Proposed value for this item. Entering a new value does not
change clinical data. To save the new value to this field, you
must also check the New Value Given? field. For more
information on applying proposed values to records, see
Chapter 17.

A check indicates that a new value has been entered and
initiates edit checks on the new value. You must check this
field to save the new or changed value, including a null
value. Then you can use Apply Proposed Value to change
the source data.

Descriptive text describing the reason for this change or a
code from the CTS_REASON_CODES codelist. Required
if New Value Given is checked.

Identifying contextual information for this item value;
supplied by a rule or during manual entry. No edits
permitted.

Value stored for the block context item of the record; for
example, VISNO. No edits permitted.

Value stored for the page context item of the record; for
example PAGENO. No edits permitted.

Note: If your access right is Create, you can add associated items to or delete
them from manually created records using the Discrepancy menu’s Error Item
>> Add or Delete command. Delete is enabled only if your access level is Full

and there are preexisting items. Add is available if your access level is either

Full or No Delete.

For more information on creating rules and derivations to display information in
the Item Values for Discrepancy section, see Chapter 21.
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What is the More Detail window?

You can view a second window with additional discrepancy record information.
First, open the detailed Discrepancy # window for a discrepancy record. Then,
from the Discrepancy menu, select More Detail. The following example shows
the More Detail window:

The following table describes the information provided in the More Detail

window:

Field: Description:

Panel Description Description of the panel for which inconsistent or
missing data was found. No edits permitted.
Note: Displays as null for panels that do not have a panel
description.

Rule Name Stores the name of the rule (for discrepancy records
created by a rule). No edits permitted.

Date First Sent If a data discrepancy form has been printed for this

discrepancy record, or for a previous discrepancy record
that was reissued to create this discrepancy, displays its
batch date. No edits permitted.
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Field: Description:

Number of Times Issued For discrepancy records created by the reissue of another
discrepancy record, shows the number of times the
discrepancy has cycled through the Resolve workflow.
No edits permitted.

Discrepancy Last Change  Date and time this discrepancy record was last modified.

Date No edits permitted.
Discrepancy Last User name of the person who last modified this
Changed By discrepancy record. No edits permitted.

Last Status Change Date Date and time that the discrepancy status of this
discrepancy record was last modified. No edits
permitted.

Discrepancy Closed Date Date and time a terminal discrepancy status was applied
to this discrepancy record. No edits permitted.

Linked Discrepancy ID Applies to discrepancy records with the Linked or
Reissued discrepancy status. Stores the discrepancy ID
of the related discrepancy record. No edits permitted.

Query for Confirmation If checked, indicates that modifications were already
made to an associated record in Enter to resolve the
discrepancy. Only a confirmation of the change is
needed from the investigator. Edits permitted only for
users with Resolve’s Manage access right, and only for
discrepancy records that are not closed. For more
information on using this approach to resolving
discrepancies, see
Chapter 15.

Note: The Discrepancy menu’s Query for
Confirmation command checks this check box and also
changes the discrepancy status to Ready to Send.
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How to print discrepancy information

To aid your research or for future reference, you can print the data that appears in
the current summary Selected Discrepancies or detailed Discrepancy # window.

To send information in the active summary Selected Discrepancies window or
detailed Discrepancy # window to a printer, from the File menu, select Print, as
follows:

» From a summary Selected Discrepancies window, the Print command
produces a list of the discrepancy records selected by your view
specifications.

* From a detailed Discrepancy # window, the Print command produces a
detailed report of the information on file for that discrepancy, including the
data in the More Detail window.

To send information in the active summary Selected Discrepancies window,
including the data in the More Detailed window, to a printer, from the File menu,
select Print Detail.

Printing data discrepancy forms

A data discrepancy form is a concise, formatted report that describes a data error.
The purpose of this form is to solicit information from experts, such as on-site
investigators or clinical research associates (CRAS), to help you correct
erroneous data. Data discrepancy forms provide space for the investigator or
CRA to propose a resolution for each discrepancy record.

Note: Clintrial prints what can fit on a page, as determined by paper size, page
orientation (landscape vs. portrait), etc.

Note: Data discrepancy forms may be printed on A4 paper by using your
printer’s Scaling or Custom Page Size settings.

How to select records for a batch

A batch can consist of one or more discrepancy records. After accessing the
summary Selected Discrepancies window, you can generate data discrepancy
forms for batches of discrepancy records that:

» Display in the active window.
» Share the Ready to Send discrepancy status.
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In the following example, only those discrepancy records with the Ready to Send
status are included in a batch:

A Selected Discrepancies (4)

Filter: [ |
SUBJECT| VISNO PAGENO, Panel Descriplion Discrepancy Message Discrep ID | Discrep Status | Ewor Type
ANAID3 |0 3 Demographic information Subject cannot be Male and Pregnant; please verily the data. 2450003 Ready ToSend  WALIDATE
ANAIO3 |1 12 1960003 Ready ToSend  WALIDATE
ANATD3 |3 24 2230003 New

ANATO |39 26 2460003 Ready To 52

kil | i

To select records for a batch, you use specific View menu commands to limit the
discrepancy records that display in the active summary Selected Discrepancies
window. For example, you can use the Select By command to select only records
associated with a particular investigator, or records for a specific subject. All of
the discrepancy records that satisfy your view criteria display in a summary
Selected Discrepancies window.

When the summary Selected Discrepancies window opens, review the resulting
set of discrepancy records to ensure that your selection criteria are adequate. To
specify additional criteria that further limits the number of discrepancy records
in the batch, from the View menu, select Filter.

How to print a batch

After you define the batch of discrepancy records, you can print data discrepancy
forms. From the Report menu, select Produce Form >> Print Batch. The
results are as follows:

« Data discrepancy forms are printed for all records in the summary Selected
Discrepancies window whose status is Ready to Send.

« An identifying batch number is assigned.
« The discrepancy status of every record in the batch is changed to Sent.

What is the standard data discrepancy form?

A standard format for data discrepancy forms is provided with Resolve. This
format displays:

« Identifying information for the discrepancy record’s primary data record
¢ The text of the discrepancy message
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Note: If the detailed Discrepancy # window’s Replacement Message field
contains text that differs from the Discrepancy message text, the replacement
text appears on the data discrepancy form in place of the original discrepancy
text.

» Data for the items associated with the discrepancy record

» Proposed new values (if present) for the items associated with the
discrepancy record

By default, this data discrepancy form displays values instead of codes for
codelist items, and panel and item descriptions instead of names. To display
codes rather than values, change the value of the user parameter
CTV_ENTER_CODES to Yes. If more than one discrepancy record pertaining
to a single subject is included in a batch, the standard form groups them onto one
study page.

Note: The value in the Query for Confirmation check box affects the display of
data on a data discrepancy form. If Query for Confirmation is checked, then both
the original data value and the modified, current data value in the source data are
included on the data discrepancy form with a request for confirmation. In this
case, any values entered into the New Value field of the Item Values for
Discrepancy section of the detailed Discrepancy # window are not displayed on
the data discrepancy form.
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The following is an example of a data discrepancy form. The Query for
Confirmation check box was checked only for the last of the three discrepancy
records on this form, resulting in the request for new values:

Medika Labs, Inc.

Discrepancy Form

Protocol:  MEDMA_CLINGCAL Balch date:  11/1/2000 12:15:52 Batch number: 30003
Investigator: 521 Santiago Subject: ANAIOS

Discrepancy No.:. 2450003

Priority: Dale first sent: 11/1/2000 12:17:14 Number ol times issued: 1
Discrepancy Message: Subject cannot be Male and Pregnant; pleasa verify the data

Please provide new values Lo resolve this discrepancy:

Zroposed Beason
ViSNO PAGENO Panel Item ltem Comment Value New Value fot Change
0 3 Demographic Pregnant? Y
infermation
0 i Demographic Sex M
informaton
Comment:

Discrepancy No.: 1960003

VISNO: 1 PAGENOC: 12 Panel: Dugcomplance

Priority: Date first sent: 11142000 12:17:14 Number of times issued: 1

Discrepancy Message: Complance i below 80 percent

Reason lof change:

Comment:

Discrepancy No.: 2480003

Priority: Date first sent: MNA20001217:14 Number ol times issued: 1

Discrepancy Message: Stop date must be nul if medication & continuing

Please conlirm new values lo resolve this discrepancy:

Lonlitm Beason

MISNO EAGENO Bapel llem lem Comment Value hew Vae frchangs
=] 26 Concomiant Medcation Y Y

madicatons cantinuina?
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Note: The data discrepancy forms created by the submenu command Produce
Form >> Print Batch print only records whose status is Ready to Send. To print
similar reports for discrepancy records in any status and at any point in the
discrepancy management and resolution workflow, from the File menu, select
Print Detail. This command reports discrepancy record information in a format
that is similar to that of the data discrepancy form. Printing this report for a
discrepancy record does not change its discrepancy status.

How to cancel a batch

After data discrepancy forms print, you can cancel a batch. From the Report
menu, select Produce Form >> Cancel Batch. When you cancel a batch, the
discrepancy status of each record with Sent status reverts to Ready to Send.
These discrepancy records can be included the next time you are ready to
produce data discrepancy forms.

For more information on how to cancel a batch, see the Help.

How to reprint forms

You can reprint the data discrepancy forms for a previously printed batch. From
the Report menu, select Produce Form >> Reprint Batch. Data discrepancy
forms print for all the discrepancy records in the selected batch. When you
reprint data discrepancy forms:

» The same batch number is used (no new batch number is assigned).

» No change is made to the discrepancy status of any discrepancy record in the
batch.

You can select Produce Form >> Reprint Batch to regenerate a set of data
discrepancy forms in the event of a printing problem, or if an incomplete batch
was delivered to the investigator.

For more information on how to reprint data discrepancy forms, see the Help.

How to customize forms

You can customize the appearance of data discrepancy forms. All users can set
user preferences to include or exclude header and requester data. In addition, the
designer can set protocol preferences for Resolve, or reformat the data
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discrepancy form to meet your company’s needs. For example, the layout of the
standard data discrepancy form might be altered so that only one discrepancy
ever displays on a study page.

For more information on customizing Resolve, see Chapter 20.
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Discrepancy resolution

This chapter describes the activities you perform in Resolve after:
» Resolutions are found during a first internal review.

» Data discrepancy forms are returned from on-site investigators or other
expert reviewers.

In addition, automated discrepancy status updates for obsolete and autoclosed
discrepancies are described.

For step-by-step instructions on tasks described in this chapter, see the Help.

How resolution after a first review works

After discrepancy records are created, an initial review takes place, during which
reviewers may discover resolutions for some discrepancy records. For example,
reviewers may find transcription and typographical errors, discover that
suspected data problems are satisfactory after all, or determine that two or more
discrepancy records identify the same problem.
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The following figure shows your choices for managing discrepancy records after
a first review:

Review New
Discrepancy
Records

Discrepancy
Management
Workflow Continues

Duplicate
Found?

Resolution
Available?

Change Status
to Linked

No
Change Status to
No Action Needed

Changes
Needed?

Edit Source Data

Status
Updated to
Autoclosed?

Change Status to
Resolved Internally

Message Appears

To resolve a discrepancy record at this point in the workflow, you describe your
decision in the Comments 1 field in Resolve, optionally make changes to records
in Enter, and then close the discrepancy record by assigning one of these
discrepancy statuses to it in Resolve:
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» Resolved Internally indicates that the error reported by a discrepancy record
has a straightforward solution, and that you have already made the correction
to the source record.

* No Action Needed indicates that a suspected problem in the source record is
actually accurate, and does not require any changes.

» Released indicates that a second internal review is called for.

» Linked indicates that two discrepancy records have an identical source
record and refer to the same problem; one discrepancy record is closed while
the other record remains open.

To assign a discrepancy record one of these three statuses, from the Discrepancy
menu, select Change Status. When the Change Status dialog box opens, select
the appropriate status, and then click OK. If you select Linked, you are
prompted for the ID number of the discrepancy record that will remain open. The
discrepancy record whose status you set to Linked is closed.

Note: If a change made elsewhere in the Clintrial software prompts the system
to determine that a discrepancy record is outdated, the record closes without your
having to change its status. For more information, see "Automated discrepancy
resolution™ on page 215.

How resolution after an expert review works

After investigators or other expert reviewers return the data discrepancy forms,
you enter their proposed resolution information in each discrepancy record.
Then, during a final review, you can:

» Accept the proposed resolution and update the data record.

» Seek further information from the clinical research associate (CRA) or
investigator by reissuing the record.

» Conclude research on the record without accepting the proposed resolution.
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The following figure shows your choices for managing discrepancy records after
an expert review:

Review Proposed
Resolution

Change Status to
Confirmed As Is or
Unresolvable

Further
Research?

Enter Proposed Reissue the
Resolution Discrepancy Record

The remaining sections in this chapter provide more detail on resolving
discrepancy records after an expert review is complete.

Entering proposed resolutions

When a CRA review or on-site investigation results in a proposed resolution,
descriptive text is written on the data discrepancy form, and the form is returned
for review and action. To facilitate online distribution and review of proposed
resolutions, you must open the detailed Discrepancy # window for the
discrepancy record, record specific replacement values for incorrect items, and
include descriptive information as appropriate. Then change the discrepancy
record’s status to Resolution Proposed.

Entering proposed resolutions 207



How to store resolution information

The detailed Discrepancy # window for discrepancy records stores proposed
resolution information in the following fields:

Field: Description:

New Value A specific, proposed new value for an item in a data
record relating to this discrepancy record (or null).

New Value Given A check indicates that an entry has been made in the New
Value field, and that it should be used to update the data
record when you select the Discrepancy menu’s Apply
Proposed Values command. When you check this check
box, edit checks are applied to the new value to ensure its
validity.

Reason Required if New Value Given is checked. Enter comments
to describe the type of resolution, such as Original Value
Confirmed or Corrected Value Supplied, or select a code
from the drop-down list. The designer can customize the
CTS_REASON_CODES codelist as needed.

Proposed Resolution Comments describing a proposed resolution when it is not
a simple change to an associated item.

Reason for Change Accepts text or a code from the CTS_REASON-_CODES
Code codelist to describe the type of resolution.

Reason for Change Text explaining unusual resolutions.

Comment
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The following figure shows the detailed Discrepancy # window of a discrepancy
record:

Error Item VIS
Item Values for | | | | Comment |
Discrepancy I
section I

The fields related to resolution activity at the bottom of the detailed Discrepancy
# window (Proposed Resolution, Reason for Change Code, and Reason for
Change Comment) are present for every discrepancy record. In contrast, a given
discrepancy record can list one, several, or no items in the Item Values for
Discrepancy section of the detailed Discrepancy # window (where the columns
for New Value and Reason are displayed). If present, items in the Item Values for
Discrepancy section display information from one or more related data records.

« Depending on how the PL/SQL programmer has written rules and
derivations, items may be included in this section automatically when
validation creates discrepancy records.

« When you add a new discrepancy record with the Discrepancy menu’s New
command, you manually select the items that display in the Item Values for
Discrepancy section. Later, you can add or delete items as needed using the
Discrepancy menu’s Error Item command.

How to record confirmations

For a discrepancy record whose Query for Confirmation check box is checked,
the data discrepancy form returned by the investigator contains either a
confirmation of your changes or a different proposed resolution.
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» For confirmed changes, you enter comments (if any) and close the

discrepancy record by changing its discrepancy status to Resolved
Manually.

» Ifadifferent resolution was proposed, you store the resolution information as
explained in the previous section.

Accepting proposed resolutions

After you review and store proposed resolutions, you make the appropriate
changes to the original data records by doing one of the following:

» Apply data stored in New Values fields in the discrepancy record to the
referenced item(s) using Resolve.

» Access and edit the appropriate data record(s) using either Resolve or Enter.

The following figure shows the possible workflows after you accept a proposed
resolution:

Accept Proposed
Resolution

Change Status to

New Value ;

. . Resolved Manually if

Given Edit Source Data Record is not Closed
checked?

Automatically

Apply Proposed
Values

!

Resolution Applied
Status Assigned
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How applying new values works

For discrepancy records with new value(s) supplied in the detailed Discrepancy
# window, you can use the Discrepancy menu’s Apply Proposed Values
command to update the data record.

Note: To update a data record automatically with a new value, the New Value
Given check box must be checked, and the discrepancy record’s status must be
set to Resolution Proposed.

After you select one or more discrepancy records with new values, the Apply
Proposed Values command performs the following activities:

» Finds each referenced data record. Both the data and update tables are
checked, if necessary.

e Compares each Item Value stored in the discrepancy record to the value that
is now present for that item in the referenced data record. If any of the values
no longer match because of an edit made after the creation of the
discrepancy, you can either cancel processing or proceed.

» Copies the discrepancy record’s new value(s) to the corresponding items in
the related data record(s). Only new values with check marks in the
corresponding New Value Given? check boxes are copied.

¢ Changes the status of the discrepancy record to Resolution Applied.
Discrepancy records with this status are closed and require no further action.

Apply Proposed Values processing

Apply Proposed Values processing is the most convenient way to correct
discrepancies that can be resolved by replacing one value with another value;
however, you cannot use this technique to correct errors associated with
CONTEXT items.

In addition, remember that:

« Value changed procedures are not run when you use the Apply Proposed
Values command to modify data records. Therefore, you should avoid using
it to change the value in any field used to derive the contents of another field.

« Because Apply Proposed Values runs validation and cannot save a record in
the data table unless the entire record passes, proposed values will not be
applied to records in the data table unless those new values successfully pass
validation.

« The Apply Proposed Values command used for one discrepancy record only
updates one source record for each error item that has New Value Given?
checked. For study pages that have both repeating and non-repeating
sections, if you need to update values in the non-repeating section (which
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affects multiple records), you should use Edit Source Data or the Enter
module to edit the data, not the Apply Proposed Values command.

How editing source records works

Other discrepancy records with acceptable proposed resolutions may not have
the appropriate items in the Item Values for Discrepancy section of the detailed
Discrepancy # window. Instead of using Apply Proposed Value processing, you
resolve these discrepancy records by editing the primary data record, other
associated data records, or both through Resolve.

To begin editing source records, from Resolve’s Discrepancy menu, select Edit
Source Data or Edit Item Source Data. These two commands differ as follows:

» Edit Source Data accesses the primary data record for a selected
discrepancy record.

» Edit Item Source Data accesses the data record for an item selected in the
Item Values for Discrepancy section of the detailed Discrepancy # window.

Note: You must have appropriate user access rights in both Enter and Resolve to
select these commands.

Both commands open an Enter study page. From this study page, you can edit
erroneous values in the data record and then save your changes. Alternatively,
you can use Enter instead of Resolve to access study pages for the appropriate
data records. In both Resolve and Enter, you must select a study book before you
can interactively edit data. To select a study book in either module, from the File
menu, select Set Study Book.

After you edit values on the study page and save your changes, validation runs
and may close the discrepancy record automatically. If this occurs, a message
displays when you return to Resolve. Otherwise, from the Discrepancy menu,
select Change Status to change the discrepancy status of the discrepancy record
to Resolved Manually. (The Change Status dialog box displays automatically for
MANUAL discrepancy records.)
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The following figure shows the supported techniques for editing data records:

No New Value
Given Items

Iltem

Change Present in
Needed to Item Values Use Enter to
Source for Make Edits
Record? Discrepancy
Section?

Yes

Use Edit Source Use Edit Item Source
Data in Resolve Data in Resolve

Validation
Changes
Status to
Autoclosed?

Change Status to
Resolved Manually

Message Appears

Note: Discrepancy records whose error type is CLASSIFY identify automatic
coding failures for which additional information is required. For records with
this error type, you first change their discrepancy status to Ready to Send, and
then generate data discrepancy forms. Once proposed resolutions are provided,
you correct the coding errors, change the status of the discrepancy records to
Resolved Manually, and rerun automatic coding. If the terms code successfully,
the status of each omission record changes to Solved, which is considered closed
in Classify.

For more information on how discrepancy records are closed automatically, see
"Automated discrepancy resolution” on page 215.
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Reissuing discrepancy records

If you determine that the resolution proposed by an investigator does not resolve
the discrepancy, you can indicate that you want to continue your research by
reissuing the discrepancy record. This action creates a new discrepancy record as
follows:

» The information from the original discrepancy record, including all
associated Item Value items and their proposed new values, if any, is copied.

» The user name, date, Reissue of discrepancy, and discrepancy 1D number
from the original discrepancy record is added to its Comments 1 field.

After creating the new discrepancy record, the original discrepancy record is
updated as follows:

e Thediscrepancy ID number of the new discrepancy record is inserted into its
Linked Discrepancy ID field.

 Its discrepancy status is changed to Reissued, which indicates that it requires
no further action.

To reissue a discrepancy record, from the Discrepancy menu, select Change
Status. From the list of discrepancy statuses, select Reissue. The following
dialog box opens:

#l Select status to use for reissued discrepancies. [ x|
New Ok
Released
Ready To Send

Cancel

el

Help

You can assign any of these three discrepancy statuses (New, Released, Ready to
Send) to the new record, which is then routed and reviewed like any other
discrepancy record. When the record’s discrepancy status changes to Ready to
Send, you can include it with other records when you generate data discrepancy
forms.

For more information on reissuing discrepancy records, see the Help.
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Concluding discrepancy research

In addition to Resolution Applied and Reissued, the following discrepancy
statuses are available at this point in the processing flow:

Confirmed As Is indicates that the original data values are accurate and the
proposed resolution (if any) is not applicable.

Unresolvable indicates that the discrepancy record cannot be resolved. This
discrepancy status is useful for any discrepancy that involves a subject who
has dropped out of the study.

Both statuses indicate that research on a discrepancy is complete, and no further
action is needed.

For more information on concluding discrepancy research, see the Help.

Automated discrepancy resolution

Finally, discrepancy records are closed automatically if they are found to be out
of date. Either of the following statuses can be assigned to close discrepancy
records:

Autoclosed indicates that the discrepancy no longer exists because of
changes that result in the record passing validation. This status is assigned as
follows:

— The source record associated with the discrepancy record was corrected
using the Edit Source Data command or in Enter.

— The discrepancy flag was deleted.

— Validation was run again on a failed record, and the record failed the same rule,
but with a different erroritem.

Obsolete indicates that the discrepancy no longer exists because of one of the
following:

— The source data record associated with the discrepancy record was
deleted

— The panel’s clinical data tables have been deinstalled.

— The rule was changed or deleted so that the record no longer failed
validation.

Note: Complete deinstallation of the panel (metadata tables as well as
clinical data tables) results in the deletion of any discrepancy for data in that
panel.
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You do not assign these statuses to a discrepancy record. Instead, they are
assigned automatically after one of the following system activities occurs:

» Validation (assigns the Autoclosed discrepancy status)
» Record deletion (assigns the Obsolete discrepancy status)
» Implementation of a panel revision (assigns the Obsolete discrepancy status)

Rule deletion (assigns the Obsolete discrepancy status)

Before one of these discrepancy statuses can be assigned to a discrepancy record,
its current status is checked. A discrepancy transition that allows a change from
the discrepancy record’s current status to the Autoclosed or Obsolete status must
be on file. If there is no such discrepancy transition, the discrepancy record’s
status remains unchanged.

Note: Updates to records referenced in the Item Values for Discrepancy section
of the detailed Discrepancy # window do not always result in automated
resolution. In cases where those items are from a different panel than the
discrepancy record’s primary source record, change the discrepancy status to
Resolved Manually when your edits are complete.
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Using Resolve’s reports

In Resolve, you can produce reports that describe the status of sets of
discrepancy records and the state of the overall data-cleaning process. You can
use this information to:

» Collect and monitor performance metrics on the process.
» Improve the data collection process.

All reports are generated for an entire protocol from the detailed information on
file for its discrepancy records.

To display a predefined report, from Resolve’s Report menu, select one of the
following commands:

» Discrepancy Counts by Investigator

» Discrepancy Counts by Subject/Panel

» Discrepancy Counts by Subject/Page

» Discrepancy Counts by Panel

» Discrepancy Counts by Page

» Open Discrepancy Counts by Subject and Status
» Priorities of Open Discrepancies

For step-by-step instructions on printing reports, see the Help.

Discrepancy Counts by Investigator report

This report groups a protocol’s discrepancy records by investigator, if Resolve
has been set up to display investigator information by editing one of the
following:

e CTV_ONE_INVESTIGATOR protocol parameter
e CT_RESOLVE_USER.INV_ID procedure

Otherwise, the subject item value displays in investigator information area of the
report. For more information on setting up Resolve for display of investigator
information, see the description of the Investigator field in "What is the
summary Selected Discrepancies window?" on page 184.

For each investigator, the report lists the specific subjects referred to by Resolve
discrepancy records. Separate columns list the numbers of discrepancy records
that are currently open and closed for each subject and investigator.
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While many factors contribute to the presence of discrepancies in clinical data,
this report may help you discover investigators or sites responsible for:

» Comparatively high numbers of discrepancy records overall
e Comparatively low numbers of closed discrepancies

With this information, you can audit procedures at specific sites to ensure, for
example, that sufficient training takes place when a new case report form (CRF)
is introduced, or to uncover difficulties with the

distribution or collection of data discrepancy forms. You can also discover
subjects for whom data collection has been inaccurate.

The following example shows a part of a sample of this report:

M Dizcrepancy Counts by Investigator

£ of Open # of Closed

Investigator Subject Discrepancies Discrepancies
423 West, Margaret

HEL101

HEL102

HEL103

HEL104

HEL105

HEL108

Total for "423 West. Margaret’

I R N O N
coocoooo

523 Sanliago, lzabella
ANATD
ANAT0Z
ANATOI
ANAT04
ANATOE
ANAT0E
ANATOE
ANAT09
Total for '523 S antiago, |zabell:

T omonm o m e 0o~
coocoooo0oo

=

821 Fortunata, Jane
PATI106 5
Total for "821 Fortunata, Jane” 5 o
Grand Total 116 4

=

Discrepancy Counts by Subject/Panel report

This report groups a protocol’s discrepancy records by subject. For each subject,
discrepancies are listed by panel. As in the Discrepancy Counts by Investigator
report, separate columns list the number of discrepancy records currently open
and closed for each subject and panel.

Using this report, you can isolate subjects for whom data is inaccurate. The data
collection and entry process used for these subjects can be examined to help
determine the origin of the discrepancies.
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The following example shows a part of a sample of this report:

M Dizcrepancy Counts by Subject

# of Open # of Closed Total
Subject Panel Discrepancies Discrepancies Discrepancies
ANATOT
Diug compliance 4 o 4 -
LAB_NORMS 3 o 3
Total for 'ANATOT" 7 a 7
ANA102
Diug compliance ] o g
Total for 'ANATDZ" 8 ] 8

ANATOZ
Concomitant medicationz
Demographic information
Drug compliance

E S BRI
2 |looo
N -

Total for "ANATDZ"
ANATOL

Adverze events

Demographic information

Diug compliance

@ | oo -
2|l oo o
@ owoe o

Total for 'ANATD4"
ANATOS
Demographic information

ra
=
"

Discrepancy Counts by Subject/Page report

This report groups a protocol’s discrepancy records by subject. For each subject,
discrepancies are listed by both block and page context items. (The first two
column names reflect the current protocol’s block key item and page key item
values.) As in the Discrepancy Counts by Investigator report, separate columns
list the number of discrepancy records that are currently open and closed for
each subject, block, and page grouping.

With this report, you may be able to identify subjects for whom data is
particularly prone to errors. For a sample of this report, see the Discrepancy
Counts by Subject/Panel report, which is identical except that it lists panels
instead of blocks and pages.

Discrepancy Counts by Panel report

This report groups a protocol’s discrepancy records by panel and investigator, if
Resolve has been set up to display investigator information. For each panel that
has one or more discrepancy records in Resolve, separate columns list the
number of discrepancy records currently open and closed for each investigator.
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Using this report, you can determine whether certain panels in the protocol result
in more errors than other panels. If there are panels with significantly more
discrepancy records, additional training for data-entry operators or redesigning
the corresponding study book page might be indicated.

The following example shows a part of a sample of this report:

A Mzcrepancy Counts by Panel £ Investigator

# of Open # of Closed
Panel Investigator Discrepancies Discrepancies
Adverse evenls
423 West, Margaret 1 o
523 Sanliago. |sabella 1 o
Talal 2 o
Concomitant medications
523 Sanliago. |sabella 1 ]
Talal 1 o
Demographic information =
254 Powell, James 5 4
423 West, Maigarel 1 o
523 Sanliago, lzabella 9 o
Tolal 15 4
Drug compliance
254 Powell, James 44 ]
423 West, Margaret 12 ]
523 Sanliago, Izabella 3 o
B21 Fortunata, Jane 5 o
Total 95 ]
|

Discrepancy Counts by Page report

This report groups a protocol’s discrepancy records by both block and page
context items, and then by investigator, if Resolve has been set up to display
investigator information. (The first two column names reflect the current
protocol’s block key item and page key item values.) For each block and page
with one or more discrepancy records, separate columns list the number of
records that are currently open and closed for each investigator.

Using this report, you can determine whether certain pages have significantly
more errors than other pages. For a sample of this report, see the Discrepancy
Counts by Panel report, which is identical except that it lists panels instead of
blocks and pages.
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Open Discrepancies by Subject and Status report

This report includes only discrepancy records that are still in progress. For each
subject, the total number of open discrepancy records displays by visit. In
addition, columns report the total number of discrepancy records with the
following statuses:

* New

* Released

» Ready to Send
* Sent

» Resolution Proposed

This report helps you to analyze the efficiency of your Resolve workflow. If an
unusually large number of open discrepancy records have the same status, a
problem may exist at that point in the workflow.

Note: If the designer has customized your discrepancy statuses, only those with
a value of 0 (zero) for the End Final item in the DISCREP_STATE panel are
included on this report.

The following example shows a sample of this report:

i Heport of Open Dizcrepancies by Subject and Status

Open

Discrepancies

by Subject/Status

Protocol: 11/2/2000

MEDIKA_CLINICAL 10472

Subject VISND New Tolale

AMATM o 3 3
Subject ANAT01 Total 3 3

HEL101 £ 1 1
Subject HEL1D1 Total 1 1

MANTTT o 1 1
Subject MANT11 Total 1 1

MANT13 o 1 1
Subject MAN113 Total 1 1

Totals B [
Clirtrial 4.3 Page10f1
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Priorities of Open Discrepancies report

Like the Open Discrepancies by Subject and Status report, this report includes
only open discrepancy records. On this report, the total number of open
discrepancy records is listed for each investigator, if Resolve has been set up to
display investigator information, with columns for the number of discrepancy
records in different priority levels. An additional column lists the number of
subjects assigned to each investigator.

Using this report, you can review the outstanding workload for each investigator
who is working on a protocol. If an investigator has a large number of high
priority discrepancy records, reminders to resolve those records may be needed.
In addition, by listing the number of subjects assigned to each investigator as
well as the number of open discrepancy records, you can determine when the
workload is not equally distributed among the investigators.

The following example shows a sample of this report:

Al Pnonties of Open Discrepancics
Priorities of A
Open

Discrepancies

Protocol:
MEDIKA_CLINICAL

Priority = Prioity = Priority = Other Ho Priority i of Open # of Subjects
1 2 3 Priorilies Assigned | Di i with Di; i

Investigator
AMAT

AMATO
ANATDE
HEL1OM
MANTTT
MAN113

2 o e e claa
0 o o o oo o
2 o oo olaao
2 o o a ola o
L e -
Do o e woo

[ Y Sy PO LY ey ey

Grand Total
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Overview

After Resolve is installed, certain preparatory tasks must be performed before
data managers can begin to use Resolve to manage discrepancies. This chapter
describes the two required setup activities:

» Setting up a protocol for use with Resolve
» Assigning Resolve access rights to users

This chapter also describes the following that you can perform to customize
Resolve:

» Define system parameters.
» Set user preferences.

» Set protocol preferences.

e Turn auditing off or on.

For more information

The next two chapters describe additional tasks that you may perform before
using Resolve:

» Chapter 20 explains how to modify key aspects of Resolve, such as its
discrepancy statuses and data discrepancy forms.

» Chapter 21 explains how to ensure that discrepancy records are generated in
response to validation failures, and that they contain all of the necessary
information.

Setting up a protocol for Resolve

You can use Resolve to manage discrepancies for any number of protocols.
Before you set up a protocol to use Resolve, ensure that each of its panels has a
Panel Description value, which helps users identify the source of each
discrepancy record. (If there is no panel description, the corresponding item
displays as blank in the Resolve summary Selected Discrepancies window and
detailed Discrepancy # window.)

How to set up a protocol

Before you initialize a protocol for Resolve, you must:
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« Beassigned Admin’s System access right, which is a non-protocol access
right.

« Have imported the CTRESOLVEREF protocol to the database instance.

To set up a protocol in Resolve, from the File menu, select Set Protocol. The Set
Protocol dialog box opens. Select a protocol. Then, from the Setup menu, select
Setup For Resolve to initiate the setup process. A message displays after the
Resolve Setup process completes.

For more information on importing the CTRESOLVEREF protocol to the
database instance, see the Server Installation section of Getting Started.

Types of changes resulting from protocol setup

The protocol setup process:

» Copies required panels from the CTRESOLVEREF protocol to the selected
protocol.

« Copies records from the protocol-name.ERRORLOG table to the
VCT_ERRORSTATUS panel.

» Creates Oracle sequences.
« Creates Resolve-specific access rights for the protocol

Note: Protocol setup bypasses any steps that were already performed. For
example, if you are importing a protocol that was set up at the exporting site,
setup does not recreate existing panels; it proceeds directly to the remaining
tasks.

What are the required panels?

When you set up a protocol for Resolve, the following two panels in the
CTRESOLVEREEF protocol are copied into the selected protocol:

e VCT_ERRORSTATUS stores one record for each discrepancy found in the
protocol.

* VCT_ERRORITEM stores one record for each item that you associate with a
VCT_ERRORSTATUS record. Each record contains columns where
proposed new values can be entered for the item.

Typically, one record from the VCT_ERRORSTATUS panel and one or more
records from the VCT_ERRORITEM panel compose a discrepancy record.
While a discrepancy record can consist solely of a VCT_ERRORSTATUS
record, the VCT_ERRORITEM records help users review and resolve
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discrepancies. VCT_ERRORITEM records can be included in discrepancy
records that are created during validation using rules and derivations. (For details
about how to define such rules and derivations, see Chapter 21.) Rules and
derivations can also be appended to discrepancy records that were created
manually.

Resolve stores all data for these panels in the update table so that audit
capabilities can be used. For more information, see "Auditing discrepancy data"
on page 245.

How copying records from the ERRORLOG works

When you set up a protocol for use with Resolve, all of the records in the
protocol-name.ERRORLOG table whose error type is VALIDATE or MERGE
are copied to the VCT_ERRORSTATUS panel, provided that no data is already
stored in that panel. These discrepancy records are assigned a status of New.

Note: ERRORLOG table records exist only if validation or merge was run
before the protocol was set up for Resolve.

During this initial setup process, only the VCT_ERRORSTATUS record is
included in new discrepancy records. VCT_ERRORITEM records are not
included.

What are the Oracle sequences?

Two Oracle sequence objects are created during setup for use in the protocol.
These sequences generate unique identifying numbers for:

» Discrepancy ID numbers

» Data discrepancy form batch ID numbers

These ID numbers are unique within a given protocol.

Assigning access rights in Admin

A complete set of module-specific protocol access rights is installed with
Resolve. All Resolve users with an access level of Read, Full, or No Delete in
any of these access rights can:

» Review summary Selected Discrepancies windows of discrepancy records
using View menu commands.
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« Open a detailed Discrepancy # window for selected discrepancy records.
« View the More Detail window for the selected records.

« Define a user preference for a startup view using the File menu’s
Preferences command.

Access rights and access levels are assigned to users and usergroups in Admin.

Types of Resolve access rights

After you set up a protocol for use with Resolve, you (or your Clintrial software
administrator) assign each user or usergroup one or more of the Resolve access
rights and select the appropriate access level for each user or usergroup. By
selecting an access level of either Full or No Delete, you enable users or
usergroups to perform certain additional tasks in Resolve.

The protocol access rights specific to Resolve are:

Access right:  Access level:  Users can:

Create Full or Perform both of these actions:

Create new discrepancy records using the
Discrepancy menu’s New command.

» Add associated items to or delete them from manually
created records using the Discrepancy menu’s Error
Item command. The Delete command is available
only if your access level is Full.

No Delete

Users with Create access can also modify the Additional
Message, Replacement Message, and Proposed
Resolution values in any records that they created
manually, provided their discrepancy status is New.

Produce Full Print data discrepancy forms using the Report menu’s
Produce Form command.
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Access right:  Access level:  Users can:

Propose Full or Perform both of these actions:

« Modify all of a discrepancy record’s values except
Comments 1 and Query for Confirmation, which can
be modified only by Manage users.

¢ Change the status of a discrepancy record using the
Discrepancy menu’s Change Status
command.

No Delete

Note: Users with Propose access cannot add associated
items to or delete them from manually created records.
The Discrepancy menu’s Error Item command is
available only to users with Create access.

Manage No Delete Perform these four actions:

¢ Run predefined reports from the Report menu. (You
only need Read access to run predefined reports.)

* Apply new data values to data records using the Dis-
crepancy menu’s Apply Proposed Values command.

« Modify all of a discrepancy record’s values except
Comments 2, which can be modified only by users
with Propose access.

¢ Change the status of a discrepancy record using the
Discrepancy menu’s Change Status
command.

Full Perform all actions available to users with Manage No
Delete access rights, and can delete discrepancy records
using the Discrepancy menu’s Delete
command.

Note: These users cannot add associated items to or
delete them from manually created records. The
Discrepancy menu’s Error Item command is available
only to users with Create access.

To prevent access to Resolve’s functions, you can assign users an access level of
null or “-” for all of the Resolve access rights. Null is the system default.

After Resolve is installed, you can assigh Resolve access rights to the pseudo
protocol DEFAULT. The access rights you specify are then copied from
DEFAULT to the protocol when you run the setup routine.
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How access rights work with a discrepancy status

Users with an access right of Propose or Manage can modify values for
discrepancy records in Resolve. However, the ability to modify items depends
not only on the user’s access right, but also on the discrepancy record’s current
discrepancy status.

A panel in the CTRESOLVEREF protocol, DISCREP_STATE, stores a record
for each Resolve discrepancy status. For each discrepancy status, you can define
values for a number of items, including:

* PROPOSE_CAN_MODIFY — Indicates that a user with the Propose access
right can modify values for a discrepancy record that currently has this status.

« MANAGE_CAN_MODIFY — Indicates that a user with the Manage access
right can modify values for a discrepancy record that currently has this status.

Each of these items stores a value of 0 = No (cannot modify) or 1 = Yes (can
modify).

Note: The DISCREP_STATE panel also includes an END_FINAL value for
each discrepancy status. If a discrepancy record is in a final (closed) status as
identified by this item, it cannot be modified regardless of the values in the two
CAN_MODIFY items.

Whenever a user attempts to edit the values for a discrepancy record in Resolve,
the following tests are applied to determine whether the particular user can
modify values for the particular discrepancy record:

1. Can the user modify the discrepancy record?
Only if the user’s access right is Propose or Manage.

There is an exception for users with Create access. These users can modify
values in the Additional Message, Replacement Message, and Proposed
Resolution fields in their own manually created discrepancy records as long
as the records remain in New status.

2. Can the user modify this particular discrepancy record?

The current discrepancy status of the discrepancy record is determined. If the
discrepancy record is in a closed discrepancy status, it cannot be modified. If
its status is not a terminal status, the value in the CAN_MODIFY field
corresponding to the user’s access right is checked in the DISCREP_STATE
panel.
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3. Can the user modify this discrepancy record item?

With the following exceptions, users with either the Propose or
Manage access right can modify all items:

Item: Can modify with access right:
Comments 1 Manage only
Comments 2 Propose only
Query for Confirmation Manage only

Note: Each record installed in DISCREP_STATE is supplied with a default
PROPOSE_CAN_MODIFY and MANAGE_CAN_MODIFY value.

How access rights work with transitions

In addition to being able to modify individual item values for discrepancy
records, users with the Propose or Manage access right can change the
discrepancy statuses of discrepancy records. A user’s ability to change
discrepancy statuses is subject to values in both the DISCREP-_STATE and
DISCREP_TRANSITION panels in the CTRESOLVEREF protocol.

In the DISCREP_STATE panel, there is one row for each discrepancy status. The
following items apply to changing discrepancy statuses:

e« PROPOSE_CAN_CHANGETO indicates that a user with Propose access
rights can change a discrepancy record to this status.

« MANAGE_CAN_CHANGETO indicates that a user with Manage access
rights can change a discrepancy record to this status.

These items store a value of 0 = No (cannot modify) or 1 = Yes (can not modify).

The DISCREP_TRANSITION panel in the CTRESOLVEREF protocol stores
records that define the valid transitions between discrepancy statuses. There is
one record for each possible transition.

The following tests determine whether a particular user can change the
discrepancy status of a particular discrepancy record:

1. Can the user change the discrepancy status?
Only if the user’s access right is Propose or Manage.
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2. To what other discrepancy status can the user change this discrepancy
record?

When a user selects the Discrepancy menu’s Change Status command, a list
of possible discrepancy statuses displays. To determine the items that display
on this list, both the DISCREP_TRANSITION and the DISCREP_STATE
panels are checked:

a. Ifthere are any records in DISCREP_TRANSITION that allow a
transition from the discrepancy record’s current discrepancy status to any
other discrepancy status, each corresponding DISCREP-_STATE record
is checked. Proceed to b.

b. Inthe DISCREP_STATE panel, the value in the CAN_CHANGETO item
corresponding to the user’s access right is checked for each of the
discrepancy statuses previously determined. Only discrepancy statuses
with a 1 (Yes) in this field display for the user to assign to the discrepancy
record.

Each record installed in DISCREP_STATE is supplied with default values for
PROPOSE_CAN_CHANGETO and MANAGE_CAN_CHANGETO.

Note: Certain discrepancy statuses, including Sent and Resolution Applied, are
not assigned by using the Change Status command. However, the same tests are
applied when a user attempts to print a batch of data discrepancy forms (which
changes discrepancy status to Sent) or uses apply proposed value processing
(which changes discrepancy status to Resolution Applied).

For more information on changing the defaults for items in the
DISCREP_STATE panel, see Chapter 20.

For more information on the DISCREP_STATE panel, see the Reference Guide.

How access rights work for editing source data

After users receive proposed resolutions for discrepancy records, they can
resolve discrepancies by selecting the Discrepancy menu’s Edit Source Data
and Edit Item Source Data commands. These commands open an Enter study
page, where a record relevant to a discrepancy can be reviewed or edited. For
these commands to be available, the user must have the following access rights
in both Resolve and Enter:

« InResolve, users must have the Read access level (or above) for any Resolve
access right.

« In Enter, users must have the Read access level (or above) for the appropriate
Enter access rights.
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When the Discrepancy menu commands are selected, users who are assigned
only the Read access level for access rights in Enter can review records. Users
with other access levels for Enter access rights can modify values in the study
page and save their changes as defined by their specific combination of access
levels and access rights.

Note: Edit source data processing is not the same as apply proposed value
processing. Only users who are assigned the Full or No Delete access level for
Resolve’s Manage access right can select the Discrepancy menu’s Apply
Proposed Values command.

For more information on resolving discrepancy records, see Chapter 17.

For more information on Enter access rights and access levels, see Chapter 14.

Defining system parameters in Admin

You set Resolve system parameters in Admin. The Resolve tab of the System
Parameters dialog box lists system parameters, protocol parameters, and user
preferences, and indicates which of these three types each item represents.

Types of system parameters

The following table describes the system parameters:

System parameter: Description:

CTV_APPL_RES_CODE In Resolve, the Discrepancy menu’s Apply
Proposed Values command updates data records and
closes discrepancy records. It also supplies this
system parameter value as the default Reason for
Change code in the discrepancy record. To define a
value for this parameter, you select from the
CTS_REASON_CODES codelist, which can be
modified in Design.

Note: The choices for this parameter display as the
codelist codes from CTS_REASON_CODES;
however, they display as the codelist values in the
detailed Discrepancy # window’s Reason for Change
Code field.

234  Chapter 19: Resolve Setup



System parameter:

Description:

CTV_AUTOCLOSED_RES

CTV_OBSOLETE_RES

CTV_USE_ERRORLOG
Default: Yes

Validation detects changes to source data records that
correct discrepancies and remove discrepancy flags,
and assigns the Autoclosed status to close any
corresponding discrepancy records. It also supplies
this system parameter value as the default Reason for
Change code in the discrepancy record. To define a
value

for this parameter, you select from the
CTS_REASON_CODES codelist, which can be
modified in Design.

Note: The choices for this parameter display as the
codelist codes from CTS_REASON_CODES;
however, they display as the codelist values in the
detailed Discrepancy # window’s Reason for Change
Code field

Changes to metadata, including panel deinstallation
or deletion of data records or rules, may make
discrepancy records obsolete. The Obsolete
discrepancy status is assigned as necessary, and this
system parameter value is supplied as the default
Reason for Change code in the discrepancy record. To
define a value for this parameter, you select from the
CTS_REASON_CODES codelist, which can be
modified in Design.

Note: The choices for this parameter display as the
codelist codes from CTS_REASON_CODES;
however, they display as the codelist values in the
detailed Discrepancy # window’s Reason for Change
Code field

Determines whether a record is added to the Error
Log when a discrepancy record is added in Resolve
for each record that fails a rule during validation. If
Yes, both an Error Log record and discrepancy record
are added; if No, only a discrepancy record is created.
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Options for overriding parameters

Protocol parameters override user preferences, which override system
parameters. The designer can override system parameters of type Protocol by
specifying protocol parameters, and individual users can override system
parameters of type User by specifying user preferences. The following sections
explain how to set Resolve’s user preferences and protocol parameters.

Setting user preferences in Resolve

You can modify user preferences to customize both your working environment
and the contents of data discrepancy forms. The settings that you assign to user
preferences affect only your user or usergroup account. The following table
describes the Resolve user preferences:

User preference: Description:

CTV_ENTER_CODES Determines whether you enter codelist codes or

) codelist values display in the discrepancy detailed
Default: No Discrepancy # window’s Item Values for
Discrepancy section, in the New Value field:
* If Yes, enter codelist codes.

« If No, enter codelist values.
Note: The New Value field always displays the

codelist value, whether you entered it as a code or a
value.

CTV_FIRST_HEADER First line to print on data discrepancy forms, for

le, th .
Default: Company Name example, the company hame

CTV_INITIAL_SORT Determines whether discrepancy records in the
summary Selected Discrepancies window display in
order based on the subject item value or display as
retrieved:

e If Yes, the records sort by subject item.

* If No, the records display as retrieved.

Default: Yes

Note: For large numbers of discrepancy records, a
No value results in a quicker display of the records.

Note: For maximum efficiency, it is recommended
that when CTV_RETRIEVE_ALL (see below) is set
to No, that CTV_INITIAL_SORT also be set to No.
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User preference:

Description:

CTV_REQUESTER

CTV_RETRIEVE_ALL
Default: No

CTV_SECOND_HEADER

Default: Discrepancy Form

CTV_STARTUP_VIEW
Default: All

Name of the person (such as a data manager or
CRA) who requests discrepancy resolutions from
investigational sites. This name is included on all of
the data discrepancy forms you print.

Note: This name does not need to be a Clintrial
software user name.

Determines whether all records that could be
retrieved in the summary window are retrieved from
the server before any display. If this parameter is set
to No, then only enough records are retrieved to put
up the display and more records are retrieved when
you scroll down.

When CTV_RETRIEVE_ALL is No, the title of the
summary window will say "retrieved as needed".

When CTV_RETRIEVE_ALL is Yes, the title of
the summary window will include the number of
records retrieved.

Note: The summary window will display more
quickly if CTV_RETRIEVE_ALL is No (default).

Note: For maximum efficiency, it is recommended
that when CTV_RETRIEVE_ALL is set to No, that
CTV_INITIAL_SORT also be set to No.

Second line to print on data discrepancy forms, for
example, the study name or a department name.

Determines which data subset displays in the
summary Selected Discrepancies window each time
you start Resolve. Options include:

A for All

B for by Batch

N for New Discrepancies
R for Recently Changed
S for Select by

0 (zero) for no startup view
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User preference: Description:

SELECT_BY_PAGE Determines the contents and layout of the New

Discrepancy and Select Criteria for Discrepancy

Browsing dialog boxes:

¢ If Yes, page values replace panels or assume a
more prominent position.

¢ If No, panels display.

Default: No

Note: Set this user preference in the Manage tab.

User preferences take their default values from the corresponding system
parameters. To set user preferences:

1. From the File menu, select Preferences. The Preferences dialog box opens
with the Resolve tab preselected:

2. Modify the CTV_ user preferences as appropriate. To modify the
SELECT_BY_PAGE preference, you must first select the Manage tab.

3. When you complete your changes, click OK.

Note: User preferences override system parameters, and protocol parameters
override user preferences.
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Setting protocol parameters in Design

Each time you set up a protocol for Resolve, the protocol is initialized to include
the default values for the protocol parameters. If those values are not appropriate
for a specific protocol, you can modify them in Design. To set protocol
parameters, from the Objects menu, select Protocol, and then from the Protocol
menu, select Parameters. The Modify Protocol Parameters dialog box opens.
Scroll to the parameter names that start with CTV_, and make your changes.

If the default values are not appropriate for your company’s users, you can
modify system parameters, as explained in "Defining system parameters in
Admin" on page 234. If you modify values at the system level, your revised
values are assigned to all protocols for which no protocol parameters are set
within Design.

Note: An alternative method of modifying a protocol parameter’s value is to
copy the value to the Clipboard, and then to a text editor, such as Notepad. You
then modify the value, and copy the revised text into the appropriate field.

Types of protocol parameters

The following table lists the protocol parameters:

Protocol parameter: Description:

CTV_FIRST_HEADER_PR Text for the first line to print on all of the protocol’s
data discrepancy forms. If set, it overrides the user

Default: Null preference CTV_FIRST_HEADER.
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Protocol parameter:

Description:

CTV_ONE_INVESTIGATOR

CTV_REQUESTER_PR
Default: Null

CTV_SECOND_HEADER_PR
Default: Null

SQL fragment to use within a selection statement to
get the investigator information from a field in the
discrepancies table
(VCT_ERRORSTATUS_UPDATE).

The default is CT_RESOLVE_USER.INV_ID(VCT_
ERRORSTATUS_UPDATE.CTV_CONTEXTL,
'<PROTOCOL>')

If there is a simple algorithm for computing the
investigator information during the retrieval, use that
as the value. For example:

« Ifthe investigator is the first four characters of the
subject item, set this parameter to
SUBSTR(VCT_ERRORSTATUS-
_UPDATE.CTV_CONTEXT1, 1, 4)

« If the protocol contains a context item that holds
the investigator identifier, set the parameter to the
name of that item preceded by
VCT_ERRORSTATUS_UPDATE, for example
VCT_ERRORSTATUS_UPDATE.INVNO.

Note: By editing this parameter to avoid the call to
CT_RESOLVE_USER.INV_ID, you can speed
processing time. Or, you can edit
CT_RESOLVE_USER.INV_ID for more complicated
customization of the retrieval of investigator
information. For more information, see "Modifying
investigator retrieval instructions” on page 256.

Name of the user who requests proposed resolutions
from investigational sites. This name is included on all
data discrepancy forms printed for the protocol. If set,
it overrides the user preference CTV_REQUESTER.

Text for the second line to print on all of the protocol’s
data discrepancy forms. If set, it overrides the user
preference CTV_SECOND_HEADER.
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Protocol parameter:

Description:

CTV_SELECT_INVESTIGA

SQL statement for retrieving a list of investigators as
text. Required for the View menu’s Select By
command and for the Discrepancy menu’s New
command.

Default: SELECT UNIQUE
CT_RESOLVE_USER.INV_ID(<SUBJECT ITEM>,
'<PROTOCOL>’) FROM
<PROTOCOL>.SUBSTITUTE*PANEL _
SUBSTITUTE*DBTABLE.

Note: If you edit the CT_RESOLVE_USER.INV_ID
function, this parameter retrieves investigator
information based on that customization.

Note: If investigators are stored in a separate context
item, then replace the call to the function
CT_RESOLVE_USER.INV_ID with the name of the
item to speed up processing time.

For example: If the item name is INVESTIGATOR,
the statement may be

SELECT UNIQUE INVESTIGATOR FROM
<PROTOCOL>.SUBSTITUTE*PANEL_SUBSTITU
TE*DBTABLE
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Protocol parameter:

Description:

CTV_SELECT_SUBJECTS

CTV_SELECT_VISITS

CTV_SELECT_VISITS_1S

SQL statement for retrieving a list of subjects as text.
This statement is used by the View menu’s Select By
dialog when the User chooses from a list of
investigators, and causes a list of subjects to appear. It
is also used by the Discrepancy menu’s New
command.

Default:

SELECT UNIQUE <SUBJECT ITEM>
FROM<PROTOCOL>.SUBSTITUTE*PANEL _
SUBSTITUTE*DBTABLE WHERE CT_RESOLVE_
USER.INV_ID(<SUBJECT_ITEM>,
'<PROTOCOL>') =SUBSTITUTE*INVESTIGATOR'

Note: If modified, this statement must contain the
‘SUBSTITUTE*INVESTIGATOR’ clause.

Note: If investigators are stored in a separate context
item, then replace the call to the function
CT_RESOLVE_USER.INV_ID with the name of the
item to speed up processing time.

For example: If the item name is CENTER, the
statement may be

SELECT UNIQUE <SUBJECT_ITEM>
FROM<PROTOCOL>.SUBSTITUTE*PANEL_SUB
STITUTE*DBTABLE WHERE CENTER =
'‘SUBSTITUTE*INVESTIGATOR'

SQL statement for retrieving a list of block items as
text. Required for the View menu’s Select By
command.

Default: SELECT UNIQUE block_item FROM
protocol. SUBSTITUTE*PANEL_SUBSTITUTE*
DBTABLE.

SQL statement for retrieving a list of block items for a
selected subject. Required for the Discrepancy menu’s
New command.

Default: SELECT UNIQUE block_item FROM
protocol. SUBSTITUTE* PANEL_SUBSTITUTE*
DBTABLE WHERE subject_item =
'SUBSTITUTE*SUBJECT".
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Protocol parameter:

Description:

CTV_STARTUP_VIEW_PR
Default: Null

Determines which data subset displays in the summary
Selected Discrepancies window each time you start
Resolve. Options include:

A for All

B for By Batch

N for New Discrepancies
R for Recently Changed

S for Select By

0 (zero) for no startup view

If set, it overrides the user preference
CTV_STARTUP_VIEW.

The First Header, Second Header, Requester, and Startup View can also be
defined as user preferences by individual users of Resolve. However, if you set
these protocol parameters, the settings override all individual user preferences.

How view filters work

The remaining protocol parameters define the view filters used by Resolve. View
filters help users retrieve and organize discrepancy records. They also help users
locate source records, so that a new discrepancy record can be added.

Note: In most cases, you do not need to change any of these filters if you

customize information about investigator retrieval, as explained in

Chapter 20.
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In Resolve, the View menu’s Select By command and the Discrepancy menu’s
New command use view filters to determine what items to display on selection
lists. For example, when a user selects the Select By command, the Select By
dialog box opens:

Adverse events
Adverse events, Coded against MedDRA
Adverse events, Coded against MedDRA F
Concomitant medications
Demographic information
Diug administration

Dug compliance
Subject enrcllment
Exclusion criteria

([
254 Powell, James
423West, Margaret
523 Santiago, sabella
821 Fortunata, Jane

Note: The layout of this dialog box varies depending on the setting of the
SELECT_BY_PAGE user preference. This example reflects the default setting
(No).

The items in the Investigators list are determined by the value of
CTV_SELECT_INVESTIGA. When you choose an investigator, the
subject_item list (PATIENT in this example) changes accordingly. Your choice
from that list in turn determines the contents of the block_item list
(BLOCKVALUE in this example).

The SQL statements in the protocol parameters that define view filters specify
the database location of the appropriate data elements. Two types of variables are
included in the defaults for these parameters:

» Variables shown in italics, such as block_item, are replaced with protocol-
specific values when the protocol is set up.

» Variables preceded by SUBSTITUTE™ are provided at run time using
information specified by the user.
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The format for each of these items is text. If you modify the SQL statement to
reference an item that is not a VARCHARZ2 type, you should include TO_CHAR
in the SQL statement; that is, begin the statement with “SELECT UNIQUE
TO_CHAR”.

Modifications to these SQL statements can be made either at the protocol or
system level. If you modify values at the system level, your revised values are
assigned to all protocols for which no protocol parameters are set within Design.

Auditing discrepancy data

Auditing is the tracking of changes made to discrepancy records. When Resolve
is installed, protocol-specific auditing is enabled by default. The start point is set
to ENTRY for the CTRESOLVEREF protocol and for the panels that are copied
into other protocols during setup (VCT_ERRORSTATUS and
VCT_ERRORITEM).

If you do not want one of these panels to be audited, you can set its audit start
point to MERGE in the CTRESOLVEREF protocol. Data in Resolve panels is
not merged; therefore, this action disables auditing for any protocols that you
later set up for use with Resolve.

You make protocol- and panel-level auditing changes in Design. If you use a
database-wide audit start point rather than protocol-specific auditing, the audit
start point also applies to Resolve. To set or change the database-wide default,
use Admin to set the AUDIT_START_DEFAULT system parameter.

You can use Manage to select records from the audit table for reporting.

For more information on auditing and Resolve, see the Help.
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Overview

This chapter explains how to customize the following features:

» The layout of data discrepancy forms

» The discrepancy statuses that can be assigned to discrepancy records
» The transitions allowed between discrepancy statuses

» Investigator retrieval instructions

When you customize these aspects of Resolve, your changes affect all protocols
set up for use with Resolve.

For information on parameters that you can set for specific protocols, see
Chapter 19.

Redesigning data discrepancy forms

The source file for the standard data discrepancy form that is described in
Chapter 16 is provided when you install Resolve. To modify the layout of this
form, you must use PowerBuilder™ 12.5, which is sold and licensed by Sybase,
Inc.

Note: To update existing data discrepancy forms from Clintrial 4.5, see the
section “Upgrading Data Discrepancy Forms (DDFs) to Clintrial 4.7” in
Chapter 4: Upgrading to Clintrial 4.7 from release 4.5 in the Clintrial 4.7
Getting Started guide.

Reformatting the DataWindow

Each Clintrial software client has the CTV_REPT.PBL PowerBuilder source file
in its directory. The DataWindow in CTV_REPT.PBL is
discrepancy_form_print. You may reformat the DataWindow to meet the needs
of your users, as follows:

» Add labels and columns; move them within a given band (portion of the
form); and add fields to or delete fields from PowerBuilder’s design window.
You can also hide various items, and change the labels associated with
particular fields.

* You may not delete fields from the selection window (the window that
displays when you select the Design menu’s Data Source command). Nor
may you change the names of fields in that window, or move items from one
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band to another. If you want to suppress certain fields, delete them only from
the display portion of the window.

When your changes are complete, save the discrepancy_form_print
DataWindow, and then compile the CTV_REPT.PBL file. This saves the changes
in both the CTV_REPT.PBL source file and a corresponding.PBD object file.
After testing, copy the new CTV_REPT.PBD file to each Clintrial software
client computer, overwriting the standard version of that file.

The following sections provide more detailed instructions.

How to prepare to modify CTV_REPT.PBL

Before you can modify the source files, you must save the original version of the
source files CTV_REPT.PBL and CTV_REPT.PBD that are installed with
Resolve. Copy the files to another directory, and assign the copies different
names, such as CTV_ORIG.PBL and CTV_ORIG.PBD. Then, proceed as
follows:

1. Start PowerBuilder, and then select the Library painter.

2. To create a new library, from the Library menu, select Create. Name the
library CTV_REPT.PBL, thereby overwriting the existing version of that file,
and put it in the directory that contains the Clintrial software program files.

3. To copy each object in the original .PBL file (CTV_ORIG.PBL) to the new
CTV_REPT.PBL library, from the Entry menu, select Copy. This creates a
writable copy of each object in that library.

4. After you copy all of the objects, double-click on the object named “default”
in your writable CTV_REPT.PBL. This action sets your default application
for this session and all future PowerBuilder sessions. The Application painter
opens.

How to make your changes

Select the Library painter, and open the discrepancy_form_print object. Then,
proceed as follows:

1. Modify the discrepancy_form_print DataWindow. You can modify the
information on this form that is determined by user preferences or protocol
parameters, as explained in Chapter 19.

For information on which changes are supported, see "Reformatting the
DataWindow" on page 248.

2. Save the revised DataWindow in the CTV_REPT.PBL sources file.
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Note: It is recommended that you make just a few changes at a time, and then
save, rebuild, and test that version before you make another set of changes.

If you added any fields whose contents need to be retrieved, the following
warning message appears when you try to save the DataWindow, or when you
leave the selection window:

SELECT change has forced update specification change.

If this message appears, perform these steps:

1. From the Rows menu, select Update. A window opens.
2. Check the Allow Updates check box.

3. Inthe Table to Update field, select
CTRESOLVEREF.VCT_ERRORSTATUS_UPDATE. To verify the name of
an entry, click on it.

4. Some items in the Updatable Columns list will be highlighted. Do not modify
them. Instead, click Primary Key at the right of this window. This action
selects ct_recid as the Unique Key Column.

5. Click OK, and then save your DataWindow.

How to rebuild the run-time library

Once you complete your changes and are ready to examine the results, perform
the following steps.

1. Exit the DataWindow painter, and then open the Library painter.

2. Select the CTV_REPT.PBL library that contains the modified object. Then,
from the Library menu, select Build Runtime Library. A window opens.

3. Ensure that the Machine Code check box is cleared, and that the Build Type
is Incremental. Then click OK.

4. If you are prompted to specify whether the existing CTV_REPT.PBD file can
be overwritten, respond Yes.

5. Copy the resulting CTV_REPT.PBD file to the directory that contains the

Clintrial software program files. Run Resolve and verify that your changes
display as you intended.
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Customizing discrepancy statuses

You can customize the predefined set of discrepancy statuses and the transitions
allowed between them to meet the procedural needs of your data managers. This
feature allows you to control the level of detail represented by the Resolve

workflow, as well as the terminology used in discrepancy management. You can:

¢ Change the displayed names of supplied discrepancy statuses.
« Change other values for a discrepancy status.

« Add more discrepancy statuses.

« Prevent certain discrepancy statuses from being used.

You make these changes in Enter in the CTRESOLVEREF protocol.
Note: Any change made to a discrepancy status immediately affects all

protocols that are set up for use with Resolve. Changes to discrepancy statuses
cannot be made on a protocol-specific basis.

How to change discrepancy status names

The names of discrepancy statuses can be changed to clarify their purpose or to
reflect a language other than English. To change a discrepancy status name,
select the CTRESOLVEREF protocol and the DISCREP_STATE study book in
Enter. Page down to find the discrepancy status record that you want to change.
The following table shows the relevant fields in this study book:

Field: Description:

Code Name for display in dialog boxes and drop-down lists.

Caution: Do not change the values for the Code field.
Value Name for display in dialog boxes and drop-down lists.

Label Not used within Resolve. Accepts up to 40 characters.
See the Note following this table.

Longlabel Not used within Resolve. Accepts up to 80 characters.
See the Note. following this table.

For example, you can translate the description for the Ready to Send discrepancy
status from English to French by entering Prét a Envoyer in its Value field.
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Note: The values in the Label and Longlabel fields are used only if you create a
codelist for use in other Clintrial software modules. You can modify the default
values in these fields as needed.

How to change other discrepancy status values

When Resolve is installed, each record in the DISCREP_STATE panel has a
complete set of default values. In addition to using Enter to change to
discrepancy status names, you can change the defaults for the following items:

Item: Description:

Final? Indicates that this is a terminal discrepancy status.
Assigning a terminal status closes the discrepancy
record. No changes can be made to a closed discrepancy
record’s values.

Propose Can Change To? Indicates that users with Propose access can change a
discrepancy record to this discrepancy status.

Propose Can Modify? Indicates that users with Propose access can edit
discrepancy records in this discrepancy status.

Allow duplicates? Indicates that a new discrepancy record is created during
validation or merging, regardless of whether a duplicate
is found.

Manage Can Change To? Indicates that users with Manage access can change a

discrepancy record to this discrepancy status.

Manage Can Modify? Indicates that users with Manage access can edit
discrepancy records in this discrepancy status.

For each of these items, you enter either a 0 (zero) to indicate no, ora 1 to
indicate yes. For example, a 0 for Final indicates that this is not a terminal
discrepancy status, while a 1 for Allow duplicates indicates that Resolve should
create a new discrepancy record even if a duplicate is already on file with this
status.

For more information on access rights, see Admin and Design.
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How to add discrepancy statuses

You can add records to the DISCREP_STATE_UPDATE table to provide
additional Resolve discrepancy statuses. For example, a data manager might
request a discrepancy status of Response Received to identify discrepancy
records for which investigators have returned data discrepancy forms.

To define a new discrepancy status, add a record to the DISCREP_STATE study
book in Enter. Specify a value for each item, including a unique Code for the
new discrepancy status.

For more information, see the description of the DISCREP_STATE panel in the
Reference Guide.

Note: After you add a discrepancy status record, you must define its allowable
transitions. For more information on discrepancy transitions, see "Modifying
discrepancy transitions" on page 254.

How to prevent discrepancy status use

You should never delete or change the discrepancy status codes installed with
Resolve. Instead, you can prevent a discrepancy status code from being used by
modifying the discrepancy transitions that provide access to it.

For example, to prevent users from using the Released discrepancy status, you
modify the DISCREP_TRANSITION panel so that none of its records has an
End State of Released, thereby ensuring that the status in question can never be
assigned to any discrepancy record. For more information on discrepancy
transitions, see "Modifying discrepancy transitions" on page 254.

Even for those discrepancy statuses that you defined yourself, deletion is not
recommended. If deletion is unavoidable:

* Review all protocols set up to use Resolve to ensure that the extraneous
status is not currently assigned to any discrepancy records in the update or
audit table.

* Review the DISCREP_TRANSITION panel to ensure that there are no
records that reference the extraneous status.

You use Enter to delete DISCREP_STATE records. For more information, see
Chapter 12.
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Modifying discrepancy transitions

What are discrepancy transitions?

Discrepancy transitions provide a logical structure for discrepancy status
assignments. The DISCREP_TRANSITION panel in the CTRESOLVEREF
protocol stores a different record for each transition permitted between
discrepancy statuses. Each DISCREP_TRANSITION record contains only two
items:

Item: Description:

Start State Code from DISCREP_STATE representing a discrepancy status.

End State Code of another discrepancy status in DISCREP_STATE. Indicates that
a transition from the start state to this status is allowed.

As a result, each discrepancy status will have at least one, and often several,
transition records in the DISCREP_TRANSITION panel. For example, after you
add the new Response Received discrepancy status, you need to add transitions
to ensure that this status is assigned to discrepancy records after forms have been
sent out to investigators, but before they are updated to Resolution Proposed
status:

Sent

First Transition
S =% RR

Response Received

Second Transition
RR ---# RP

Resolution Proposed
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How to add a transition record

To integrate the new Response Received discrepancy status into the discrepancy
management workflow, you add two different records to the CTRESOLVEREF
protocol’s DISCREP_TRANSITION study book in Enter. First, add a record
with S (Sent) as the Start State and RR (Response Received) as the End State.
Then add a record with RR (Response Received) as the Start State and RP
(Resolution Proposed) as the End State.

For a new discrepancy status to be eligible for automated discrepancy resolution,
you must create transition records for its Autoclosed and Obsolete discrepancy
statuses. To complete this task for the preceding example, you add a record to the
CTRESOLVEREF protocol’s DISCREP_TRANSITION study book with RR
(Response Received) as the Start State and ACD (Autoclosed) as the End State,
then another record with RR (Response Received) as the Start State and ACM
(Obsolete) as the End State.

Note: Any changes to DISCREP_TRANSITION immediately affect all
protocols that are set up for use with Resolve. Transitions cannot be changed on
a protocol-specific basis.

For more information on automated discrepancy resolution, see
Chapter 17.

How transitions from a terminal status work

A terminal discrepancy status closes a discrepancy record, indicating that no
further research is required. You indicate whether a discrepancy status is a
terminal status in its DISCREP_STATE record. For each terminal discrepancy
status, at least one DISCREP_TRANSITION record exists with that status as the
End State.

You can add records to DISCREP_TRANSITION with a terminal status as the
Start State. These DISCREP_TRANSITION records allow you to change closed
discrepancy records to another status, indicating that they are active once again.

How to delete a transition record

To delete a predefined transition, delete the corresponding record from
DISCREP_TRANSITION. Be aware that if you delete all transitions with a Start
State of REITO (Reissue To), you cannot reissue discrepancy records, as
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explained in Chapter 17. For details about Reissue To, see the Note that
concludes the description of the DISCREP_TRANSITION panel in the database
structures section of the Reference Guide.

Modifying investigator retrieval instructions

Who are investigators?

An investigator is the person responsible for supplying clinical data, and for
correcting errors in that data. Each discrepancy record has an associated
investigator ID. This information is critical when you are generating data
discrepancy forms, and it serves as a useful subsetting tool when you are
reviewing discrepancies.

Identifying and retrieving investigator information

You can retrieve investigator information for display in:
» The summary Selected Discrepancies window

e The detailed Discrepancies # window

» Any of the Report windows that display investigators

You can retrieve investigator information for these types of display by one of the
following methods:

* In Admin or Design, edit the value of the CTV_ONE_INVESTIGATOR
protocol parameter to display investigator information from a context item.

e Inthe CT_RESOLVE_USER package, edit the
CT_RESOLVE_USER.INV_ID function for more complex retrievals of
investigator information.

You can retrieve investigator information for display in the Select By window or
New Discrepancy window as follows:

* In Admin or Design, edit the value of the CTV_SELECT_INVESTIGA
protocol parameter to display investigator information from a context item.

e Inthe CT_RESOLVE_USER package, edit the
CT_RESOLVE_USER.INV_ID function for more complex retrievals of
investigator information.
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For more information on these three methods of retrieving investigator
information for display, see the following sections.

How to retrieve investigator information using
CTV_ONE_INVESTIGATOR

In Admin or Design, edit the CTV_ONE_INVESTIGATOR protocol parameter
to display investigator information from a context item. The information is
retrieved from a field in the discrepancies table
(VCT_ERRORSTATUS_UPDATE).

The default value is:

CT_RESOLVE_USER.INV_ID(VCT_ERRORSTATUS_UPDATE.CTV_CONTEXT1’
<PROTOCOL>")

This retrieves the value of the subject item.

You can make simple edits of the value of CTV_ONE_INVESTIGATOR to
retrieve:

« Investigator information from other context items through a call to
CT_RESOLVE_USER.INV_ID.

e Investigator information without a call to the
CT_RESOLVE_USER.INV_ID function. Avoiding a call can improve
performance.

Or, or you can edit the CT_RESOLVE_USER.INV_ID function for more
complicated retrieval of investigator information. For information on editing this
function, see "How to customize investigator retrieval using INV_ID" on page
258.

Examples: Editing CTV_ONE_INVESTIGATOR

Two examples of how to edit the value of the CTV_ONE_INVESTIGATOR
protocol parameter follow:

» If the investigator ID is the first four characters of the subject item value, set
this parameter to:

SUBSTR(VCT_ERRORSTATUS_UPDATE.CTV_CONTEXT1,1,4)

« If the protocol contains a context item with investigator information, set the
protocol parameter’s value to that item preceded by
VCT_ERRORSTATUS_UPDATE:
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VCT_ERRORSTATUS_UPDATE.INVNO
where INVNO is the investigator ID item.

If you use the CTV_ONE_INVESTIGATOR protocol parameter to retrieve
investigator information, you can retrieve information only from a context item.

How to customize investigator retrieval using
INV_ID

You can customize the CT_RESOLVE_USER.INV_ID function for more
complex retrievals of investigator information; for example, using items other
than context items.

If you edit the INV_ID function you ensure the retrieval of useful investigator
information for all windows that display investigator information, but the call to
the package may slow performance.

Typically, all PL/SQL function and procedures used by the Clintrial software run
under CTPROC, which is a privileged Oracle account. Rather than making any

changes to CTPROC, you should therefore copy the files you need, modify the

copies, and then move the copied files to the CTSITEPROC account.

& Caution: The CT_RESOLVE_USER.INV_ID function supplied with the
Clintrial Release 4.5 software contains changes that must be used with this
release. If you have customized the INV_ID function in previous releases of the
Clintrial software, you must merge your changes into the Clintrial Release 4.5
software CT_RESOLVE_USER package in one of the following ways:

» Start with the Clintrial software-supplied CT_RUSER.SQH and
CT_RUSER.SQL files and include any changes that you have made to the
INV_ID function or any other functions.

» Start with your customized versions of the previous release’s files and add
the declaration of on_status_change to your .SQH file and the body of the
on_status_change to your .SQL file.

To customize the modified copies for use with your CTSITEPROC account, do
as follows:

1. On the server, copy CT_RUSER.SQH (the header file) and
CT_RUSER.SQL, so that you can edit those files without modifying the
originals. For example, copy CT_RUSER.SQH to CT_RUSEX.SQH, and
copy CT_RUSER.SQL to CT_RUSEX.SQL. These files reside with the
other Resolve server files in the CT43_CTV subdirectory.

2. Remove the last line from CT_RUSEX.SQH, which is as follows:
CREATE PUBLIC SYNONYM ct_resolve_user FOR ctproc.ct_resolve_user;
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3. Edit CT_RUSEX.SQL to rewrite INV_ID, so that given a subject item and
protocol name, it will return an investigator ID. Information about how to set
up CTSITEPROC is included in the documentation of the sample study
shipped with the Clintrial software.

4. To load and test your new routines in CTSITEPROC, use SQL*Plus to
connect to the CTSITEPROC account. Enter the following commands to
load your header and procedure files:

SQL> @ct_rusex.sgh
SQL> @ct_rusex.sql
5. If you find errors in CT_RUSEX.SQL, fix them with your text editor and

reload the file. (You do not need to reload CT_RUSEX.SQH in
CTSITEPROC to reload CT_RUSEX.SQL.)

6. After your files are in place, change the public synonym for
CT_RESOLVE_USER from within SQL*Plus (connected as
CTSITEPROC), and grant access to it by typing:

SQL> drop public synonym ct_resolve_user;
SQL> create public synonym ct_resolve_user for ctsiteproc.ct_resolve_user;
SQL> grant execute on ct_resolve_user to ct_user;

7. To ensure that CTSITEPROC can execute all the routines in
CT_RESOLVE_USER, find the AF_RUSER.SQL server script (in the
sample study on the CD). If your site has changed the password for the
Oracle account CTPROC, copy and edit AF_RUSER.SQL to include the
correct password. From SQL*Plus, load AF_ RUSER.SQL using the syntax:

SQL> @af_ruser.sql

The following sections show examples of the customized.

Example: Static SQL SELECT statements in INV_ID

This example uses the following static SQL SELECT statements to reference
each protocol's tables:

FUNCTION inv_id(i_contextl IN VARCHAR?2, i_protocol INVARCHAR?2)
RETURN VARCHAR2

IS

invid VARCHAR2(80);

I_invhum VARCHAR2(10);

I_surname VARCHAR2(30);

I_firstname VARCHAR2(30);
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[* put more declarations here, if any needed */
BEGIN
/* To extract characters from the contextl argument, use
* SUBSTR. For example, to start at the 5th character and
*extract 3 characters, it would be SUBSTR(i_contextl,5, 3);
*/
IF upper(i_protocol) = 'MEDIKA_CLINICAL' THEN

SELECT INVNUM, SURNAME, FIRSTNAME INTO I_invnum, I_surname,
|_firsthame

FROM MEDIKA_CLINICAL.INVESTIGATORS_ALL

WHERE ROWNUM < 2 AND SUBJECT = i_contextl;

IF I_invnum IS NULL OR |_surname IS NULL OR I_firsthame IS NULL
THEN invid := i_contextl;

ELSE invid := |_invnum || ' || I_surname || ', " || |_firstname;

END IF;

RETURN invid;

ELSE

RETURN i_contextl ;

END IF;

EXCEPTION

WHEN OTHERS THEN RETURN i_context1 ;
END inv_id;

Note: The tables referred to in a static SQL SELECT statement must exist at the
time you enter the code into SQL*Plus. Also, CTSITEPROC must have
SELECT access to those tables.
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Example: Investigator ID in Subject Item string

In this example, the investigator ID is part of the subject item string. For
example, the string 0004 033 00118 identifies an investigator ID of 0004 (the
first four characters):

FUNCTION inv_id(i_contextl IN VARCHARZ2, i_protocol IN VARCHAR?2)
RETURN VARCHAR2

IS

I_investigator VARCHAR2(40);

BEGIN

[* To extract characters from the contextl argument, use
SUBSTR. For example, to start at the 5th character and
extract 3 characters, it would be SUBSTR(i_contextl, 5, 3);
*/

IF i_contextl IS NULL THEN

I_investigator := NULL;

ELSE

I_investigator := SUBSTR(i_contextl, 1, 4);

END IF;

RETURN |_investigator;

EXCEPTION

[* Execute this code when any error occurs. Here we
choose to return an error string.

We could choose to return NULL instead.

*/

WHEN OTHERS THEN

I_investigator := ‘INV_ID:ERROR’;

RETURN I_investigator;

END inv_id;
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How to retrieve investigator information using
CTV_SELECT_INVESTIGA

In Admin or Design, edit the CTV_SELECT_INVESTIGA protocol parameter
to display investigator information from a context item in the Select By and New
Discrepancies windows. The information is retrieved from a field in the
discrepancies table (VCT_ERRORSTATUS_UPDATE).

The default value is:

SELECT UNIQUE
CT_RESOLVE_USER.INV_ID(<SUBJECT_ITEM>,<PROTOCOL>') FROM
<PROTOCOL>.SUBSTITUTE*PANEL_SUBSTITUTE*DBTABLE

This retrieves the value of the subject item.

Note: The CT_RESOLVE_USER.INV_ID function defines the relationship
between the subject and the investigator for this default protocol parameter. As
supplied with the Clintrial software, this function runs in the CTPROC account
and retrieves the value of the subject item to display as the investigator
information.

Each parameter’s value reflects the actual protocol and subject item name. For
example, for protocol MEDIKA_CLINICAL with subject item SUBID, the
value in CTV_SELECT_INVESTIGA used at run time is:

SELECT UNIQUE CT_RESOLVE_USER.INV_ID(SUBID, 'MEDIKA_CLINICAL")
FROM MEDIKA_CLINICAL.SUBSTITUTE*PANEL_SUBSTITUTE*DBTABLE

The SUBSTITUTE* occurrences are replaced at runtime. For the Discrepancy
menu’s New command, Resolve uses the panel and table selected in other dialog
box lists. For the View menu’s Select By command, VCT_ERRORSTATUS
replaces SUBSTITUTE*PANEL, and UPDATE replaces
SUBSTITUTE*DBTABLE.

You can make simple edits of the value of CTV_SELECT_INVESTIGA to
retrieve investigator information from other context items through a call to
CT_RESOLVE_USER.INV_ID.

Or, you can edit the CT_RESOLVE_USER.INV_ID function for more
complicated retrieval of investigator information. For information on editing this
function, see "How to customize investigator retrieval using INV_ID" on page
258.
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Overview

This chapter explains how:
» \Validation automates the creation of discrepancy records in Resolve.

* You can write rules and derivations to maximize the information available
for discrepancy records.

* You can implement rules to create discrepancy records from flags.

» Advanced users can create discrepancy records in nonstandard
situations.

This chapter is intended for study designers or those responsible for panel
design, and the PL/SQL programmers who write rules. It assumes that you are
familiar with rules and derivations, as explained in the Design section of Admin
and Design, and data validation, as explained in the Manage section of Manage,
Classify, and Lab Loader. This chapter also assumes that you are familiar with
PL/SQL, as described in your Oracle and PL/SQL program documentation.

Validation and discrepancy records

A rule is part of a PL/SQL statement that is attached to a panel, and used to
confirm that clinical data meets the requirements of the clinical protocol. Rules
become part of the validation procedure in Manage that validates clinical data
before it is moved to the data table (merged). During validation, rules evaluate to
TRUE or FALSE.

Note: PL/SQL is Oracle’s procedural extension language to the SQL database
language.

Before you installed Resolve, you may have used Design to write rules for
automated data validation. When rules for data validation run in Manage, the
MANAGE_DISCREPANCY function adds discrepancy records in Resolve.

How MANAGE_DISCREPANCY works

The MANAGE_DISCREPANCY function is called automatically from the
panel’s validation procedure when validation runs in Manage. This function
compares current validation results to determine if new discrepancy records
should be created. To create a new discrepancy record,
MANAGE_DISCREPANCY creates a record with an error type of VALIDATE
in the protocol’s VCT_ERRORSTATUS_UPDATE table. The
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VCT_ERRORSTATUS panel is copied from the CTRESOLVEREF protocol to
each protocol that is set up to use Resolve. Records in VCT_ERRORSTATUS
contain the essential information for Resolve discrepancy records.

Before creating new discrepancy records, however, MANAGE-
_DISCREPANCY reviews each record that undergoes validation to find whether
it returned TRUE or FALSE for each rule. It then checks whether a discrepancy
record with an error type of VALIDATE and the same panel, ct_recid, and
rule_name already exists. Based on the results of this review,
MANAGE_DISCREPANCY takes one of the following actions:

TRUE or

FALSE: Open Duplicate? Action:

FALSE No Create a new discrepancy record.

FALSE Yes None.

FALSE Yes; however, error item Assign the Autoclosed status to the
value(s) do not match.  discrepancy record, and create a new

discrepancy record.
TRUE No None.
TRUE Yes Assign the Autoclosed status to the

discrepancy record. This occurs, for
example, when a value is edited in Enter to
correct a discrepancy.

The following figure shows how MANAGE_DISCREPANCY creates a
VCT_ERRORSTATUS_UPDATE record, which is displayed as a discrepancy
record in a Resolve detailed Discrepancy # window:
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Rule: Pulse should not be null on the VITALS panel.
VITALS panel

Item: PULSE (null)
Item: BPSYS
Item: BPDIA
Item: TEMPC

MANAGE_DISCREPANCY function

VCT_ERRORSTATUS
_UPDATE record

Discrepancy ID
Remarks: No pulse
Error Date

Status: New
Panel: VITALS

Resolve detailed Discrepancy # window

Discrepancy 1D
Remarks: No pulse
Error Date

Status: New

Item values:

Note: Discrepancy records also are created automatically for records that fail
merging. When a record fails merging in Manage, MANAGE-_DISCREPANCY
creates a new VCT_ERRORSTATUS record.

How to write rules

Rules are written in Design for a specific protocol and panel. When creating
rules in Design, you can either enter PL/SQL directly, or call PL/SQL
procedures that you have stored in PL/SQL packages in the Oracle database.
Examples of both options are included in this section.

Refer to the Design section of Admin and Design for general information on
writing rules. Once your rules are written, you execute them in Manage when
you validate records.
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How to use derivations to include more data

A derivation is a PL/SQL statement that is attached to a panel and calculates the
value of an item or a temporary variable for records during validation.
Derivations are part of the validation procedure that checks clinical data before it
is moved to the data table. If these temporary variables contain item names and
values that are relevant to the type of discrepancy detected by a rule, you may
prompt MANAGE_DISCREPANCY to include that data in the discrepancy
records it creates by embedding the names and values in calls to
SETUP_ERRORITEM.

Note: You can include items from multiple panels.

The item names and values that are provided to SETUP_ERRORITEM by
derivations are stored in VCT_ERRORITEM_UPDATE records. Each
VCT_ERRORITEM record references a specific record in
VCT_ERRORSTATUS; together, the VCT_ERRORSTATUS record and all of
its associated VCT_ERRORITEM records make up a Resolve discrepancy
record that can help data managers resolve discrepancies efficiently.

The following figure shows how a rule can create a VCT_ERROR-STATUS
record, and how a derivation that includes a specific reference to that rule can
save item values from data records as VCT_ERRORITEM records:
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Rule: Pulse should not be null on the VITALS panel.
Derivation: For this rule, include the items SEX and BIRTHDATE from the DMG
panel and PULSE from the VITALS panel.

VITALS panel DMG panel

Item: PULSE (null) Item: SUBJECT
Item: BPSYS Item: BIRTHDATE
Item: BPDIA Item: SE

Item: TEMPC

VCT_ERRORITEM
_UPDATE record

VCT_ERRORITE
_UPDATE record

Discrepancy 1D Discrepancy 1D
CT_RECID CT_RECID
VCT_ERRORSTATUS Item name: PULSE ltem name: SEX
_UPDATE record Item value: null Item value: F
Discrepancy ID Panel: VITALS Panel: DMG
Remarks: No pulse
Error Date
Status: New ; ; ;
Panel: VITALS Resolve detailed Discrepancy # window

Discrepancy 1D
Remarks: No pulse
Error Date

Status: New

Iltem values:
Discrep 1D

DMG SEX [ -]

You can also write a rule that calls a separately stored PL/SQL package to
achieve the same result.

If you choose not to write rules or derivations that add VCT_ERROR-ITEM
records, discrepancy records are still created in Resolve during validation by the
MANAGE_DISCREPANCY function. In this case, discrepancy records do not
have any VCT_ERRORITEM records associated with the
VCT_ERRORSTATUS record.

Note: Derivations cannot be specified for merge processing. Discrepancy
records with an error type of MERGE do not have associated error items.
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How to write derivations

Derivations are written in Design for a specific protocol and panel. When you
initiate validation in Manage, derivations are executed before rules.

For general information on derivations, see the Design section of Admin and
Design.

Example rules and derivations

Rules are PL/SQL fragments that evaluate to TRUE or FALSE. Some common
methods for writing rules for use in Resolve are:

« Create the PL/SQL error logic in the rule’s Rule Text attribute.

« Create the PL/SQL error logic in the Rule Text, and create a related
derivation that identifies a relevant item or items by calling the
CTV_CORE.SETUP_ERRORITEM procedure.

« Create the PL/SQL error logic and the call to SETUP_ERRORITEM in a
derivation. Include PL/SQL that passes a message to a related rule if the
error logic detects an error. If the rule receives a message, it evaluates to
FALSE and the rule fails validation.

» Create the error logic and the call to SETUP_ERRORITEM in a user-defined
PL/SQL package. The rule only passes values to the function or procedure in
the package.

The following sections show examples of these different methods from the
MEDIKA_CLINICAL sample protocol.

Example: Rule with no related derivation

You can create a rule that contains the error logic, and not plan to have any
relevant items supplied to the discrepancy record by a derivation that calls the
CTV_CORE.SETUP_ERRORITEM procedure.
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The following example shows the AGE_CHECKS rule in
MEDIKA_CLINICAL’s DMG panel:

4. Create Rule

JAGE_CHECKS

Text: [Subject is under 13

When validation runs, MANAGE_DISCREPANCY reviews the records that
return FALSE for this rule, and creates VCT_ERRORSTATUS records for those
records that do not already have them.

Optionally, when you create or modify a rule, you can specify the discrepancy
status and priority to use for any resulting discrepancy records. If you do not
specify values in the Discrepancy Initial Status and Priority fields of Design’s
Modify Rule dialog box, the discrepancy record is created in New status and
with a null priority.

Note: The AGE_CHECKS rule does not appear in MEDIKA_CLINICAL.
Instead, the protocol uses the AGE_CHECK rule and the AGE_CHECK
derivation, as described in "Example: Derivation with error logic and related
rule" on page 275.
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Writing a derivation for Resolve

When you install Resolve, the CTV_CORE.SETUP_ERRORITEM PL/SQL
procedure is supplied. This procedure saves information that can be used later to
create VCT_ERRORITEM records to enhance the discrepancy records created
by MANAGE_DISCREPANCY.

The format for calling the SETUP_ERRORITEM function from a derivation is
as follows:

CTV_CORE.SETUP_ERRORITEM(rule_name, panel, item_name, ct_recid,
item_value, repeat_id)

The first argument, rule_name, indicates an existing rule. The other arguments
can refer to the same data record currently being processed, or to any other
record in the protocol. Additional data, such as the SYSDATE or values assigned
by derivation, can also be referenced. These arguments refer to any item in a
record related to the discrepancy, as follows:

 panel can be the same cts$panel, or the name of another panel.

e item_name is the name of the item in the given panel involved in the
discrepancy. The item_name must be in UPPERCASE or duplicate entries
occur in Resolve with the previous record marked as Auto closed after each
validation run.

 validation run.

* in Resolve with the previous record marked as Auto closed after each
 validation run.

e ct_recid can be this.ct_recid for the current record, or another ID number.

« item_value is the value, if any, stored for the item. It can be text, a number, or
a date.

e repeat_id is optional text used to provide contextual information for the item.

Note: Only the last two arguments described above (item_value and repeat_id)
can be set to null.

The Clintrial software is delivered with system-defined variables that you can
use within a rule or derivation. In addition, whenever you want to refer to an

item in the current record, you can use the identifier ‘this.” Therefore, you can
supply several arguments in the calling sequence with the following variables:

Value: Variable or Reference: ~ Oracle type:
panel cts$panel VARCHAR?2
ct_recid this.ct_recid VARCHAR?2
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Value: Variable or Reference: ~ Oracle type:

item_value this.item_value_name Same type as the Clintrial software
item: VARCHAR2, NUMBER, or
DATE

For information on system-defined variables and references to the current
record, see the Design section of Admin and Design.

To complement the rule in the previous example and enhance the information
stored with its resulting discrepancy records, you can add a derivation. The
derivation uses the AGE_CHECK rule as the first argument to
SETUP_ERRORITEM in each call. That way, the studydate and birthdt item
values are included in the discrepancy records that are created when the
AGE_CHECK rule fails, as follows:

CTV_CORE.SETUP_ERRORITEM(*AGE_CHECK”, cts$panel, ‘STUDYDATE’,
this.ct_recid, this.studydate, *’);

CTV_CORE.SETUP_ERRORITEM(*AGE_CHECK”, cts$panel, ‘BIRTHDT’,
this.ct_recid, this.birthdt, *’);

Example: Rule with error logic and related
derivation

You can create a rule that contains the error logic and a related derivation that
identifies the relevant item or items that the CTV_CORE.SETUP_ERRORITEM
procedure supplies to the error item section of the detailed Discrepancy #
window.

272 Chapter 21: Preparing to Track Discrepancies



The following example shows the CHECK_PULSE rule in
MEDIKA_CLINICAL’s VITAL panel:

&/ Modify Rule -- CHECK_PULSE

| N Passes Hule

= |Pulse [%PULSE) is not between 40 and 150 J

The CHECK_PULSE rule checks that the pulse is between 40 and 150. If the
pulse is out of range, the rule supplies a message to the discrepancy record that
gives the value that is out of range (%PULSE).
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The following example shows the related derivation:

& Modify Derivation -- CHECK_PULSE

The CHECK_PULSE derivation adds the relevant item to the error item record,
referring to the rule CHECK_PULSE and the item PULSE.
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When validation runs in Manage, a Resolve discrepancy record is created if it
meets the criteria of the MANAGE_DISCREPANCY function. The item
indicated in the derivation is included in the resulting discrepancy record, as
shown in the following detailed Discrepancy # window:

VCT_ERRORSTATUS
record L

VCT_ERRORITEM
record added by
derivation

Example: Derivation with error logic and related
rule

You can create a derivation that contains the error logic and identifies the
relevant item or items that the CTV_CORE.SETUP_ERRORITEM procedure
supplies to the error item section of the detailed Discrepancy # window. The
related rule passes or fails based on whether the information supplied by the
derivation evaluates to true or false.
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The following example shows the AGE_CHECK derivation in
MEDIKA_CLINICAL’'s DMG panel:

& Modify Derivat AGE_CHECK

||

ctv_core. setup_enroritem{'AGE_CHECK', cts$panel, 'CONSDATE', this.ct_recid, this.consdate, null); |
ctv_core.setup_erroritem{’AGE_CHECK', cts$panel, 'BIRTHDATE', this.ct_recid, this.bitthdate, null);”

If thiz.age <18 then

AGE_CHECK$msg := ‘Age is less than 18';
else AGE_CHECK$msg := null;

end if;

The AGE_CHECK derivation adds the relevant items to the error item record,
referring to the rule AGE_CHECK and the items CONSDATE and
BIRTHDATE. The derivation also contains the error logic, and passes to the rule
a null message or the message that ‘Age is less than 18’.
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The following example shows the AGE_CHECK rule in
MEDIKA_CLINICAL’s DMG panel:

4! Modify Rule -- AGE_CHECK

The rule receives the AGE_CHECK$msg value that was calculated by the
related AGE_CHECK derivation. If the value is null, the rule evaluates to
TRUE, and the record passes validation. If the value contains a message message
(“‘Age is less than 18”), the rule evaluates to FALSE, and the record fails
validation. The Message Derived attribute is checked, because the message text
is in the derivation.

Example: Rule calling user-defined PL/SQL package
for error and error items

You can write a rule whose Rule Text contains PL/SQL that calls a user-defined
PL/SQL package that:

« Handles the error logic.

« Identifies the relevant item or items that the
CTV_CORE.SETUP_ERRORITEM procedure supplies to the error item
section of the detailed Discrepancy # window.
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In the following example the CT_SAMPLE package that is supplied with the
Medika sample study contains a PL/SQL function named med_cont. This
function:

» Contains the error logic to check that if the medication is continuing, the end
date is null.

e Callsthe CTV_CORE.SETUP_ERRORITEM procedure, and defines the
values in the calling sequence that are not replaced by variables.

The following example shows the comments in the PL/SQL package that
describe the med_cont function, its forward declaration, arguments, and returned

values:
B ctsample.sql - Notepac
File Edit Search Help
Comments ——— Jo 2
» Hame: med_cont
= Description: Checks that if the medication is
* continuing, the end date is null.
- Calls Resolve procedure SETUP_ERRORITEM. _J
*
=/
Forward  rynerion med_cont(
declaration cont integer,
end_dt date,
rule_name varchar2,
event varchar?,
onsetdt date
) RETURH BOOLEAN;
Argument list —————||FuNeTION med_cont(
cont integer,
end_dt date,
rule_name varchar?2,
event varchar2,

Returned values

Continued in
next figure...

onsetdt date
|RETURH BOOLEAN is
discrepid

status
repeat_id

BEGIN

integer;
integer;
varchar2{248);
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The following example shows the function definition:

C ) | - Hotepad

Edit Search Help

Function e =
Jefinition if cont = 1 then
if end_dt is null then

return TRUE;

else
if onsetdt is not null then
repeat_id := event||’' : '||to_char{onsetdt);
else
repeat_id == event;
end if;

CTVU_CORE.SETUP_ERRORITEM(
rule_name,
ct_global.cts$panel,
"CONTIN',
ct_global.ctsict_recid,
cont,
repeat_id);

CTU_CORE .SETUP_ERRORITEHM(
rule_nanme,
ct_global.cts$panel, i
*MEDSTOP', LJ
ct_global.cts$ct_recid,
end_dt,
repeat_id);

return FALSE;
end if;
else
return MULL;
end if;
END med_cont;

Note: You cannot reference ‘this’ or any cts$values in PL/SQL functions or
procedures; they are accessible only in rules and derivations. However most of
the cts$values are accessible through references to them as
ct_global_cts$variables. The names are the same with the addition of the prefix
ct_global.
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In MEDIKA_CLINICAL’s CONMED panel, the MEDCONT rule calls the
PL/SQL function med_cont:

Modify Rule -- MEDCONT

]|

Rule text referring to ct_sample.med_cont(this.contin this. medstop,ct_global cts$rule_name,|_event,|_onset)
PL/SQL function
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When validation runs in Manage, a Resolve discrepancy record is created if it
meets the criteria of the MANAGE_DISCREPANCY function:

VCT_ERRORSTATUS
record

A Dizcrepancy #2680003

Panel lItem Hew Value Hew Value
Biven?

VCT_ERROR'TEM Description Description
records

VCT_ERRORSTATUS
record (cont.)

—
teated by CTSYS

Resolve and flags

As data-entry operators enter clinical data in Enter, they can use flags to indicate
suspected errors. In addition to the rules that test records and create discrepancy
records, you can also write rules that detect flags attached to data and create
discrepancy records for them. To use this feature, you must use Design to add
one or more Resolve flag categories and to write rules that detect flags in these
categories.

You can define specific flag names for each new flag category, such as
Comments illegible or Missing data.

For details on adding flag categories, see the Help.
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Types of Resolve flag categories

When you add flag categories to automate the creation of discrepancy records,
each flag category name must begin with DISCREPANCY _P. You can also add a
numeric suffix to indicate the priority code to assign when discrepancy records
are created. For example:

Category: Priority:
DISCREPANCY_P1 1
DISCREPANCY_P2 2
DISCREPANCY_P3 3

You can define one flag category for each priority level, as shown in the
preceding example, or reuse the same one repeatedly.

What are flag to discrepancy rules?

A PL/SQL function for detecting discrepancy flags is supplied when you install
Resolve. The CTV_CORE.FLAG_TO_DISCREPANCY function searches data
for any discrepancy flags with a category name that begins with
DISCREPANCY _P. When such a flag is detected, the FLAG_TO-
_DISCREPANCY function creates a new discrepancy record in Resolve.

Note: FLAG_TO_DISCREPANCY uses the same process as
MANAGE_DISCREPANCY to determine whether a duplicate discrepancy
exists and should be closed before a new record is created.
FLAG_TO_DISCREPANCY produces and uses discrepancies whose error type
is FLAG.

The calling sequence for the FLAG_TO_DISCREPANCY function is:

result := CTV_CORE.FLAG_TO_DISCREPANCY (protocol, panel, Oracle_table,
ct_recid, dstatus, rule_name);

protocol is the current protocol.
panel is the current panel.

Oracle_table is either UPDATE or DATA.
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ct_recid is the CT_RECID of the record that is checked for a discrepancy flag.

dstatus is a Resolve discrepancy status code to assign if a discrepancy record is
created.

rule_name is the name of a specific rule. When this function is called from a
rule, FLAG_TO_DISCREPANCY uses the current rule name if you leave this
argument undefined.

In a rule, these values can be replaced by the following system-defined variables
and current record references:

Value: Variable or Reference: ~ Oracle type:
protocol cts$protocol VARCHAR?2
panel cts$panel VARCHAR2
Oracle_table cts$table VARCHAR?2 (‘UPDATE’ or ‘DATA’)
ct_recid this.ct_recid VARCHAR?2
rule_name cts$rule_name VARCHAR?2

For dstatus, you can supply any discrepancy status code from the
DISCREP_STATE panel. Enclose it within single quotation marks; for example,
‘REL’. Codes are case-sensitive and must be entered accurately. If null or
invalid, the status selected at the rule level will be supplied. If no status is
selected for the rule, N (New) is supplied.

For rule_name, you can supply a specific rule name, such as ‘AGE_CHECK". If
null and called from a rule, the current rule name (cts$rule_name) is used. As a
result, your rule may resemble the following example:

CTV_CORE.FLAG_TO_DISCREPANCY (cts$protocol, cts$panel, cts$table,
this.ct_recid, ‘REL’, cts$rule_name) IS NOT NULL

Alternatively, a shorter call to FLAG_TO_DISCREPANCY that provides the
current protocol, panel, table, ct_recid, and rule name may be used from within a
rule, as follows:

result := CTV_CORE.FLAG_TO_DISCREPANCY;
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When a VCT_ERRORSTATUS record is created as the result of a call to
FLAG_TO_DISCREPANCY, the data for the discrepancy record includes:

Item: Supplied value:

Additional Message Comments in flag

Discrepancy Message Flag name description

Error Action Null

Error Type FLAG

Priority Number in the flag category name; NULL if the flag

category name is DISCREPANCY_P
Rule Name Rule name provided or the name of the current rule

Source FLAG

How flag types work for discrepancy records

When you attach any flag to clinical data in Enter, you choose a flag type of
item, record, or observation. The flag type identifies the level of detail to which
the flag applies: a specific item in a record, the record as a whole, or an
observation about a repeating item’s value in a record.

When FLAG_TO_DISCREPANCY encounters a discrepancy flag, the flag type
can affect the discrepancy record that is created as follows:

» For item flags, FLAG_TO_DISCREPANCY also ensures that a
VCT_ERRORITEM record is included automatically for the flagged item.

» For observation flags, only one discrepancy record is created. The first
record of the observation (with a CT_RECID ending in .001) is used as the
primary record.
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Example

The following example shows how you use Design to create new discrepancy
flag categories and write rules that call the FLAG_TO_DISCREPANCY
procedure. After flags in the flag category are attached to data in Enter, and
validation runs in Manage, discrepancy records can be generated automatically
in Resolve.

The following example shows the discrepancy flag category
DISCREPANCY _P1, as created in Design in the MEDIKA_CLINICAL
protocol. There are two flag names in the flag:

| ! Modify Flag -

MMENT_FIRST |

| INCOMPLETE 3 |
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The following example shows the DISCREP_FLAG rule created in Design in
MEDIKA_CLINICAL to search for instances of flags in this category:

#. Modify Rule

Rule text

Note: When you create a rule, you create it in a specified panel. If discrepancy
flags will be attached to records or items in more than one panel, a rule must be
created in each of these panels for validation to generate discrepancy records.
Alternatively, you can create the rule in the CONTEXT panel; it will run when
any panel (except those of Type 0) is validated. For MEDIKA_CLINICAL, the
rule is attached to the CONTEXT panel.
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Flag name
description

Item flag created
VCT_ERRORITEM

The following example shows the detailed Discrepancy # window of a
discrepancy record generated by this process:

record

Comments
entered in flag

= Discrepancy #170 Hil
Investigator: [noT | Status: [Feleased |
PATIENT: [001-lison | Priority: [ |
BLOCKVALUE: frir=t |  Batch Date: [ |
PAGEVALUE: |'| | Batch Mumber: | |
Dizcrepancy Data for thiz field is not legible on CRF
Meszzage:
Item Yalues for Discrepancy =
Panel Item Item Yalue| New |New Yalue Reason Error Item | BLOCKYALUE | PAGE]
Description | Description Yalue | Given? Comment
demographic data|subject birthdate]01-JUIL-1936 I | = first

] —

|FLAG DATA_ILLEGIELE, Category DISCREPAMNCY_P2

Additional Meszzage:

Replacement Mezzage: |

Comments 1: |Ereated by CTEYS

Comments 2: |

Proposzed Resolution: |

Reazon for Change Code: I [;I

Reazon for Change Comment: |

Advanced techniques for creating discrepancy records

This section explains how to create discrepancy records when the methods
described previously do not adequately address your needs. These advanced
techniques involve directly calling these routines in the proper sequence, as
follows:

e CLEAR_ERRORITEMS clears memory.

« SETUP_ERRORITEM saves in memory information about discrepancy-
related item values (See "Writing a derivation for Resolve" on page 271.)

« MANAGE_DISCREPANCY detects duplicate discrepancy records and
creates new records using the information provided to it as arguments and by
SETUP_ERRORITEM.

e ENTER_NEW_DISCREPANCY creates discrepancy records without
checking for duplicates.
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e INSERT_DISCREPANCY data type ITEM inserts into a discrepancy
record an error item of the specified type.

* FINISH_NEW_DISCREPANCY allows for discrepancies created by
ENTER_NEW_DISCREPANCY to be audited and allows them to be
replicated if Multisite is in use.

The following sections explain how to create discrepancy records using these
routines.

How to check for duplicates and create records

If you want to check for a duplicate and, if none exists, create a new discrepancy
record using MANAGE_DISCREPANCY. This routine is typically used within
the validation environment (e.g., from a derivation or from PL/SQL code called
by a derivation); it is called automatically after each test during validation.

Note: You should use MANAGE_DISCREPANCY only in special cases—for
example, if an entire panel must be checked.

Before you call MANAGE_DISCREPANCY, consider doing one or both of the
following tasks:

e To clear the memory set by previous calls to SETUP_ERRORITEM, call
CLEAR_ERRORITEMS prior to validating a new record. This routine has
no arguments.

» To give Resolve information about item values that you want saved with a
discrepancy, call SETUP_ERRORITEM. MANAGE_DISCREPANCY and
SETUP_ERRORITEM can link error item data with the appropriate
discrepancy only if you ensure that the i_rule_name arguments provided to
both routines have the same non-null value.

How to call MANAGE_DISCREPANCY

When you are ready to call MANAGE_DISCREPANCY, use the following
syntax:

new_id := CTV_CORE.MANAGE_DISCREPANCY (i_passfail, i_protocol, i_panel,
i_src_recid, i_subject_id, i_block_item, i_page_item, i_orctable, i_errdt, i_errtype,
i_remarks, i_erract, i_rec_moddate, i_rule_name, i_source, i_priority, i_dstatus,
i_block_repeat_item, i_page_repeat_item);

new_id is the value of the discrepancy ID if a new discrepancy record is created;
otherwise the value is null.
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i_passfail must be FALSE to indicate a rule failure (the kind of situation that
leads to a discrepancy record being created). It must be TRUE to indicate that
data no longer fails, in which case MANAGE_DISCREPANCY looks for and
closes every pre-existing discrepancy record with the same panel, src_recid, and
rule name.

i_protocol is the current protocol. If null, MANAGE_DISCREPANCY uses the
protocol where validation is being run: ct_global.cts$protocol. (If it is called
outside the validation environment, do not pass null.)

i_panel is the panel containing the source data. If null, the current validation
panel (ct_global.cts$panel) is used.

i_src_recid is the ct_recid of the source record that contains the discrepancy. As
all discrepancies must be associated with existing source data, this value must be
provided. If null, the ct_recid of the record being processed
(ct_global.cts$ct_recid) is used.

i_subject_id is the integer identified for the current patient, as assigned by the
Clintrial software; it is not the value of the subject item. If null, the subject_id of
the record being processed (ct_global.cts$subject_id) is used.

i_block_item is the value (as a VARCHAR?2) of the block item for the record
containing the discrepancy. If null, the block item value of the record being
processed (ct_global.cts$block) is used.

i_page_item is the value (as a VARCHAR?2) of the page item for the record
containing the discrepancy. If null, the page item value of the record being
processed (ct_global.cts$page) is used.

i_orctable must be either ‘UPDATE’ or ‘DATA’ indicating which table contains
the source data. If null, the table currently being processed (ct_global.cts$table)
is used.

i_errdt is the date you want stored as the discrepancy date. It must be an Oracle
DATE and not a VARCHAR?Z. You could pass SYSDATE for this argument. If
null, the current value of the error date (typically SYSDATE when validation
started on the record) is used (ct_global.cts$err_date).

i_errtype must be either VALIDATE or MANUAL. (For MANUAL, you would
be more likely to use ENTER_NEW_DISCREPANCY, which is described later
in this section.) If you are running in the validation environment and leave this
null, ct_global.cts$err_type is used, and the type is set to VALIDATE. Duplicate
detection is not done for discrepancies of type MANUAL.
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i_remarks is the discrepancy message. If null, the current rule’s message
(ct_global.cts$err_msg) is used. (You are unlikely to be calling
MANAGE_DISCREPANCY as part of rule processing, so you should provide
this argument.)

i_erract is what you want stored in the error action column. Typically, you
specify ‘REPORT’ or ‘REJECT.” If null, the current rule’s error action
(ct_global.cts$err_action) is used. If you are not within a rule, this value is null.

i_rec_moddate is the latest modification date of the source record. Typically, that
is the record’s MERGE_DATETIME. This must be passed as an Oracle DATE.
If null, the madification date of the record being processed
(ct_global.cts$rec_moddate) is used.

i_rule_name is the name of the rule you want stored. It is also used by
MANAGE_DISCREPANCY to find data associated with this discrepancy that
were stored in memory by SETUP_ERRORITEM. If null and you are calling
this from within a routine called by a rule, the current rule’s name
(ct_global.cts$rule_name) is used.

i_source is stored as the source of the discrepancy. If null, ‘RULE’ is used.
Resolve saves, but does not use, this value.

i_priority is the priority to assign the discrepancy. Null is acceptable.

i_dstatus is the code for the initial status of the discrepancy. If null, *‘N’ (for
New) is used.

i_block repeat_item is the value of the record’s block repeat item, if any. If null,
the value of the block repeat item for the record being validated
(ct_global.cts$block_repeat_item) is used.

i_page_repeat_item is the value of the record’s page repeat item, if any. If null,
the value of the page repeat item for the record being validated
(ct_global.cts$page_repeat_item) is used.

Note: MANAGE_DISCREPANCY inserts a record into the Clintrial software
Error Log if i_passfail is FALSE, the error type is not MANUAL, and either the
system parameter CTV_USE_ERRORLOG is True or the current protocol
(provided as the i_protocol argument) is not set up for Resolve. If the protocol is
set up for Resolve, this routine proceeds normally—that is, by autoclosing some
discrepancy records and creating new records, as

appropriate.
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How to create records without checking for

duplicates

To create a new discrepancy record without checking for duplicates, call
ENTER_NEW_DISCREPANCY using the following syntax:

new_id := CTV_CORE.ENTER_NEW_DISCREPANCY (i_protocol, i_panel,
i_src_recid, i_subject_id, i_block_item, i_page_item, i_orctable, i_errdt_s, i_remarks,
i_rec_moddate_s, i_source DEFAULT '"MANUAL', i_priority DEFAULT NULL,
i_dstatus DEFAULT NULL);

new_id is the returned value of the new discrepancy’s unique ID. This value is
used in calls to the INSERT_DISCREPANCY _* ITEM routines. If an error
occurs and the discrepancy is not created, new_id is null.

i_protocol is the name of the protocol containing the discrepancy.

i_panel is the name of the panel containing the discrepancy.

i_src_recid is the CT_RECID of the discrepancy record’s source record.
i_subject_id is the Clintrial software identification number for the patient. (You
can determine a subject’s ID by looking in the SUBJECT _ID column of the
DATA table of the enrollment panel.)

i_block_item is the value of the block item for the discrepancy’s source record.

i_page_item is the value of the page item for the discrepancy’s source record.

i_orctable indicates the type of table where the source data resides. It must be
‘UPDATE’ or ‘DATA.’

i_errdt_s is the date of the discrepancy in a special string format. To convert a
date into the special format, use the following syntax:

TO_CHAR(errdt, ct_global.param_date_fmt)

replacing errdt with your DATE value or variable. If you leave this argument
null, the special string format version of SYSDATE is used.

i_remarks is the discrepancy message.

i_rec_moddate_s is the last modification date of the source record passed in the
special string format (like i_errdt_s). Typically, a record’s MERGE_DATETIME
should be used. For example, if the date is in the DATE variable chgdate, you
would pass this argument as:

TO_CHAR(chgdate, ct_global.param_date_fmt)
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i_source is the source of the discrepancy. If you leave it null, it is set to
‘MANUAL.’

i_priority is the integer priority to assign the discrepancy. Null is acceptable.

i_dstatus is the intial discrepancy status (code). If you leave it null, the initial
status is set to ‘N’ (New).

The error type of every record that you create using
ENTER_NEW_DISCREPANCY is MANUAL. Once you create a new
discrepancy record this way, use the routines summarized in the following
sections to add error items to that record.

How to create discrepancies that can be audited and
replicated in Multisite

To create a new discrepancy record that can be audited, and that can be
replicated in a Multisite environment, you must call
FINISH_NEW_DISCREPANCY after the discrepancy is created with
ENTER_NEW_DISCREPANCY. Use the following calling sequence:
CT_RESOLVEA4.FINISH_NEW_DISCREPANCY (i_protocol, i_error_id);
where:

i_protocol is the name of the protocol containing the discrepancy.

i_error_id is the ID of the discrepancy just created. It is returned by
ENTER_NEW_DISCREPANCY.

How to control whether the results of a rule failure
on EDC data go to the EDC discrepancy tables or to
the Resolve discrepancy panels.

The results of a rule failure on EDC data by default go to the EDC discrepancy
tables (INF_ERRORSTATUS and INF_ERRORITEM). With the creation and
proper configuration of the $edc_usect variable, the results of such failures on
EDC data may now be sent to the Resolve discrepancy panels
VCT_ERRORSTATUS and VCT_ERRORITEM.

In order for this solution to be available, a user, in a derivation, must set a
variable named <rulename>$edc_usect to TRUE. Then in protocols that are
setup for Resolve, when a rule with that variable set TRUE fails on a record with
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first 4 characters of 9999 (which would normally go into the INF_ tables), it
sends the results of any failures to the VCT_ERRORSTATUS and
VCT_ERRORITEM panels.

When the discrepancy is sent to the EDC tables, the discrepancy can managed
with EDC or Inform and that when the discrepancy is sent to the VCT panels, it
can be managed via Resolve.

The default is FALSE.

For example, if you have a rule named XYZ and you want to always manage
discrepancies caused by it with Resolve no matter where the original data comes
from, you would create a derivation (any name) in the panel that contains rule
XYZ and in that derivation you would put the line:

xyz$edc_usect := true;

How to insert error items of type VARCHAR2

To insert into a discrepancy record error items of type VARCHAR?2, use the
following syntax:

retval := CTV_CORE.INSERT_DISCREPANCY_STRING_ITEM(i_protocol,
i_error_id, i_panel, i_item_recid, i_item_name, i_item_value, i_item_comment);

i_protocol is the name of the protocol containing the discrepancy.

i_error_id is the ID of the discrepancy with which to associate this error item. It
is returned by ENTER_NEW_DISCREPANCY.

i_panel is the name of the panel containing the error item.
i_item_recid is the ct_recid of the record containing the error item.
i_item_name is the name of the item being provided as an error item.
i_item_value is the value of the item (VARCHAR?2).

i_item_comment is any comment you want inserted into the error item record.
Null is acceptable.
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How to insert error items of type NUMBER

To insert into a discrepancy record error items of type NUMBER, use
CTV_CORE.INSERT_DISCREPANCY_NUMBER_ITEM. This routine has
the same arguments as INSERT_DISCREPANCY_STRING_ITEM, except that
the i_item_value argument must be a NUMBER.

How to insert error items of type DATE

To insert into a discrepancy record error items of type DATE, use
CTV_CORE.INSERT_DISCREPANCY_DATE_ITEM. Again, the arguments
are the same as those of INSERT_DISCREPANCY_STRING_ITEM, except
that the i_item_value argument must be an Oracle DATE.
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General information

This chapter describes how Resolve works differently in a Multisite
environment, and contains the following sections:

» The Resolve protocol
» Setting up protocols for use with Resolve
» Working with Discrepancy records

The Resolve protocol

You can distribute the Resolve protocol, CTRESOLVEREF, just as you
distribute other protocols in Multisite.

Because the CTRESOLVEREF protocol must be available at every site where
Resolve is used, you must either import CTRESOLVEREF at one site and then
distribute it and replicate its data to the other sites, or import the protocol at
every site. A combination of these techniques is also acceptable.

If you want all changes to CTRESOLVEREF to be centralized, then import
CTRESOLVEREF at the Distribution Master site, make changes there, and
distribute the protocol to Distribution Subordinate sites.

Otherwise, you can import CTRESOLVEREEF at each site.

Setting up protocols for use with Resolve

If you want a distributed protocol to be set up for Resolve at each site, you must
take the following steps:

1. At the Distribution Master site, set up the protocol for Resolve. From the
Setup menu, select Setup for Resolve.

@ Caution: You can set up a protocol for Resolve only if it has not been
distributed, or if it is open for revision. If a protocol that does not contain the
VCT_ERRORSTATUS and VCT_ERRORITEM panels was already
distributed, you must open this protocol for revision at the Distribution
Master site before you run Setup for Resolve.

2. Distribute the protocol.
3. At each Distribution Subordinate site:

a. Accept the protocol.
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b. Install database tables.
c. Set up the protocol for Resolve.

Working with discrepancy records

When using Resolve for a protocol that is in replication, you can only modify
discrepancy records for subjects owned at the current site. Records owned by
other sites are accessible only in read-only mode.
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Overview

How Retrieve fits in the Clintrial software workflow

The Clintrial software Retrieve module is the core module that you use to access
and extract data from the Clintrial software database. You retrieve the data by
creating queries, then running the queries to extract the data.

The following figure shows how Retrieve fits in the Clintrial software workflow:

Set Up and Manage Clintrial System

Admin
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What are the Retrieve tasks?

Using Retrieve, you can:

» Create queries

e Save queries

* Work in the Query Library

» Save and display query results
» Print queries

e Create reports

Who are Retrieve users?

Data managers and medical reviewers are the main users of Retrieve, including
anyone else who needs to extract clinical data from the database and work with
query results.

Clintrial software database structure

This section describes the various objects that make up the Clintrial software,
and how clinical data in a Clintrial software protocol is stored in Oracle database
tables.

What is clinical data?

Clinical data is data that is collected during a clinical study, such as data
collected about a subject on a case report form (CRF). For example, clinical data
may include demographic data, previous medication data, or laboratory test
results. In the Clintrial software, clinical data is stored in clinical data protocols.
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What is a protocol?

A Clintrial software protocol is a logical container that organizes both the
metadata that defines the Clintrial software objects and the clinical data for a
clinical study.

304  Chapter 23: Introduction to Retrieve



A protocol account is an Oracle account that consists of tables that store the
clinical data, flags, and notes associated with clinical data; audit and Error Log
information; and, one or more views of the clinical data stored in the protocol.

A Clintrial software protocol and its protocol account have the same name.
When you create a query, you specify the protocol that contains the data you
want to retrieve.

Note: You can also create a query to retrieve data from multiple protocols (a
cross-protocol query) using Query By SQL.

What are database tables, panels, and items?

Column/Item

Row/Record

Oracle database tables contain the clinical data in columns and rows:
» Each column in the table corresponds to an item.

« Each row in the table corresponds to a record, or group of related
columns.

For example, the following table containing demographic data has columns
corresponding to the items SUBJECT ID, INITIALS, DOB, SEX, HEIGHT, and
WEIGHT, and rows corresponding to subject records:

SUBJECT ID INITIALS DOB SEX HEIGHT  WEIGHT
K004298 KC 09-03-53 F 65 140
—  K008743 LM 04-20-55 F 68 153
K000976 PR 06-14-61 M 72 185
K006647 ST 10-04-52 F 62 125
K003992 EJ 12-12-48 M 67 143

In the Clintrial software, the Oracle database tables are defined by panels. A
panel is a collection of logically or clinically related items. An item stores the
data collected by a single field in a study page or by a single field in a batch-
loaded file. For example, the PHY_EXAM panel might define items for storing
physical examination results.
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Each panel in a protocol defines three Oracle database tables for the storage of
clinical data. The items in the panel correspond to the columns of the following
three database tables:

» Update

The update table stores clinical data when it is first entered in the Clintrial
software, and is a holding area for clinical data while it is being cleaned. The
name of the update table is panel-name_UPDATE (for example,
PHY_EXAM_UPDATE).

* Data

The data table stores clinical data that has passed validation and has been
merged. This data is considered to be clean data. The name of the data table
is panel-name_DATA (for example, PHY_EXAM_DATA).

e Audit

The audit table stores copies of original clinical data as they existed before
modification or deletion. This table is used to keep a record of the clinical
data modifications and deletions from a point in time determined by your
data manager. The name of the audit table is panel-name_AUDIT (for
example, PHY_EXAM_AUDIT).

Note: The value of the user parameter RTV_DEF_SOURCE determines the
default type of database table the Clintrial software uses as source data for a
Query By Form, Query By Panel, or Ad Hoc Query.

For information on validating and merging data, see the Manage section in
Manage, Classify, and Lab Loader.

For information on Retrieve user parameters, see "What are user preferences?"
on page 315.

Example

The following example shows the relationship among panels, items, and data-
base tables:
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In a clinical study, clinical data is often collected using a case report form (CRF).
A case report form (CRF) is the paper form on which clinical data for all visits of
a particular subject during a particular study is collected. Data-entry operators
then interactively enter the clinical data from the CRF into a database using
online study books, which are composed of study pages. You can later use these
same study pages to create queries to retrieve the data using Query By Form.
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For more information, see Chapter 25.

What are study books, blocks, and study pages?

A study book is an ordered list of related study pages that corresponds
to a CRF and provides the data-entry interface to the underlying
Oracle database tables.

Study books are organized by blocks, which group related study pages. For
example, a block named VISIT1 might include the following study pages:
VITAL SIGNS, PHYSICAL EXAM, and DRUG ADMIN.

A study page (or page) is a data-entry window that represents a single page in a
CRF. A study page consists of a context section (for context items), and one or
more additional page sections (for clinical data).

What are context sections and page sections?

Although you do not need to understand context sections and page sections to
create a Query By Form, you may want to know how the various fields on a
study page are stored in the Oracle database.

A context page section is a section of a study page that contains context items.
Context items are items that uniquely identify records in the database tables. A
context section appears on each study page.

A page section is a section of a study page that collects a particular type of
clinical data, which is then stored in a corresponding panel. For example, a
single study page might include a section for demographic data (stored in the
DMG panel), a section for vital signs (stored in the VITALS panel), and a section
for physical examination results (stored in the PHY_EXAM panel).
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Example

The following example shows the Clintrial software data-entry structure:
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please lict allme dic sticne , e hading 0 TC medications:
Drug Namne Indication ]]]“aiy-]]osel’ Si];:::l nmﬁ
Doelhit  GUDT) | GUDD)
mANAI 01 _Summary Meds and AE_1_Concomitant Drugs - Summary [UPDATE]
Medika Clinical - Rheumatoid Arthritis - Phase Il
Protocol Page Number [Page Repeat]
Subjoct ]
Yisit Humber [Visit Repeat)
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Clinical _data va_lues are Vil Date Dy Number
entered interactively in v
the fields of online study
pages.

| CONCOMITANT MEDICATIONS |
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Daily Units MMM DD YYYY MMM DD YYYY
Medrow |u|car 100 |MG;"KG |;"Apr | |1 EEE] Fpr |12 |1 933 [ Check if Yes
Rartidine |gastritis 150 |MG |;"Jan |1D |1 939 I | | v Check if Yes

The Clintrial software CONCOMITANT MEDICATION - CODING INFORMATION

stores the clinical data
Dateof coding [ | Coder[ ]
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database tables.
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Subject | Medname |Indication] Maxdose | Doseunit |Startmmem Startdd Startyww Stopramnm Stopdd Stopue

ANATDT |Medios ulcer 100 MGG |apr 1999 |Apr 12 1999
ANATDT |Rantidine  |gastitiz  [150 MG Jan 10 1935
I | 3
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Using Retrieve to query the database

What is a query?

A query is a statement composed of conditions that identifies the data you want
to retrieve from the database. In Retrieve, you can create queries using one of
four query tools:

* Query By Form (QBF) — Chapter 25
*  Query By SQL — Chapter 26
* Query By Panel (QBP) — Chapter 27
* Ad Hoc Query — Chapter 28

For example, you can create a query to retrieve records that answer the following
question:

Which adverse experiences have been reported by Investigator 31?

What are query results?

Query results are records that meet the conditions specified by a query. Once you
have created a query that identifies the data you want to retrieve, you can run the
query and save the query results in a variety of formats. Then, you can use the
query results in other applications to perform statistical analysis, create reports,
or perform other necessary tasks.

For example, you can send the query results to a SAS Data file, then open the
results in SAS to perform statistical analysis.

For more information on query results, see Chapter 30.

Creating queries

You can create queries in Retrieve using one of four query tools:
*  Query By Form

If you are familiar with your company’s study pages, you can use them to
create a Query By Form by selecting the fields you want to retrieve and
entering criteria directly into fields on a study page.
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¢ Query By SQL
If you are familiar with the structure of the database and know SQL, you can
use Query By SQL to create SELECT and DESCRIBE
statements.

e Query By Panel

If you are familiar with panels and items within the Clintrial software as well
as with the syntax of SQL, you can use Query By Panel (QBP) to create
queries. QBP offers an interface that is easy to use and can help you build an
SQL statement with simple and outer joins, WHERE clauses, functions, and
operators.

e Ad Hoc Query

If you are not familiar with SQL or with the data-entry study pages, you can
use Ad Hoc Query to create queries. Ad Hoc Query is a graphical query tool
that allows you to create queries by selecting

panels, items, functions, and operators.

Saving queries

Once you have created a query, you can save the query to a Query Library, where
you or other users with the appropriate access rights can access it in the future.

For information on working with saved queries, see Chapter 24.

Opening the Query Library

The Query Library contains a list of all saved queries to which you have access.
If you have the appropriate access rights, you can copy queries between
protocols, delete queries, modify saved queries, and run saved queries.

For information on working with the Query Library, see Chapter 24.

Running queries

You can run saved queries, or queries you have just created or modified, and
send the query results to a window on your monitor, to an Oracle database table,
or to a SAS Data file.
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For information on running queries, see Chapter 30.
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Saving query results
Once you have created and run a query, you can save the query results in a
variety of formats. For example, you can save the data to an Oracle database
table, to a Microsoft Excel spreadsheet, or to a SAS Data file.

For information on saving query results, see Chapter 30.

Displaying query results

You can display the query results on your monitor so you can review the results
before saving them. For example, you can resize columns, and filter and sort the
records. If you are reviewing results for an Ad Hoc Query, you can display data
from the panels for the query results records.

For information on reviewing query results, see Chapter 30.

Printing query results

You can print the query results after you display them in a window on your
monitor.

For information on printing query results, see Chapter 30.

Sample workflow in Retrieve

The following figure shows a typical workflow within Retrieve:
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Required access rights and access levels

What is a protocol access right?

A protocol access right pertains to Clintrial software activities that require
access to specific protocols. A protocol access right must be associated with a

protocol as well as with a user or usergroup.
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List of Retrieve protocol access rights

The following table lists the Retrieve protocol access rights and access levels:

Access right:  User can:

Access levels:

Unmerged Query the update and audit tables.
Merged Query the data and audit tables.
Library Save queries.

Read — Can query
unmerged data.

None — Cannot query
unmerged data.

Note: Unmerged access cannot
be applied to View or Clintrace
protocols.

Read — Can query merged
data.

None — Cannot query merged
data.

Note: Merged access cannot be
applied to Lab Loader
protocols.

Publish — Can make, save, use
and delete private and public
queries.

Write — Can make, save, use,
and delete private queries.

Read — Can use public queries,
but not make, save or delete
either private or public queries.

None — Cannot make, save,
use or delete queries.
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Setting your user preferences

What are user preferences?

User preferences are parameters that tailor the working environment for
individual users. User preferences take their default values from corresponding
system parameters. Not all system parameters have corresponding user

preferences.

The following table describes the user preferences that are available in Retrieve:

User preference:

Description:

RTV_DEF_DECODE
Default: 1

RTV_DEF_SOURCE
Default: DATA

RTV_INCL_SYS
Default: No

RTV_SAS_RECLEN

Default: 80 for databases
using BYTE semantics
and 400 for database using
CHAR semantics.

Determines what value is retrieved for a coded item
when you run a Query By Form or Ad Hoc Query, or
when you use the CT_DECODE procedure in a Query
By SQL. Possible values: 0 — Code, 1 — Value, 2 — Short
label, 3 — Long label.

Sets the default type of database table the Clintrial
software uses as source data for a Query By Form,
Query By Panel, or Ad Hoc Query. Possible values:
DATA — Retrieves data from data table.

UPDATE - Retrieves data from update table.

ALL - Retrieves data from both data and update tables.

Determines whether the Clintrial software retrieves
system items when you run a Query By Form or a Query
By Panel. Possible values: Yes — In QBF, automatically
retrieves system items. In Query By Panel (QBP),
system items are available for selection. No — In QBF,
does not retrieve system items. In QBP, system items are
not available for selection.

Determines the record length for records generated when
you save query results to a SAS Data file. Possible
values: Any numeric value between 80 and 1024. If
you choose the ANSI option in the Encoding field
in the window in "Saving results to a SAS Data
file" on page 413, the length for items with the
VARCHARZ2 datatype will be double the setting in
this field. For the UTF-8 option, the length will be
five times the setting in this field.
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User preference: Description:

SAS_LIBNAME Specifies the default directory and file number in which

Default: None to store the SAS Format Library you create.
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Overview

What is the Query Library?

Retrieve allows you to create and run queries, then save these queries in a Query
Library that is stored in the Oracle database with your clinical data. Once the
queries are saved in the Query Library, users with the appropriate access rights
can copy queries between protocols, delete queries, modify saved queries, and
run saved queries.

The Query Library displays a list of all the queries to which you have access:

#) Query Library

Protocol il
Query Hame Description Type Access Status L

MEDIKA_CLINICAL

fge dg_info QL Public  Crested

]ﬂ vitalz_info AdHoo  Public Created Cv
| | v

To work with a specific query, click that query. Retrieve then highlights the
selected query.

Note: You can select only one query at a time.

Information in the Query Library

The Query Library displays the following information about the queries to which
you have access:

Column: Description:
Protocol The name of the protocol for which the query retrieves data.
>
Q@ Query Name The name of the query.
=
& Description A description of the query.
Type The method used to create the query. The query type can be SQL,

QBF, QBP, or Ad Hoc.
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Column:

Description:

Access

Status

Last Modified

By user

Last run

The security access type of the query. The query can be either a
public query or a private query.

The status of a query. When a query is first saved, its status is
Created. Any subsequent modifications to the query by any user
change the query status to Modified.

The date and time the query was created or last modified by any
user.

The user ID of the user who created or last modified the query.

The date and time any user last ran the query.

Types of security access

When you save a query, you can assign it a security access type. The
security access type works with the Query Library access right to control which
users have access to the query.

You can assign a query one of the following security access types:

e Public query

If you save a query as a public query, any user with the appropriate privileges
can display, edit, or run the query. The query is displayed in the Query
Library of all users who have access to the corresponding protocol.

Only users with Publish access to the Query Library can save queries as
public queries.

e Private query

If you save a query as a private query, only you (that is, your user account)
can revise or rerun the query. The query is displayed only in your Query
Library. You can make the query available to other users by resaving the
query and changing the security level to public.

Only users with Publish or Write access to the Query Library can save
queries as private queries.

Py
@
—
=
@
<
)

Overview 319



[¢D)
>
2
j -
fra
[¢5]
e

The following table lists the Query Library access levels (set in Admin), and
identifies which tasks in Retrieve these access levels permit:

Access Level: You can do the following:

Publish « Create and save public and private queries.

« Open and modify public and private queries. You can save
changes to the queries as either public or private queries.
Copy public and private queries. The copied queries are saved as
private queries.
Delete public and private queries.
Run public and private queries.

Write

Create and save private queries.

Open and modify public and private queries, but you can save
changes to a query only as a private query.

Copy public and private queries. The copied queries are saved as
private queries.

Delete private queries.

Run public and private queries.

3

Read « Create and run queries, but you cannot save them.

Open and modify public queries, but you cannot save the
changes.

¢ Run public queries.

None Create and run queries but you cannot save them.

For more information on security, see Getting Started.

Displaying the Query Library

This section describes opening and closing the Query Library, and customizing
the display of queries in the Query Library. For detailed instructions on
performing these tasks, see the Help.

Opening the Query Library

To open the Query Library, do one of the following:
» From the File menu, select Query Library.
e On the toolbar, click Query Library.
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Closing the Query Library

You can close the Query Library at any time by doing one of the
following:

¢ From the File menu, select Close Library.
« On the toolbar, click Close.

Note: Closing the Query Library does not end your Retrieve session.

Filtering the Query Library

You can control which queries are displayed in the Query Library by using the
Filter command. This command allows you to display a specific subset of
queries to help you locate the query you want.

To specify a filter, from the View menu, select Filter. The Specify Filter
dialog box opens:

Specify Filter E

[ ]
Functions: Columrs: ﬂl

ﬂ S | absf ®] ﬂ cts_protocols_protocol -
E: query_query_name
=

3o 2]
avg[ #x for all] query_descrip
ﬂ ﬂ bitmap [ =] query_querny_type
ceilingl « ] queny_iz_system
caze[ « when a thel querny_exec_date

char %] queny_skatus
j J cozl %1 LI auery moddate

Sorting the Query Library

You can control the order in which the queries are displayed in the Query Library
by using the Sort command. This command allows you to specify criteria to
control the sort order of the query list.
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To specify a sort order, from the View menu, select Sort. The Specify Sort
Columns dialog box opens:

Specify Sort Columns

1] Drag and Dirop items.
2] Double click column ta edit

) Cancel |
Azcending

Help

Source Data Calumns

cts_protocols_protocol =
quEry_query_hame
query_descrip
query_query_twpe
query_is_systemn
queny_exec_date
query_status
guery_moddate
queny_roduser

=l

Query Library tasks

This section describes the tasks you can perform from the Query Library. For
step-by-step instructions on performing these tasks, see the Retrieve Help.

Copying a query

You can copy a query from the current protocol to another protocol to which you
have access. You can copy only one query at a time.

Note: When you copy a query to another protocol, Retrieve replaces any
references to the original protocol with the name of the new protocol. If you
copy a query to a protocol that does not have the same database table structure as
the first protocol, you may need to edit the query.

To copy a query, select it from the Query Library. Then from the File menu,
select Copy Query. The Copy Query dialog box opens:

#4 Copy Query

Protocol:

MOR_VIEW -l 0K |
MDXE0T

MED_CLIN_CHECKPT Cancel |
MEDIKA

MEDIKA, 41 Help |
MEDIKA, CLINICAL =

MEDIKA_TOEY
MIKE_TEST I
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If you have Publish or Write access to the Query Library, you can copy both
public and private queries. The copied queries are saved as private queries.

Note: To copy a query within a protocol, you must first open the query, then
save it under a different name. To save the query, from the File menu, select
Save As. If you have Publish access, you can also use the Save As command to
create a public copy of a query.

Deleting a query

You can delete those public and private queries for which you have the
appropriate access rights from the Query Library. You can delete only one query
at a time.

To delete a query, first select the query to delete. Then from the File menu, select
Delete Query. The following confirmation message

displays:

() Query Library B

Are you sure you want to delete query
9 PrivateQuery-CT5Y57?

Help |

If you have Publish access to the Query Library, you can delete both public and
private queries.

If you have Write access to the Query Library, you can delete only your own
private queries.

Opening a query

If a query exists in the database, and you have the appropriate access rights, you
can open it to review or revise its contents.

To open a query, first select it from the Query Library. Then from the File menu,

select Open Query.

« If you open a Query By Form, a Query By Panel, or a Query By SQL, an
SQL window opens and displays the query in SQL format.

Note: Once you save and close a Query By Form or a Query By Panel
query, the query can be displayed in SQL format only.
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« If you open an Ad Hoc Query, a Selection Criteria window opens and
displays the query selection criteria.

For more information on working with each of the query types, see Chapter 25
through Chapter 28.

Running a query

You can run existing queries directly from the Query Library without opening
the query. Only those queries to which you have appropriate access rights appear
in the Query Library and are available for you to run.

To run the query, from the Results menu, select the results destination. Then
from the File menu, select Run Query.

For information on results destinations and running queries, see
Chapter 30.

Queries for use with CT_MEDDRA

The Clintrial software contains queries in the Retrieve Query Library that you
can use to query the panels in the CT_MEDDRA thesaurus protocol for terms
that are associated with data in your study.

The use of the MedDRA dictionary hierarchy makes it possible to use the
CT_MEDDRA queries to derive all associated higher levels of dictionary terms
from the dictionary, without any additional external information, if a dictionary
term is known at any hierarchical level.

For more information on MedDRA and the MedDRA dictionary, see the Manage
section in Manage, Classify, and Lab Loader.

Using predefined queries with CT_MEDDRA

There are eight queries for use with CT_MEDDRA, five queries that can be used
when coding against Lowest Level Terms (LLT) using the ADV_LLT panel, and
three queries that can be used for coding against Preferred Terms (PT) using the
ADV_PT panel.
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For example, in the MEDIKA_CLINICAL protocol, the ADV_PT panel is set up
for one-part coding, where only PT_CODE is captured and stored in the
MEDIKA_CLINICAL panel and all queries associated with it can be used with
either one or two-part coding. The ADV_LLT panel is set up for two-part
coding, where both PT and LLT codes are captured and stored in the
MEDIKA_CLINICAL panel. Some queries based on the ADV_LLT panel
specifically require two-part coding, and others can be used with either one or
two part coding.

You can use queries supplied for CT_MEDDRA in the Query Library to capture
High Level Terms (HLT), High Level Group Terms (HLGT), and System Organ
classes (SOC), associated with Preferred Terms (PT) or Lowest Level Terms
(LLT) code found by the encoding procedure.

The following example shows the queries in the Query Library that you can use
to. You select the query that you need, depending on the type of information that
you want reported.

M. Clintiial Retiieve - System User - MEDIEA_CLINICAL
Ede  Yiew Resyks Cystom Yindow Help
= = ]
BN EEIEE RS
M. Query Library =] 3
Protocol :I
Query Name Description Type Accesz Statuz Last Modified By User Last Run
MEDIKA_CLINICAL
fg CNT_LLT For LLT coading [1 and 2 pest]) sal Frivale  Crested 3/3/0008:3453 CTSYS 11A1/0015:10:00
#gc CNT_LLT_ALL_TERMS Far LLT cading [1 and 2 past). Reparts all MedDRA levels terme SEL Private  Created 3/3/0010:35:09 CTSYS 1141400 15:05:42
#k CNT_LLT_PT_sOC Far 2 part LLT coding. Repoits LLT, PT and S50C temis = Frivate  Modified 3/3/0011:28:35 CTSYS 1MA/0013:4235
# CNT_LLT_PT_SOC_FUNC  For LLT coding [1 and 2 pat).Uses iranslation lunclions = Frivale  Modfied 3/3/0011:2253 CTSYS 11/1/00 14:4958
#& CNT_LLT_PT_SOC_TERMS For 1 and 2 pait LLT cading. Reparts LLT, PT and SOC tetms sal Frivale  Modified 3/3/0011:2408 CTSYS 11100 13:48:31
ag CNT_PT For Pt codng. Repoitz Prefered Tesms SEl Frivate  Modified 3/3/0011:2919 CTSYS 1141700 13:49:52
& CNT_PT_HLT_HLGT_SOC PT coding, reparts all levels starting from PT = Frivate  Modified 3/3/0011:1234 CTSYS 1141/00 14,3850
& CNT_PT_SOC For PT coding. Reports PT and SOC terms SEL Frivale  Modified 3/3/0017:13:09  CTSY¥S 111700 13:54:04
[Ready 4
l & To select a specific query in the list, click the query, then from the File menu,

select Run Query, or on the toolbar, click the Run Query icon.
Run Query icon

Retrieve returns all corresponding data that is contained in the database at the
specific levels of the MedDRA panels that you requested.
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The CNT_LLT query

Use the CNT_LLT query if the coding was done against the LLTs, with either
one or two-part coding. For example, a matching term is found in the
L_LOW_LEVEL_TERM_DATA panel in CT_MEDDRA for every Lowest Level
code in the ADV_LLT panel of MEDIKA_CLINICAL. All LLTs used during
coding, and the number of times each LLT term was used, will be reported.
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The following example shows the results of a CNT_LLT query:

&, Query By SOL Results - CNT_LLT M= E3

SELECT MAX[CODE1) LLT_CODE. SUBSTR[MAX[LLT_N
LIt Code LIt Term Total 15
10000167 Abnormal platelets )
10011874 Deaf 5
10012641  Diabetic 5
10013632 | Dreams abhormal 5
10016004 Eyes dy 8
10018342 Globulin 5
10018726  Griping abdomen )
10019133 Hangover )
10019211 |Headache 5
10019236 Healing abnormal )
10021654  Increaszed appetite )

=

The CNT_LLT_ALL_TERMS query

Use the CNT_LLT_ALL_TERMS query if the coding was done against the
LLTs, with either one or two-part coding. For example, matching terms found in
the L_LOW_LEVEL_TERM_DATA panel, the L_ PREF_TERM_DATA panel, and the
L_MD_HIERARCHY_DATA panel in CT_MEDDRA for every Lowest Level code
in the ADV_LLT panel of MEDIKA_CLINICAL will be returned. The
following information will be reported:

All LLTs used during coding

The number of times each LLT was used

The PT associated with every LLT

The HLT associated with every PT

The HLGT associated with every PT

The Preferred SOC term associated with every PT
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The following example shows the results of a CNT_LLT_ALL_TERMS query:

LIt Code

10000167
10011874
10012641
100713632
10016004
10018342
10018726
10019133
101821
10019236
10021654

SELECT MAX[ CODE1] LLT_CODE, SUBSTR[ MAX[L.LLT_WAME).1.40) LLT_TERM. SUBSTR{MAX(P.PT_MAME].1.40] PT_TERM. SUBSTF
LIt Term Pt Term Hlt Term Hlgt Term Soc Term Total 15
Abnormal platelets | Platelet abnormalities MOS | Platelet dizorder MEC Flatelet dizorders Blood and lymphatic: sps )
Deaf Deaf Diizability Lifestyle issues Social circumstances )
Diabetic Diabetes mellitus HOS Diabetes mellitus [all forms]  Glucoze metabolizm disorders (includi Metabolizm and nutrition )
Dreams abnommal — Abnormal dreams Abnormal sleep-related disturb Sleep disorders and disturbances Paychiatric dizorders )
Eyes diy Dy eye MNEC Lacrimal dizorders Eye disorder MEC Eve disorders 8
Globulin Immunoglobuling Immunoglobulin analyses Immunalogy and allergy investigations [nvestigations )
Griping abdomen  Abdominal pain MOS Gastrointestinal and abdomina G astrointestinal symptoms and signe | Gastrointestinal dizorder 5 =
Hangaower Alcoholic hangowver Meurologic/paychiatic sympta General spstem symptoms and signe | General dizorders and a )
Headache Headache MOS Headaches MEC Headaches [all forms) Mervous spstem dizorde )
Healing abnomal — Impaired healing Healing abnomal HEC Cell conditions General disorders and a )
Increased appetite  Appetite increazed MOS  Appetite increased Appetite and general nutritional disorc Metabolism and nutrition ) LI

#: Query By 5OL Results - CNT_LLT_ALL_TERMS =] B3

The CNT_LLT_PT_SOC query

Use the CNT_LLT_PT_SOC query if the coding was done against the LLTs,
with two-part coding. For example, it uses the PT_CODE stored in the panel in
MEDIKA_CLINICAL instead of querying the PREF_TERMS panel of
CT_MEDDRA. Matching terms found in the L_LOW_LEVEL_TERM_DATA and
the L_MD_HIERARCHY_DATA panels in CT_MEDDRA for every Lowest Level
code in the ADV_LLT panel of MEDIKA_CLINICAL will be returned. The
following information will be reported:

All LLTs used during coding

The number of times each LLT was used

The PT associated with every LLT

The Preferred SOC term associated with every PT
The HLT associated with every PT

The HLGT associated with every PT
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The following example shows the results of a CNT_LLT PT_SOC query:

&, Query By SOL Results - CNT_LLT_PT_ S0C M= E3 I
SELECT WMAX[ CODE1] LLT_CODE, MAX[ CODE2] PT_CODE. SUBSTR[ MAX[L.LLT_MAME].1.50] LLT_TERM. SUBSTR[MAX
LIt Code Pt Code LIt Term Pt Term Soc Term Total 15
10000167 10035512 Abnormal platelets Flatelet abnormalities MOS Blood and lymphatic spstem dizorders )
10011874 10011874 Deaf Deaf Social circumstances 5
10012641 10012614 Diabetic Diabetes melitus NOS Metabaolizm and rutrition dizorders 5
10013632 10000125 Direams abnomal Abnormal dreams Paychiatric dizorders )
10016004 10013775 Eyes diy Dy eye MNEC Eve disorders 8
10018342 100214596 Globulin Immunoglobuling Investigations )
10018726 10000085 Griping abdomen Abdominal pain MOS Gastrointestinal disorders ) —
10019133 10001623 Hangaower Alcoholic hangowver General disorders and administration site cond )
10019211 10019218 Headache Headache MOS Mervous spstem dizorders )
10019236 10021519 Healing abnomal Impaired healing General disorders and administration site cond )
10021654 10003027 Increaszed appetite Appetite increazed MOS Metabolizm and nutrition dizorders ) LI

The CNT_LLT _PT _SOC_FUNC query

The CNT_LLT_PT_SOC_FUNC query can be used if the coding was done
against the LLTS, with either one or two-part coding. It uses translation
functions provided with the CT_MEDDRA protocol to get the PT and SOC
codes, rather than querying the CT_MEDDRA panels. The following
information will be reported:

e All LLTs used during coding

* The number of times each LLT was used

» The PT associated with every LLT

e The Preferred SOC term associated with every PT

The following example shows the results of a CNT_LLT PT_SOC_FUNC

query:

SELECT CODE1 LLT_CODE. GET_CODE_LLT [CODE1. 4) PT_CODE. SUBSTR[GET_TERM (CODE1 .5).1.50) LLT_TERM. SUBSTRI

Lt Code | PtCode LIt Term Pt Term Soc Term Total 15
10000167 | 10035512 Abnomal platelets Platelet abnommalities MOS  Blood and lymphatic spstem disorders 5
10011874 | 10011874 Deaf Deaf Social circumstances 5
10012641 | 10012674 Diabetic Diabetes melitus NOS Metabaolizm and rutrition dizorders 5
10013632 | 100007125 Dreamns abnormal Abnormal dreams Paychiatric dizorders )
10016004 | 10013775 Eyes diy Dy eye MNEC Eve disorders 8
10018342 10021496 Globulin Immunoglobuling Investigations )
10018726 | 10000085 Griping abdomen Abdominal pain MOS Gastrointestinal disorders ) —
10019133 | 10001623 Hangowver Alcoholic hangowver General disorders and adminiztration site conditions )
10019211 | 10019218 Headache Headache MOS Mervous spstem dizorders )
10019236 | 10021519Healing abnormal Impaired healing General disorders and adminiztration site conditions )
10021654 | 10003027 Increased appetite  Appetite increased MOS Metabolizm and nutrition dizorders ) LI
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The CNT_LLT_PT_SOC_TERMS query

The CNT_LLT_PT_SOC_TERMS query can be used if either one or two- part
coding was done against the LLTs. For example, for every Lowest Level code in
the ADV_LLT panel of MEDIKA_CLINICAL, the query will return matching
terms found in the L_LOW_LEVEL_TERM_DATA panel, the PREF_TERM_DATA
panel, and the L_MD_HIERARCHY_DATA panel in CT_MEDDRA. The following

information will be reported:
e All LLTs used during coding

¢ The number of times each LLT was used

e The PT associated with every LLT

» The Preferred SOC term associated with every PT

The following example shows the results of a CNT_LLT_PT_SOC_TERMS

query:
SELECT WMAX[ CODE1] LLT_CODE MAX[ L.PT_CODE] PT_CODE. SUBSTR[ MAX[L.LLT_MAME].1.50] LLT_TERM.

Lt Code | PtCode LIt Term Pt Term Soc Term Total 15
10000167 10035512 Abnormal platelsts Flatelet abnormalities MOS  |Blood and lymphatic spstem dizorders )
10011874 | 10011874 Deaf Deaf Social circumstances 5
10012641 10012614 Diabetic Diabetes melitus NOS Metabaolizm and rutrition dizorders 5
10013632 10000125 Dreamns abnormal Abnormal dreams Paychiatric dizorders )
10016004 | 10013775 Eves diy Dy eye MNEC Eve disorders 8
10018342 10021496 Globulin Immunoglobuling Investigations )
10018726 10000085 Griping abdomen Abdominal pain MOS Gastrointestinal disorders 5
10019133 10001623 Hangover Alcoholic hangowver General digorders and adminizstration sil )
00msz11 10019218 Headache Headache MOS Mervous spstem dizorders )
10019236 10021519Healing abnormal Impaired healing General digorders and adminizstration sil )
10021654 | 10003027 Increased appetite Appetite increazed MOS Metabolizm and nutrition dizorders )

The CNT_PT query

The CNT_PT query can be used if either one or two-part coding was done

against the PTs. For example, for every Preferred code in the ADV_PT panel of
MEDIKA_CLINICAL, the query will return matching terms found in the

L_PREF_TERM_DATA panel and the CT_MEDDRA thesaurus protocol panel
in CT_MEDDRA. All PTs used during coding, and the number of times each PT

term was used, will be reported.
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The following example shows the results of a CNT_PT query:

& Query By SOL Results - CNT_PT M= E3

SELECT MAX{PT_CODE) PT_CODE. MAX(PT_MAME) PT_N,

Pt Code Pt M ame Total -

10000125 Abnormal dreams
10001623 Alcoholic hangower
10003027 Appetite increazed MOS
10011042 Comeal reflex decreased
10011874 Deaf

10012674 Diabetes mellituz NOS
10013775 Dy eye MNEC

10016467 Fertility increased
10019218 Headache NOS
10021496 Immunoglobuling
10021519 Impaired healing

m o mlmlmlm ;i ool

The CNT_PT_HLT_HLGT_SOC query

The CNT_PT_HLT_HLGT_SOC query can be used if either one or two-part
coding was done against the PTs. For example, for every Preferred code in the
ADV_PT panel of MEDIKA_CLINICAL, it will return matching terms found in
the PREF_TERM_DATA panel in CT_MEDDRA. The following information will be
reported:

» All PTs used during coding

*  The number of times each PT was used

» The HLT associated with every PT

The HLGT associated with every PT

The Preferred SOC term associated with every PT
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The following example shows the results of a CNT_PT_HLT HLGT_SOC
query:

SELECT MAX[CODE1] PT_CODE. SUBSTR{MAX(P.PT_MAME].1.50] PT_TERM. SUBSTR[MAX[H HLT_WAME).1.50] HLT_TERM. SUBSTR([
Pt Code Pt Term Hlt Term Hlgt Term Soc Term Total 15
10000125 Abnormal dreams Abnormal sleep-related disturb Sleep disorders and distuwbances | Paychiatric dizorders )
10001623 Alcoholic hangover Meurologic/paychiatic symptc General spstem symptoms and sigr General dizorders and administration site conditio )
10003027 Appetite increased MOS | Appetite increazed Appetite and general nutritional dis Metabolizm and nutrition dizorders )
10011042  Comeal reflex decreazsed | Abnormal reflexes Meurological signz and symptoms | Mervous spstem dizorders 8
10011874 Deaf Diizability Lifestyle issues Social circumstances )
10012614 Diabetes mellituz MOS Diabetes mellitus [all forms] | Glucoze metabolism disorders [inch Metabolizm and nutrition disorders 5
10013775 Dy eve MEC Lacrimal dizorders Eye disorder MEC Eve disorders 8 —
10016467 Fertility increazed Endocrine abnormalities of goi Endocrine dizorders of gonadal fur Endocrine dizorders )
10019218 Headache MOS Headaches MEC Headaches [all forms) Mervous spstem dizorders )
10021496 Immunoglobulins Immunoglobulin analyses Immunalogy and allergy investigaticInvestigations )
10021519 Impaired healing Healing abnomal HEC Cell conditions General digorders and adminiztration site conditio ) LI

The CNT_PT_SOC query

The CNT_PT_SOC query can be used if either one or two-part coding was done
against the PTs. For example, for every Preferred code in the ADV_PT panel of
MEDIKA_CLINICAL, it will return matching terms found in the
PREF_TERM_DATA panel in CT_MEDDRA. The following information will
be reported:

e All PTs used during coding

e The number of times each PT was used

e The Preferred SOC term associated with every PT
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The following example shows the results of a CNT_PT_SOC query:

SELECT
Pt Code

10000125
10001623
10003027
10011042
10011874
10012614
10013775
10016467
10019218
10021436
10021519
10022067

Pt Term

Abnormal dreams
Alcoholic hangowver
Appetite increazed MOS
Corneal reflex decreazed
Deaf

Diabetes melitus NOS
Dy eye MNEC

Fertility increased
Headache NOS
Immunoglobuling
Impaired healing

Injection site haemorhage

& Query By SOL Results - CNT_PT_S0C

Soc Term

Paychiatric dizorders

General dizorders and administration site conditions
Metabaolizm and rutrition dizorders

Mervous spstem dizorders

Social circumstances

Metabaolizm and rutrition dizorders

Eve disorders

Endocrine disorders

Mervous spstem dizorders

Investigations

General dizorders and administration site conditions

General dizorders and administration site conditions

Total

I [=] B3
MAX[CODE1) PT_CODE . SUBSTR(MAX(P.PT_NAME).1.80) PT_TERM.SUBSTR[MAX[SDI

m omlmlmim ol ;i ool
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Overview

What is Query By Form (QBF)?

Query By Form (QBF) is a query method that helps you create a query using the
same online study pages that you use to enter data interactively into your clinical
data tables.

Using QBF, you can:

Select the study pages that you want to use to retrieve data.
Select the fields for which you want to retrieve data.

Enter criteria in fields to specify a subset of data to retrieve.
Create a sort order for the retrieved records.

Run the query to retrieve the query results, and send the results to different
locations in various export formats.

Save the query to the database for later use by you or by other users.

The following example shows a QBF window for the study page Vital Signs:

334  Chapter 25: Using Query By Form



i Clintrial Retrieve - MEDIKA_CLINICAL
File Edit Results Custom Window Help
B o o |/
FHE EDosmas X|a|2|n
Ak Query By Form [QBF] - Day -1.Vital Signs [DATA) [_ (O] x
Medika Clinical - Rheumatoid Arthritis - Phase lll im|
Protocol Page Humber [Page Repeat]
L | Subject L1
1 Visit Humber [Visit Repeat)
Subject Initials 1 ]
I:l Yisit Date Day Mumber
| e ——
] VITAL SIGNS |
Pulse Beals per minute
Temperature I F l:l C
Blood Pressure I 7
[Seated] Sys Dias [
Respiratory Rate Per minute
Height [ ins [ | cms
Weighl bs [ |kgs
Enter Y if neurological exam. otherwise leave blank: I
{NEUROLOGICAL EXAMINATION =
4 | 4
4

[VISDATE: Visit date

Who should use QBF?

QBF is designed for those users who are familiar with their company’s case
report forms (CRFs) and data-entry standards, but are unfamiliar with either
SQL or with the structure of the database tables.

How QBF retrieves records

When you create a QBF, you specify which records you want to retrieve by
selecting fields and entering selection criteria in study pages. However, these
study pages often refer to more than one database table.

Py
@
—
=
@
<
)

Overview 335



For example, the study page Vital Signs/Neurological Exam in the MEDIKA
study book refers to both the VITAL database tables and the NEUROL database
tables. Selecting multiple pages also results in retrieving records from multiple
database tables.

To help you retrieve meaningful data, QBF uses a default join to retrieve records.

* For panel Types 1 to 4, QBF implements a join on the SUBJECT _ID system
item, by inserting the following WHERE condition:

WHERE A.SUBJECT_ID = B.SUBJECT_ID

» For panel Types 3 and 4, QBF implements a join on the block key items and
repeat key items, by inserting the following WHERE condition:
WHERE A.SUBJECT_ID = B.SUBJECT_ID AND A.VISTNO =B.VISTNO

AND A.VISTNO = B.VISITNO
AND NVL(A.BLOCKREP, ‘.’ = NVL(B.BLOCKREP, *.’);

Note: Each QBF study page you open also automatically displays the
corresponding block key item value and page key item value. You can delete
these values if you want the study page to refer to multiple visits.

For more information on panel types, see Admin and Design. For more
information on joins, see your Oracle SQL documentation.

For more information

For more information about study books and study pages, see "What are study
books, blocks, and study pages?" on page 308.

Note: For more information on using study books and study pages, see Chapters
4,5, and 11.

Creating a Query By Form

How to specify the type of table to query
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Before you create a query using QBF, you must specify whether the clinical data
that you want to query is in update tables, data tables, or both. To select the type
of tables to query, do the following:

1. From the Edit menu, select Preferences.

2. In the Retrieve tab, set the RTV_DEF_SOURCE to one of the following:
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e DATA — To select from clinical data tables of type Data
« UPDATE — To select from clinical data tables of type Update
e ALL — To select from both Data and Update tables

How to create a QBF

You create a QBF by performing the following steps:
1. Select the study page with which you want to work.
2. Select the fields to retrieve.

3. Optionally, enter selection criteria.

Then, to enhance your QBF, you can perform optional tasks such as adding flag
or note restrictions.

Note: Where appropriate, SQL notes in this section indicate how QBF tasks
correspond to SQL statement clauses. However, you do not need to understand
SQL to use QBF.
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QBF workflow

The following figure shows the tasks you can perform using QBF. Dotted lines
indicate optional tasks.

Select a
Study Page

Specify Selection

Select Fields L P Criteria

—_————— Specify Sort Order

Select Additional
Study Pages = ——————

=======P Specify Sort Order

Specify Sort Order | g mm m m m =

Specify Sort Order ﬁ Specify Sort Order Specify Sort Order

Selecting a study page

When you create a QBF, you work with the same study pages you use to enter
data interactively. To begin creating the query, you must select a study page in
the current protocol.
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Note: Selecting a study page corresponds to creating a FROM clause in an SQL
statement.

338 Chapter 25: Using Query By Form



To select a study page, from the File menu, select New Query >> By Form
(QBF). The Select Page dialog box opens:

) Select Page B

Select a page name from the list or type in a value
Spacebar provides quick word completion

Page
JEMROLLENROLL

Cancel

. EMROLL |

ENROLL Help

Study Book
|ENF|DLL |;|

This dialog box displays the default study book in the current protocol. To select
a study page, click on the current study book, or select another study book from
the Study Book drop-down list, then select the specific study book to use in your

query.

You can add study pages to the query at a later time. For more information, see
"Creating multipage queries” on page 343.

Selecting fields for retrieval

When you create a QBF, you select fields to specify what data you want to
retrieve from the database.

Note: Selecting fields corresponds to creating a SELECT clause in an SQL
statement.

You select fields using the Edit menu’s commands Select Item and Select All.
When you select a field, Retrieve highlights that field. When you run the query,
the Clintrial software retrieves only data for the selected fields. The fields appear
in the query results table in the tab order defined for the study page.
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You can deselect a field using the Edit menu’s command Select Item. If all
fields are selected, you can deselect them using the Edit menu’s command
Select All.
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These fields
are selected
for retrieval.

In the following example, the highlighted fields Subject, Subject Initials, Pulse,
and Blood pressure seated are all selected for retrieval:

#) Query By Form [QBF] - Day -1.Vital Signs [DATA] [_[O]x
Medika Clinical - Rheumatoid Arthritis - Phase llI ||
Protocol Page Humber [Page Repeat)
[ Subject [
() Visit Number [Visit Repeat)
Subject Initials | ]
Yisit Date Day Humber
| ————
i | VITAL SIGNS]
Pulse @eals per minute
Temperature [ F l:l C
Blood Pressure - 7 -
[Seated) Sys Dias pu
Respiratory Rate | Per minute
Height [ ins [ | cms
Weight bs [ |kes
Enter Y if neurological exam. otherwise leave blank: I
{NEUROLOGICAL EXAMINATION| =
| | ay

Note: If you select a field for retrieval, you do not have to specify selection
criteria for that field.

In addition to selecting fields that appear on the study page, you can also retrieve
system items (such as ENTRY_DATETIME and CT_RECID). The Retrieve user
preference RTV_INCL_SYS determines whether the Clintrial software retrieves
system item values when you run the query. These items appear as the first
columns in the query results table. The default is No.

If you select a field for which a codelist is attached to the item, Retrieve uses the
value of the user preference RTV_DEF_DECODE to determine which value to
display in the query results table. The default is 1.

For more information on system items, see the Reference Guide.

For more information on navigating in study pages, see Chapter 3.

For more information on user preferences, see "Setting your user preferences™ on
page 315.
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Entering selection criteria

When you create a query, you can specify the criteria you want to use to retrieve
data. In QBF, you enter selection criteria by typing values directly into the fields
on the study page.

Note: When you enter selection criteria in multiple fields, the Clintrial software
adds the logical operator AND between the fields. If you want to change the
query to use a logical OR between the fields instead, you can modify the query
using Query By SQL.

Note: Entering selection criteria corresponds to creating a WHERE clause in an
SQL statement.

You can enter selection criteria in the following ways:
» Enter an exact value.

When you enter an exact value, you do not need to enclose the value in
quotation marks (“ *).

If a codelist or checklist is attached to the field, you can also select the value
from the codelist by clicking the arrow, then selecting the value from the
drop-down list.

 Enter a value pattern.

Using the wildcard characters% (for multiple characters) and _ (for single
characters), you can create a pattern that you want the values for fields of
data type TEXT to match. If you use value patterns, you must use the
relational operators LIKE and NOT LIKE, and enclose the text in single
quotation marks (“ ).

Note: Values for fields of data type TEXT are case-sensitive. You must
enter the pattern to match using the same case that is stored in the database.

« Enter relational operators and values.

Text fields are case sensitive. You can enclose text strings in single quotes,
but single quotes are not required.

The following table lists the relational operators that you can use:

Operator: Description: Example:

= Equal to the specified Systolic_bp =130
value

<> Not equal to the Systolic_bp <> 130

specified value

Creating a Query By Form 341
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Operator:

Description:

Example:

>

BETWEEN x
AND'y

IN

LIKE

IS NULL

NOT BETWEEN

XANDy

NOT IN

NOT LIKE

ISNOT NULL

Greater than the
specified value

Greater than or equal to the
specified value

Less than the specified
value

Less than or equal to
the specified value

Is between (or equal to) the
specified values

Is in the specified list
of values

Has the specified value
pattern

Has no value

Is not between (or equal to)
the specified values

Is not in the specified
list of values

Does not have the
specified value pattern

Has a value

Systolic_bp > 130

Systolic_bp >=130

Systolic_bp < 130

Systolic_bp <=130

Systolic_bp BETWEEN 100
AND 135

Systolic_bp IN (100, 125,
130, 135)

Drug_name LIKE ‘ANTI%’

Systolic_bp IS NULL

Systolic_bp NOT BETWEEN
100 AND 135

Systolic_bp NOT IN (100,
125, 130, 135)

Drug_name NOT LIKE
‘ANTI%’

Systolic_bp IS NOT NULL
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Valid date formats

When you enter a value in a field of data type DATE, you can use the following

date formats:

Date format: Example:
’DD-Mon-YY”’ ’1-Aug-01’
Mon DD, YYYY Aug 1, 2001
Mon DD, YY Aug 1,01

Month DD, YYYY

Month DD, YY

MM/DD/YY

MM/DD/YYYY

MM-DD-YY

MM-DD-YYYY

BETWEEN ‘DD-Mon-YY”’
AND ‘DD-Mon-YY’

BETWEEN MM/DD/YY
AND MM/DD/YY

BETWEEN MM-DD-YY
AND MM-DD-YY

August 1, 2001

August 1, 01

8/1/01

8/1/2001

8-1-01

8-1-2001

BETWEEN “1-Aug-01” AND *‘31-Aug-01’

BETWEEN 8/1/01 AND 8/31/01

BETWEEN 8-1-01 AND 8-31-01

Creating multipage queries

After you choose the primary study page, you can add study pages from study
books in the protocol to create multipage queries.

Creating a Query By Form 343
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To add additional study pages, from the Edit menu, select Select Additional
Page. The Select Page dialog box opens:

# Select Page

Select a page name from the list or type in a value
Spacebar provides quick ward completion

Page

|Da_l,l -1.Incluzion Criteria

Day -1 j

Inclusion Criteria
Exclusion Criteria
Demographicinvestigatar
Medical Histary

Wital Signs

Phyzical Examination
Joint Azsessment

Cancel

Help

dl;

Study Book

L |

In this dialog box, you can select a new study page from either the same or a
different study book in the current protocol.

Note: The number of study pages that you can open in the Clintrial software
Enter or Retrieve is controlled by the user preference ENT_OPEN_PAGES. For
more information, see "Setting your user preferences" on page 35.

After you have opened multiple study pages, you can use the Window menu to
move among study pages in the query.

Specifying sort orders

When you run your query, Retrieve displays the query results in the order in
which they appear in the database. You can specify a sort order for these records.

Note: Specifying a sort order corresponds to creating an ORDER BY clause in
an SQL statement.

You sort the records in ascending or descending order by the values of specific
fields. For example, you can sort the records in ascending order by visit number,
then within each visit number by subject ID.
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To specify the sort order for the values of a particular field, select the field. Then,
from the Edit menu, select Sort. The Sort Field dialog box for the selected field
opens:

[ Sort Field: pulse B

Sort Order
A 4

1].4 I
" Descending ﬂl

' None

The records in the query results table are sorted in the tab order set for fields on
the study page. That is, if visit ID occurs in the study page tab order before
subject ID, Retrieve sorts the records first by visit 1D, then by subject ID.

You can sort by field in a different order by doing one of the following:
e Convert the query to SQL, then edit the ORDER BY clause.

* Run the query. Then, in the Query Results window, from the View menu,
select Sort.

For more information on SQL, see the Oracle SQL documentation.

For more information on sorting, see "Sorting the query results" on page
406.

Querying with flags and notes

You can also add criteria to the query to retrieve records to which specific flags
and notes are attached.

Flags and notes are information about clinical data attached to items, records, or
observations. Flags and notes are used primarily to label and monitor data
quality problems, and to record information not accommodated by a case report
form (CRF) or the matching clinical data form.

Flags and notes differ as follows:

« Aflag is a statement about clinical data. For example, a data-entry operator
might add a flag to a field if data from the CRF is illegible, missing, or out of
the expected range. A flag consists of a flag category, which characterizes the
clinical data, and a flag name, which describes the action to be taken on the
clinical data.
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< Anote is an annotation about clinical data, made by a sponsor or by the
investigator. A note consists of a note category, which identifies the source of
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the note as either Sponsor or Investigator, and a note name, which further
characterizes the source of the note. Text is required when defining a note.

To create flag and note restrictions, from the Edit menu, select Flags/Notes
Restrictions. The Flag/Note Restrictions dialog box opens:

#al Flag/Note Restrictions

Category Page DK |
F-OVERRIDE  |+] Day -1.vital Sigrs__ [~
s tems [ |
AUTOFLAG Level GTLE
AUTOFLAL o
LINSPECIFIED C ltem GTKG :l &l

" Record TEMPF

" Dbservation TEMPC

& Any RESP

4|
Selection
Present Category/Name Page/ltem Level E
[Present [>)| OVERRIDE Any Delete |
AUTOFLAG —

L L b A

In this dialog box, you specify the following information:
« Category and category name

You identify the flag or note for which you want to search by specifying the
flag or note category and, if necessary, the flag or note name.

e Level

Flags and notes can be attached to three levels of data. When creating the flag
or note restriction, you specify either one of the three levels or all of the
levels (by selecting Any).

» Page and item

If the flag or note level for which you are creating the restriction is Item or
Any, you specify which page and item you want associated with the flag or
note restriction.

» Presence or absence of the flag or note

After adding the flag or note restriction, you complete the restriction by
specifying whether you want the query to retrieve records that either contain
or do not contain the flag or note by selecting Present or Absent. For
example, you can create a flag or note restriction that retrieves records for
which a verification flag is attached at any level.
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Displaying the query SQL statement

When you have finished creating the QBF, you may want to use SQL to modify
certain characteristics of the query.

For example, using Query By SQL you can:

« Change the logical operator between fields from AND to OR.
» Change the sorting order of fields.

« Create joins within and between protocols.

* Add additional SQL selection criteria.

To display the SQL statement for the QBF, from the File menu select Convert to
SQL. A Query By SQL text editor window for the query opens:

48 Query By 5L
—Drag And Drop Selecti ﬂ

RT_THESALURUS

=l

S0L Text

SELECT ASUBJINIT, ;I
ASUBJECT,
APULSE,
ABPSYS,
ABPDIA

FROM MEDIKA_CLINICALWITAL_DATA &
WHERE AWISND ='0
AND & PAGEND =5

Caution: Any changes that you make to a query using SQL can appear only in

& the Query By SQL window. These changes will not appear in the QBF study
pages. Once you convert a QBF to SQL, you do not return to the study pages to
modify the query.
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For information on using Query By SQL, see Chapter 26.
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Printing a Query By Form
You can print the QBF study page to keep a paper record of your query.

Note: Clintrial prints what can fit on a page, as determined by paper size, page
orientation (landscape vs. portrait), etc.

To print the query, from the File menu, select Print. The Print Options dialog
box opens:

44 Print Options
Printer: \A\PHARMACY\CopyDplx on Me02:

Document:  Query By Form [QBF] - Day -1.Vital Signs [DATA]

LCopies: |1_E Cancel |
Page Range Printer. .. |
@« All Help |
" Pages:

Enter page numbers and/or page ranges Print to Fil
separated by Commas. For example 2.5.8-10 [~ Print to File

[ Collate Copies

Print: IAII Pages in Range |:|

Saving a Query By Form

You can save any QBF to the Query Library, so that you or other users can use
the query in the future.
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To save a query, from the File menu, select Save Query As. The Save Query As
dialog box opens:

(#) Save Query As. ..

Protocol Name

MEDIKA_CLIMICAL [bpsys>30

Cancel

Pl |

Help

Description

systolic blood pressure

=} Public: Guerp

In this dialog box, you specify the following:
* A name for the query

The name can be up to 20 characters and is displayed in the Query Library.
e A description of the query

The description can be up to 70 characters and is displayed in the Query
Library.

« Whether to save the query as a public query or as a private query

For more information on public and private queries, see "Types of security
access" on page 319.

Once you save a QBF, you or another user with the appropriate access rights can
modify and run it.

Note: When you open a saved QBF, the query SQL statement appears in a
Query By SQL window. You cannot redisplay the query in QBF study page
windows.

For more information on saved queries and the Query Library, see

Chapter 23. A
=
=
3.
3

Running a Query By Form

Once you create the query, you can run it to obtain the query results.
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To run the query, from the File menu, select Run Query. Retrieve runs the query
and sends the results to the specified results destination.

For more information on results destinations and running queries, see Chapter
30.
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Overview

What is Query By SQL?

Query By SQL is a query method that allows you to enter SQL statements
directly into an SQL text editor window.

You can also use the Query By SQL method to modify Query By Form and
Query By Panel queries that have been saved or that you are currently creating.

Using Query By SQL, you can:

* Enter SQL SELECT and DESCRIBE statements.

» Create queries that retrieve data from multiple protocols.

» Use the logical operators AND and OR between items and protocols.

» Modify existing Query By SQL, Query By Form, or Query By Panel queries.

* Run the query to retrieve the query results, and send the results to different
locations in various export formats.

» Save the query to the database for use by you or by other users.

Who should use Query By SQL?

Query By SQL is designed for those users who are familiar with SQL
and with the structure of the database, and who want to create cross-protocol
queries or modify existing queries.

Note: If you plan to create cross-protocol queries using Query By SQL, your
user account must first have access rights to each protocol. However, for query
access to multiple protocols, it is recommended that you assign the Tools SQL
access right, rather than assign access rights for each protocol. Your Clintrial
software administrator assigns this (non-protocol) access right in Admin.

For more information on user access rights, see Admin and Design.
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Creating a Query By SQL

Overview

You create a Query By SQL using the Query By SQL text editor window. This
window displays lists of the protocols, tables, and columns in the Clintrial
software database, that you can use to help create your query. You can select the
protocols, tables, and columns to create SQL text fragments, then drag and drop
the SQL fragments into the SQL text area, where you can create a query
including SELECT and DESCRIBE statements.

You can substitute the CTSSPROTOCOL parameter for the protocol name in a
query and create global queries that operate on the current protocol for any given
user.

How to create a Query By SQL

To open the Query By SQL text editor window, from the File menu, select New
Query, then select By SQL. The Query By SQL window opens:

£ Query By S50L
—Drag And Drop Selecti ﬂ
Protocol table |
and column lists MEDIKA_CLINICAL DMG_AUDIT
MEDIKA_TOBRY ALLERG
MED_CLIN_CHECKP' BIRTHDATE
: -l
SQL fragment ———{ [MEDIKA_CLINICAL.DMG_UPDATE
S50L Text
SQL text area  —————T5E(ECT subject, subint, sex FROM MEDIKA_CLINICAL DMG_UPDATE: =l
[
SQL error messages Line Column Error . - j
appear in thlS area. 1 17 PLS-00201: identifier "SUBINIT' must be declared
-~
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You create a Query By SQL by performing the following steps in the various
areas within the Query By SQL window:

1. Select the protocol that you want to use for your query.
(When you create a Query By SQL, the query is associated with
the current protocol. You can use the CTS$PROTOCOL protocol parameter
to operate on the current protocol for any user.)

2. Select the name of the database table for which you want to run the query.
3. Select the column name for the item that you want to retrieve.

4. Drag and drop the resulting SQL fragment from the SQL
fragment area to the SQL text area.

5. Repeat for additional items.

Note: See the following section for a simplified method of including
multiple items in your SQL statement.

6. Inthe SQL text area, create a query including SELECT and DESCRIBE
statements, including the closing semicolon ( ;).

7. Run the query. The SQL error checker then checks your SQL statement for
SQL syntax errors and displays any resulting errors in the error message area
below the SQL text area.

You can edit your SQL statement, and then rerun the query. Once your SQL
statement is free of errors, you can rerun the query to:

» Display the SQL query results in a Query Results window, or
+ Send the results to an Oracle database table or a SAS Data file.

Note: If you changed the original name of the protocol during the import,
the query will not work. You must either edit the query by replacing the
source protocol account name with the current protocol account name, or
create a new query.

Example

Typically, if you use an SQL SELECT statement to retrieve records, you use the
following format:

SELECT iteml, item2,...FROM protocol.table;

in which item1 and item2 are column names for two items, protocol is the
protocol account name, and table is the clinical data table.
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For example:

SELECT SUBJECT, AGE FROM MEDIKA_CLINICAL.DMG_DATA,;
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However, if you use Query By SQL to create a SELECT statement by dragging
and dropping the protocol name, table name, and column name, the syntax is
more fully specified, as follows:

SELECT protocol.table.iteml, protocol.table.item2, ...
FROM protocol.table;

For example:

SELECT MEDIKA_CLINICAL.DMG_DATA.SUBJECT,
MEDIKA_CLINICAL.DMG_DATA.AGE
FROM MEDIKA_CLINICAL.DMG_DATA,;

You may find it more convenient to select only the protocol and table to create an
SQL fragment to drag and drop for the FROM part of the statement, and use the
column field only to view a list of the names of the items. Then, you can type in
the names of the items in the SELECT part of the statement for the more concise
syntax, without specifying the protocol and table with each item.

SQL statements

Types of SQL statements

When you create a query using Query By SQL, you can specify SQL SELECT
and DESCRIBE statements:

e SELECT statements enable you to retrieve records from the database that
meet certain conditions.

« DESCRIBE statements enable you to display the name and data type of all
items in a database table, and determine whether the items can have a null
value.

Statement syntax

To create an SQL statement, you need to know the following:

* The column names for the items that you want to retrieve

< The name of the protocol or account for which you want to run the query
e The name of the database table for which you want to run the query
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The following example shows the syntax for a SELECT statement:
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SELECT column FROM account.table WHERE column operator value;

The following example shows the syntax for a DESCRIBE statement:
DESCRIBE account.table;

Note: You must end SQL statements with a semicolon (;). Pressing Enter after

typing a semicolon does not run the query. To run the query, from the File menu,
select Run Query, or on the toolbar, click Run.

Examples

The following examples show the results of two SQL statements, where
MEDIKA_CLINICAL is the study name and VITAL_UPDATE is the database
table name.

If you enter the following SELECT statement:

SELECT bpsys, bpdia, subject, visdate
FROM MEDIKA_CLINICAL.VITAL_UPDATE WHERE bpsys >110;

and then from the File menu, select Run Query, the following query results are
displayed:

ik Query By SOL Results
SELECT bpdia, bpsys. subject. visdate FROM MEDIKA_CLINICAL VITAL_UPDATE WHERE bpsys>110
Bpdia Bpsps  [Subjec Wisdate ﬂ
a6 138 HELT046/1/1933 00:00:00
& 12AHEL1044.41.41933 00:00:00
92 127HEL104541/1933 00:00:00
=l 132HELT049241/1933 00:00:00
an 135HEL104341.41933 00:00:00
26 138HELT0464141933 00:00:00
=l 122HEL1044,/1/1933 00:00:00
92 127HEL1045.41./1933 00:00:00
a1 132HELT1(241/1933 00:00:00
a0 135HELT1(3/1/1933 00:00:00
26 138HEL11(6/1./1933 00:00:00
a1 12AHEL11(4,41/1933 00:00:00
32 127HEL11(5/1/1333 00:00:00 -
1 | , I_I

If you enter the following DESCRIBE statement:

DESCRIBE MEDIKA_CLINICAL.VITAL_UPDATE;
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and then from the File menu, select Run Query, the following query results are

displayed:

#4501 Query Besults

DESCRIBE MEDIKA_CLINICALVITAL_UPDATE:
MName Hull? Tvpe -
MERGE_DATETIME NOT MULL DATE j
STATUS MNOT WULL MUMBER[Z) Save
ENTRY_ID NOT NULL YARCHAR2(20] ;l
ENTRY_DATETIME NOT WULL DATE Help |
CT_RECID HOT WULL YARCHARZ(40)
DB_ID NOT MULL MUMBER (5]
SUBJECT_ID HOT WULL WUMBER(15) ;I

Decoding values

When a Query By Form or Ad Hoc Query retrieves an item with a codelist
attached, it uses the user preference RTV_DEF _DECODE to determine which
value to retrieve.

To retrieve the value, the underlying SQL uses a PL/SQL stored procedure
named CT_DECODE in the SELECT statement. You can use this procedure in
Query By SQL to retrieve a specific codelist value.

You use the following syntax for the CT_DECODE procedure:
CT_DECODE (item_name, codelist_name, decode_type)

Where decode_type can take one of the following values:
eV — The value of the item is retrieved.

e S — The short label of the item is retrieved.

e L — The long label of the item is retrieved.

For example, the following statement retrieves the items VISDATE and
INCLUSL from the Inclusion panel. The short label of the values YESNO are
retrieved:

SELECT visdate, substr(ctproc.CT_DECODE(inclusl, “YESNQO’, ’S’), 1,20)
”inclusion_1” FROM MEDIKA_CLINICAL.INCLUSION_UPDATE WHERE visdate =
‘0
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Note: In this example, the substr function is used to create a name for the
column “inclus1” and to limit the length of the item to 20 characters in the query
results.
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For more information on user preferences, see "Setting your user preferences"” on
page 315.

Printing a Query By SQL
You can print the Query By SQL to keep a paper record of your query.

To print the query, from the File menu, select Print. The Print Options dialog
box opens:

) Print Options
Printer: Apple Lazerwriter Pro 600 on \\QA\DocG00

Document: Ouery By SOL

Copies: |1_E Cancel |
FPage Range Printer.... |
& All Help |
" Pages:

Enter page numbers and/or page ranges Print to Fil
szeparated by Commas. For example 2.5 8-10 I™" Print to File
[~ Collate Copies

Print: IA" Pages in Range |:|
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Saving a Query By SQL

You can save any Query By SQL to the Query Library, so that you or other users
can use the query.

To save a query, from the File menu, select Save Query As. The Save Query As
dialog box opens:

i Save Query As

Protocol Name

MEDIKS_CLIMICAL | ave_age_mail

Cancel

B2 dmg_info
E vitals_info

i

Help

Description

average age of males in study

¥ Public Query

In this dialog box, you specify the following:
< A name for the query

The name can be up to 20 characters and is displayed in the Query Library.
e A description of the query

The description can be up to 70 characters and is displayed in the Query
Library.

«  Whether to save the query as a public query or as a private query

For more information on public and private queries, see "Types of security
access" on page 319.

After you save a Query By SQL, you or another user with the appropriate access
rights can modify and run it.
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For more information on saved queries and the Query Library, see Chapter 24.
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Running a Query By SQL
Once you create the query, you can run it to obtain the query results.

To run the query, from the File menu, select Run Query. Retrieve runs the query
and sends the results to the specified results destination.

For more information on results destinations and running queries, see Chapter
30.
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Overview

What is Query By Panel (QBP)?

Query By Panel (QBP) is a query method that offers an easy to use interface to
help guide nonprogrammers in developing queries for retrieval of Clintrial
software data. Using QBP, you can specify panels and items from which to
retrieve data and build an SQL statement that includes simple and outer joins,
WHERE clauses, functions, and operators.

Using QBP, you can:

» Select multiple panels (up to eight) from which you want to retrieve data
from a single protocol.

» Select multiple items within the selected panels from which you want to
retrieve data.

» Build a complex query, using the Function Browser and the Select Builder.

» Assign group functions such as AVG, COUNT, and MAX to columns within
tables.

« Add simple and outer joins to a query, enabling you to retrieve more specific
results from your search.

* Run the query to retrieve the query results, and send the results to different
locations in various export formats.

» Save the query to the database for use by you or by other users.
» Print the query.
» Open multiple QBPs at the same time.

Who should use QBP?

QBP is designed for the following types of users:

» Users who are familiar with panels and items within the Clintrial software
and who know SQL syntax, but who are not necessarily proficient in SQL.
Using QBP, you can define more detailed search criteria than you can using
Query by Form (QBF), through the use of simple and outer joins, WHERE
clauses, functions, and operators.

» Users who know SQL and want to build an SQL statement quickly using
QBP’s convenient table joining and advanced querying functionality, and
then add more detailed search criteria from within an SQL window.
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Creating a Query By Panel

QBP workflow

The following figure shows the QBP workflow. Dotted lines indicate optional
tasks.

Select Panel(s) = =Jp-| Select Table Types

v

Select Item(s) Assign Group
(Columns) |= = Functions

Specify ORDER BY

Create Joins Clause(s)

<€———————————

Specify WHERE
Clause(s)

Specify GROUP BY
Clause(s)

Convert to SQL
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Save Query H Run Query

Caution: Once you convert a QBP to SQL, you cannot return to the QBP to
modify it further.
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Selecting panels

You create a QBP by selecting one or more panels from which to retrieve data in
the Select Panels dialog box, which contains all panels defined in the current
protocol. To open the Select Panels dialog box, from the File menu, select New
Query>>By Panel (QBP).

The Select Panels dialog box opens:

# Select Panels

Panel Hame Description

COMMED Concaomitant medications - oK I
Dernagraphic information

DRGADM Drug adrninistration Cancel |

DRGCMP Drug compliance

EXCLUS Exclugion criteria

INCLUS Inclusion criteria &l

INVESTIGATORS Investigatar information

SIGHNATURE Investigator signature

JHTASM Joirt aszessment

JHTSLIM Joint sunmmar,

LAB
MEDHIST edical
MELUROL Meurological examination

PHYE®M Phyzical examination

FRWMED Previous medications —
LAE_MORMS Stores nomnal range values for lab tests

ENROLL Subiect enrollment =|

In this dialog box, you can select up to eight panels from which to retrieve data
by using a detailed query. For example, if you want to run a query to retrieve
data from panels with information on medical histories, demographic
information, and laboratory exams, select MEDHIST, DMG, and LAB, and
then click OK.
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A window opens, displaying an Oracle database table for each panel selected in
the Select Panels dialog box. For example, if you select DMG, LAB, and
MEDHIST, there will be three tables, one for each panel selected.

#| Query By Panel [_[Of %
=
DMG_DATA LAB_DATA MEDHIST_DATA - p—
Mame Type Name Type Mame Type
© AGE MUMEER(S1) DATNO VARCHARZI3) ACTION HUMEBER(1.0)
ALLERG MUMEER(1,0) LAEMNAME NARCHARZ(30] COD_DATE DATE
1 BIRTHDATE DATE LAEND NARCHARZ(10] CODELART WARCHARE(32) —
Dlsplays the COMNSDATE DATE PAGENOD YVARCHARZ(4] CODEZ_ARTSER VARCHARZ[3]
panel type for each COUNTRY WARCHARZ[20) PAGERFT VARCHARZ(3) CODEZ_EBODYSEYE WARCHARZ(25]
DAYHO WARCHARZ[3] FROTID NARCHARZ(20) CODER VARCHARZ[20]
table- PAGENO WARCHARZ[4] RELEY MURBER(1,0) COMNDCOMTIN HWUMBER(1,0]
PAGERPT WARCHARZ(3) RESLLT NARCHARZ(10] COMDITION W ARCHARZ(30]
PRG MUMEBER(1,0] SUBJECT VARCHARZ(E] COMDETART DATE
PROTID WARCHARZ[20] SUBJNT VARCHARZ(4] COMNDSTOP DATE
Panel Type 1) Panel Type 4 Panel Type 2 57
=
K| a1
T
Demographic Laboratory Medical History

Information table

Examinations table

table

To select additional panels, from the Panels menu, select Add Panel.

Selecting the table type

You can retrieve data from the update table, the data table, or both (All). For
each panel, you can select a different table from which to retrieve data. For
example, you can set the default table type to the one that you will use most
frequently; before running a query, you can override that default for individual
tables as necessary.

To select the default table type from which to retrieve data for each panel, from
the File menu, select Preferences. The Preferences window opens. On the
Retrieve tab, set RTV_DEF_SOURCE to UPDATE, DATA, or ALL (to view
results from both data tables and update tables). Changes to this setting will
affect only those panels selected after the change is made; however, you can
override individual panel settings.

Note: The default setting for RTV_DEF_SOURCE is DATA.

To override the default table type for individual panels, place your cursor
anywhere in the table for which you want to select a type, then from the Panel
menu, select Source ALL, Source DATA, or Source UPDATE. You must do
this for every table in which you want to modify the default panel type.

Note: You can also select a table type by right clicking. Place your cursor within
the panel title, then right click to make a selection from the resulting panel menu.
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Selecting columns in tables

After you select panels from which you want to retrieve data, Retrieve displays
the corresponding Oracle database tables. You can then select one or more
columns within each Oracle database table, depending on the specific
information you want to retrieve. To select all of the available columns, from the
Panel menu, select Select All.

Note: The Select All command will select all available columns; however,
system items do not automatically appear in the list of available columns. If you
want to make system items available for your queries, from the File menu, select
Preferences and set RTV_INCL_SYS to Yes.

Note: The default setting for RTV_INCL_SYS is No.

How the SQL Text box works

After you select one or more columns within a table, an SQL Text box opens,
listing the SQL statement that corresponds to your selections.

Note: You may have to scroll down to view the SQL Text box. If you have
selected fewer than five panels in your query, you can expand the SQL Text box
upwards for better viewing. To do so, place your cursor on the top of the SQL
Text box until it becomes a vertical two-edged arrow, then drag upwards.

You cannot modify the SQL statement directly in this box; however, you can
modify the SQL statement by doing any of the following:

» Assigning group functions such as COUNT, AVG, and MAX to columns
within a table by using the Function Browser. To display the Function
Browser, from the Edit menu, select Open Function Browser.

« Adding more specific search criteria by using the Select Builder. To display
the Select Builder, from the Edit menu, select Open Select Builder.

» Modifying the code directly in an SQL window. To open an SQL window,
from the Modify SQL menu, select Convert to SQL Window.

Caution: Any changes you make to a query using SQL can only be displayed in
& the Query by SQL window. These changes will not display in QBP. Once you
convert a QBP to SQL, you should not return to QBP to modify the query.
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Assigning group functions in the Function Browser

Sometimes you may want to retrieve data from a table that does not relate
specifically to what is contained in individual rows, but is instead a summary of
the data in an entire column within a table. Group functions help you to retrieve
such data. You assign group functions using the Function Browser.

Using group functions, you can summarize an entire column of values and return
a single value. For example, if you assign the group function AVG (average) to a
specific table and column, the value returned in the query will take all of the
values within the specified column and return the average value.

Note: You can assign multiple group functions to a specific column. For
example, if you assign a group function to determine the minimum age of the
subjects in a study, then assign a group function to determine the maximum age
of the subjects in a study, both group functions defined in the Function Browser
are included in the SQL statement.

You also can assign an alias to the column. Use the alias to create a meaningful
name for the column when the query results display. The alias cannot have any
spaces between characters.

Example: AVG group function

Suppose you want to find the average age of a person in a clinical study. You can
select the DMG panel from the Select Panels dialog box, and select the AGE
column in the resulting Oracle database table. The following SQL statement
appears in the SQL Text box:

SELECT MEDIKA_CLINICAL.DMG_UPDATE.AGE
FROM MEDIKA_CLINICAL.DMG_UPDATE
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You then can assign a group function to the existing statement using the Function
Browser. To display the Function Browser, from the Edit menu, select Open
Function Browser. The Function Browser opens, with the Group Functions tab
selected:

Name the column as

you want it to appear  EEMALIEIULIEIEE,
in the query result, Group Functions |Shnw SQLI
Select gioup function to apply to column

Function Name Option Table Hame Column Name Alias
Selectthe group func- | =i[EL [=I[OMG_DATA [=i[AGE [=jfERAGE_AGE]
tiontoincludeinyour | 1| O i | =il =il
sQL
statement.
Select the table and
the column to which
you want to assign the
group function.
Delete any rows that 0K I Cancel | Delete Rowl Help

you do not want to

use.

Note: You can select either ALL or DISTINCT from the Option
drop-down list. ALL retrieves all values in a column, including

duplicate values. DISTINCT retrieves all unique values; it does not retrieve
duplicate values.

If you want to view the resulting SQL text before saving it, you can select the
Show SQL tab, which is a preview of the completed SQL statement:

The resulting SQL
statement displays in Groug Functions Show SOL |

the SQL Textbox, | salTew |

including the AVG SELECT AVG)ALL MEDIKA_CLINICAL DMG_DATA AGE] A5 AVERAGE_AGE |

group function.

FROM IKA_CLIMICAL DMG_DATA

0K I Cancel Delete Row Help
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After running the preceding query, the following results are returned, indicating
that the average age is slightly less than 45 years old:

# Query By Panel Results M= E
| SELECT AVG [ALL MEDIKA_CLINICAL. DMG_UPDATE.AGE) AS AVERAGE_AGE FROM MEDIKA_CLINICAL DMG_

Average Age
44.34871734871

I« | 3

Note: To display the complete number, you may need to use your mouse to drag
the column to the right.

You can use the Function Browser to assign any number of the following group
functions to your SQL statement:

Group Function: Description:

AVG Returns the selected column’s average value, ignoring
null values.

COUNT Counts the number of rows in the specified column,

ignoring null values.

MAX Returns the maximum value in the selected
column.

MIN Returns the minimum value in the selected
column.

STDDEV Returns the standard deviation of the values in the

selected column.

SUM Returns the total of all values in the selected
column.

VARIANCE Returns the variance of the values in the selected
column. Oracle uses a special formula to calculate the
variance.
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For more information on group functions, see the Oracle SQL
documentation.
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Using the Select Builder

You can specify detailed search criteria for your query by using simple and outer
joins, WHERE clauses, and other operators. You can also specify the order in
which your results are returned. And, if you are using group functions in your
query, you can specify how to group selected rows and return single rows of
summary information. You enter all of this information on the corresponding
tabs within the Select Builder. To display the Select Builder, from the Edit menu,
select Open Select Builder.

What are joins?

Joins are used when a query requires information from two or more tables which
have one variable in common. In QBP, you can retrieve information from
multiple tables by using both simple joins and outer joins.

QBP’s default joins

Default join

Whenever you select multiple tables for your query, your resulting SQL
statement is created with a default join:

SGL Text
SELECT MEDIKA_CLINICAL DMG_DATAAGE.
MEDIEA_CLIMICAL.DMG_DATA.SEX,
MEDIKA_CLINICAL DMG_DATAMSDATE,
MEDIKA_CLIMNICAL DMG_DATANMSNO
FROM MEDIKA_CLINICAL.DMG_DATA,

MEDHA_CLICAL MEDHIS T DAT,

( WHERE MEDIKA_CLINICAL DMG_DATA SUBJECT _ID = MEDIKA_CLINICAL MEDHIST_DATA SUBJECT_ID [+); )

To help you retrieve meaningful data, a default join is created for each QBP with
multiple tables. This join can differ, depending on the panel type.

For panel types 1 to 4, QBP implements a join on the system item
SUBJECT_ID.

For panel types 3 and 4, the default join includes two context items for each
particular protocol, the system item SUBJECT _ID and the block key item.

You can edit the default join. If you edit the default join, you can recreate it in the
Select Builder’s Join tab by clicking Default Join.
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Adding your own joins

You also can specify which joins are added to the existing SQL statement by
selecting tables, columns, and join types on the Join tab:

SeIeCt the type Of join i Select Builder
that joins each select- g [T —
ed table and column.

Select calumns to zpecify join

First Table First Column JuiL Type Second Table Second Column
DMG_DATA >|[SUBJECT ID >ll=1+1 [=NMEDHIST DATA =|[SUBJECT_ID =
MEDHIST_DATA =|[SUBJECT_ID x|l= =|[LAB_DATA =|[SUBJECT_ID =
Select a table and col- = = E E =

umn to join to a sec-
ond table and column.

0K I Cancel | Delete How | Default Join Test SHL Help

You can select any of the following Join types:
Join type: Description:

= Returns all rows from both tables, where values for

. . specific columns are equal.
Simple Join P g

(+) = Any unmatched rows from the left (first) table are
preserved, but any unmatched rows from the right

Left Outer Join (second) table are discarded.

=(+) Any unmatched rows from the right (second) table are
preserved, but any unmatched rows from the left (first)

Right Outer Join table are discarded.
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Adding WHERE clauses

Select tables and
columns for the

A WHERE clause specifies a condition that must be met in answer to your query.
Using the Where tab of the Select Builder, you can build an expression that
includes a table and column name, a relational operator, and a value:

#i Select Builder

Join where | Order Byl Shiw SE!Ll

Select columng to specify the "where' clauze

expression.

Select an operator for
the expression.

Table | Column Operator Yalue Logical

[CMG_DATA [=i[AGE =l [=i[F0 [ [=]
[ =r =l [=il L [=

Enter a value for which

you want your
expression to query.

If you are entering

multiple rows, select
AND or OR for your
logical connector.

0K I Cancel Delete Row | Default Join Test SHL Help

Note: An expression is a statement that consists of an item, a relational operator,
and a value. For example, ‘AGE > 50’ is a simple expression. In QBP,
expressions are joined using the logical operators AND and OR.

Note: The Value field is case sensitive. The default is lower case. If you want to
query values that are in upper case, you must use upper case in the Value field.

Selecting operators

You select an operator for the expression by clicking an operator in the operator
list.

The following table lists the relational operators that are available on the Where
tab:

Relational

operators: Expression retrieves records for which:

= The item value equals the specified value.

land <> The item value does not equal the specified value.
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Relational

operators: Expression retrieves records for which:

> The item value is greater than the specified value.

< The item value is less than the specified value.

>= The item value is greater than or equal to the specified value.

<= The item value is less than or equal to the specified value.

IN The item value is included within the specified set of
values.

NOT IN The item value is not included within the specified set of
values.

BETWEEN The item value is between or equal to the specified
values. (Specify x AND y in the Value field.)

NOT The item value is not equal to or between the specified values.

BETWEEN (Specify x AND y in the Value field.)

EXISTS The item value is TRUE if a subquery returns at least one row.

LIKE The item value has the specified value pattern.

NOT LIKE The item value does not have the specified value pattern.

IS NULL No item value is present. You do not need to enter a value with
this operator.

ISNOT NULL Any item value is present. You do not need to enter a value with

this operator.

Note: The relational operators ! and <> both return the same results; however,
they may not be available on all platforms.
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Grouping with the GROUP BY clause

Select the SEX col-

i Select Builder

You can use the GROUP BY clause to group selected rows and return single
rows of summary information. Oracle collects each group of rows based on the
values of the expression(s) specified in the GROUP BY clause.

Note: The Group By tab only appears in the Select Builder if you have made
selections in the Function Browser, and the values that appear in the Group By
tab are based on whatever items are selected that were not included in the
Function Browser.

Suppose you want to find the average age of individuals in a clinical study,
grouped by male and female. In the Select Panels dialog box, you can select the
DMG panel. From the resulting table, you select the AGE and SEX columns.
Then, in the Function Browser, you can assign the AVG group function to the
AGE column, while not applying any group function to the SEX column.

The Select Builder’s Group By tab displays any remaining columns that you
have selected in a table, but to which you have not assigned a group function:

Join | Where  Group By | Order E_l,ll Show SE!LI

Select calumns to zpecify the 'Group By' clause

umn from the
DMG table.

Table Name | Column Name

DME_DATA ] T O~ |
DMG_DATA, =i[SUBJECT -
DMG_DATA, =I[VISDATE ~
DMG_DATA, =l[VIsND ~

| =

0K I Cancel | Delete Flowl De[aull.loinl Test SHL | Help |

In this case, the query will retrieve two average ages; one for men and one for
women.

You can modify the columns on the Group By tab. However, to ensure that you
are using the correct Oracle syntax, you should always test your changes using
the Test SQL button on the Show SQL tab. If the syntax is incorrect, error
messages will display.
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Sorting rows with the ORDER BY clause

You can use the ORDER BY clause to sort the rows returned by a query. The
ORDER BY clause specifies expressions in the select list of the statement.
Oracle returns rows based on their values for these expressions.

You can specify multiple expressions using the ORDER BY clause. Oracle first
sorts rows based on their values for the first expression. Rows with the same
value for the first expression are then sorted based on their values for the second

expression, and so on.

You can specify the order in which query results display for selected tables and
columns using the Order By tab:

Select the table and #) Select Builder

COIUmnS for WhICh JoinI W'harel Group By  Order By |Shnw SQLI

yOU want to set the Select columns to specify the 'Order By' clause

Order' [ Table Name | Column Name Ascending
[DMG_DaTa [ (AR~ |
[ =il |2

Select the order in
which you want

your query results
for each row to dis-

play.

oK I Cancel Delete Bow | Default Join Test SAL Help
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Viewing and testing SQL

After you make your selections on the various tabs of the Select Builder, you can
view and test your SQL statement using the Show SQL tab:

i Select Builder (=]

JolnI W’herel Group Byl Order By Show SOL |

The SQL statement

N SOL Text
DOW Cont,ams the. . MEDIRA_CLINICAL DMG_DATA VISNO =
FROM MEDIKA_CLINICAL DMG_DATA,
lnformatlo_n specified MEDIKA_CLINICAL LAB_DATA,
on the various tabs. WEDIKA_CLIMICAL MEQHIGT AT

AND MEDIKA_CLINICAL DMG_DATAAGE » 50
GROUP BY MEDIKA_CLINICAL DMG_DATA SEX,
MEDIRA_CLINICAL DMG_DaTA SUBJECT,
MEDIKA_CLINICAL DMG_DATA VISDATE,
EDIKA_CLINICAL DMG_DATAVISND
RDER BY MEDIKA_CLINICAL DMG_DATA SUBJECT A5C i

WHERE MEDIKA_CLIMICAL DMG_DATA SUBJECT ID = MEDIKA_CLIMICAL MEDHIST_DATA SUBJECT_ID [
AND MEDIKA_CLINICAL MEDHIST_DATASUBJECT_|D = MEDIKA_CLINICAL LAB_DATASUBJECT_ID

Click to test your SQL
statement for
errors.

DK I Cancel Delete Bow |  Default Juin( Test SAL D Help

Saving a Query By Panel

You can save any QBP to the Query Library, so that you or other users can use
the query.

To save a query, from the File menu, select Save Query As. The Save Query As
dialog box opens:

) Save Query As__ [<]
Protocol Hame

MEDIKA_CLINICAL Iavg subject age

Cancel

Al

Help

Description

Awerage age of subjects

I= | Bublic ey

In this dialog box, you specify the following:
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e A name for the query
The name can be up to 20 characters and is displayed in the Query Library.
e A description of the query

The description can be up to 70 characters and is displayed in the Query
Library.

«  Whether to save the query as a public query or as a private query

After you save a QBP, you or another user with the appropriate access rights can
modify and run it.

For more information on saved queries and the Query Library, see
Chapter 24.

Running a Query By Panel
Once you create the query, you can run it to obtain the query results.

To run the query, from the File menu, select Run Query. Retrieve runs the query
and sends the results to the specified results destination.

For more information on results destinations and running queries, see Chapter
30.
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Overview

What is Ad Hoc Query?

Ad Hoc Query is a query method that allows you to use a graphical query builder
to create lists of subjects, then browse through subject data.

Using Ad Hoc Query, you can:

» Specify selection criteria to retrieve a list of subject records from the
database.

» Save the selection criteria for later use.

» Display a list of records for subjects that meet your selection criteria.
» Display detail data for subjects.

» Update the subject record list by redefining the selection criteria.

» Save the detail data and subject records for later use.

Who should use Ad Hoc Query?

Ad Hoc Query is designed for users who may not be familiar with SQL or with
the online study pages, or for users who want to browse through Clintrial
software data.
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Creating an Ad Hoc Query

Selection Criteria workflow

The following figure shows the Ad Hoc Query workflow. Dotted lines indicate
optional tasks.

Select a Panel = == =l NewD(gﬂgfyaltem

l

Select an Item === Display Statistics

l

Select a Function

|r _________ and Operator [~ === === .=
v v '
Compare Items Specify a Value Display Values

l

1

1

1

1 Add Expression to
L | Sclect Criteria List [ ====="=

Save the Query Run the Query
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Overview

You create an Ad Hoc Query by building expressions, then adding

the expressions to the Select Criteria list. An expression is a statement that
consists of an item, a relational operator, and a value. For example,

‘AGE > 50’ is a simple expression. Expressions are joined using the
logical operators AND, OR, and ANDSelect.

You create expressions in the Selection Criteria window. To open the Selection
Criteria window, from the File menu, select New Query >>
Ad Hoc. The Selection Criteria [Ad Hoc Query] window opens:

#) Selection Criteria [Ad Hoc Query]
Panels: Items: Functions: Operators:

LI+

Panels list
(The panel that you
select determines
which items appear
in the Items list.)

Items list

dverse events -
Concomitant medications
Demographic information
Drug admiristration

Drug compliance
Subject enroliment

Exclusion criteria =
Ll sein mitaria
RIS _'l_I
Yalue:
Update Browsers | ADD expression to critena I Display Stats I Display Yalues I l— Itern Compare

Select Criteria [Text Select Criteria (SQL] =
1 L

o of

Selecting a panel

You select a panel for the expression from the Panel list, which contains all
panels defined in the current protocol. The panel you select determines which
items appear in the Items list.

Selecting an item

You select an item for the expression by clicking an item name in the
Items list. The item you select determines which functions, operators, and values
you can use in the expression.
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Displaying value statistics

You also can display value statistics for an item. Displaying statistics allows you
to determine the maximum and minimum values allowed for an item, as well as
an item’s mean and standard deviation. The statistics for an item can help you
determine which value you want to include in your expression.

For example, you may want to create an expression that retrieves all subjects
whose pulse is greater than the mean value for the group. To determine the mean
value of the pulse values stored in the database, you select Pulse, then click
Display Stats. The Basic Statistics window for the selected item opens:

i Basic statistics for Vital signs Pulse rate

The mean
value for the
item Pulse is
83.3.

[ count |
MEDIKA CLINICAL (PRI

K| |

™ Subset using Select Criteria? LI

After reviewing the statistics, you can enter the mean value in the Selection
Criteria window’s Value field.

The Basic Statistics window displays the statistics based on all values for the
item that exist in the database. You also can display a statistics subset that is
based only on the values for the item in records that meet your current Select
Criteria. To display a subset of the Basic Statistics list, select Subset using
Select Criteria.
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Selecting a function and operator

Functions determine whether the Select Criteria will retrieve records for which
the item value matches the actual value you specify in the expression, or whether
it matches some derived form of the value. The data type of the selected items
determines the functions available for the expression.

Ad Hoc Query assigns the most likely function for a particular data type to the
expression as a default. For example, the default function for Text items is actual
value. You can use this default function, or select another function from the list.

The following table lists the functions that are available in Ad Hoc Query for the
various data types:

Function: Description: Available for:

Actual Value The value you enter represents the All data types
actual value of the item.

Decoded Value The value you enter is the decoded TEXT
value of the item. This function is
available only if the item has an NUMERIC
associated codelist.

Calendar Year The value you enter refers to the year DATE
portion of the DATE item.

Calendar Month The value you enter refers to the month ~ DATE
portion of the DATE item.

Calendar Day The value you enter refers to the day DATE
portion of the DATE item.

Day of Week The value you enter references the day =~ DATE

of the week on which the DATE item
value occurred.

You select an operator for the expression by clicking an operator in the operator
list. The operators available for the expression are determined by the data type of
the selected item. For example, operators such as “contains” and “begins with”
are available for TEXT items only.
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Note: You can use the wildcard characters % (for multiple characters) and _ (for
single characters) with items of data type TEXT.
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The following table lists the operators that are available in Ad Hoc Query for the

various data types:

Relational

operator: Expression retrieves records for which: Available for:

= The item value equals the specified value. All data types

<> The item value does not equal the All data types
specified value.

< The item value is less than the specified value.  All data types

> The item value is greater than the specified All data types
value.

<= The item value is less than or equal to the All data types
specified value.

>= The item value is greater than or equal to the All data types
specified value.

is missing No item value is present. You do not need to All data types

(NULL) enter a value with this operator.

is not missing Any item value is present. You do not needto  All data types

(not NULL) enter a value with this operator.

contains The item value contains the specified text TEXT
string.

doesn’t contain The item value does not contain the TEXT
specified text string.

begins with The item value begins with the specified text TEXT
string.

ends with The item value ends with the specified text TEXT

string.

Note: You cannot use the relational operators IN and BETWEEN in Ad Hoc

Query.
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Specifying and displaying values
In the Selection Criteria window, you select values for the expression in one of
two ways:
» Enter a value in the Value field.
» Select from a list of existing values.

Note: You also can create an expression in which you compare one item to
another item, as opposed to a specific value. For more information, see
"Comparing items" on page 387.

To display a list of values for the selected item, in the Selection Criteria window,
click Display Values. The Unigque Values window opens:

Ay Unique Values for Vital signs.Pulse rate [_ O] %]

Value =

-
w0

-
=
e
@

-
e
~

-
r
e
@

-
7]
e
@

-
s
]
1=}

-
o
w
=

-
o

K| LIj

™ Subset using Select Criteria?

The Unique Values window displays a list of all values that exist in the database
for the item.
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You also can display a subset of this list that includes only those values that exist
for the items in records that meet your current Select Criteria. To display a subset
of the Unique Values list, select Subset using Select Criteria.

Note: You must run the query before you can use this option. For more
information, see "Running the query" on page 392.
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To select a value from the Unique Values list to add to your expression, do one of
the following:

» Click the value that you want. Then, to redisplay the Selection Criteria
window, from the Window menu, select Selection Criteria [Ad Hoc
Query]. When you click Add Expression to Criteria, Retrieve places the
expression in the Select Criteria list.

« Double-click the value that you want. The expression is added automatically
to the Select Criteria list.

Note: If you have selected the operator “contains” or “doesn’t contain”, you can
select multiple values from the Unique Values list at one time. All the values you
select are then added to the expression.

To delete an expression from the selection criteria, select the row containing the
expression. Then, from the Edit menu, select Cut.

Comparing items

Select the item
forthe firstpart |
of your

expression.

Click here to cre-
ate the second

4 Selection Criteria [Ad Hoc Query]

You use Item Compare to create expressions in which you can compare items to
one another, rather than to specific values. For example, you can create an
expression that allows you to compare two items, and can retrieve results such as
standingbp > sittingbp, rather than an expression that is dependent on a specific
value, such as standingbp > 80.

You specify the items for the first part of your expression using the Selection
Criteria [Ad Hoc Query] window:

Panels: Items: Functions: Operators:

Adverse events
Concomitant medications
Diemographic information
Dirug administration

Drug compliance
Subject enralment
Exclusion criteria

Il winn cribari

Wpdate Browsers | ADD expression to criteria I

Sctual value

Wisit Mumber =]

Page Mumber
Page Repeat J Calendar Morth
Wisit Repeat Calendar Day
Frotocol identifie Day of week

3=

is mizsing(MULL] =
i ek rnissinetnet ML _I
4 3

Display Statz |  Display Yalues

part of your ex-

Select Criteria [Text] |
1

Select Criteria (SQL) |
]

pression.

K|
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Select the item
for the second
part of your
expression.

#4 Item Comparison Selector [_TO] =]

You specify the second part of your expression using the Item Comparison
Selector window. In the Selection Criteria window, click Item Compare. The
Item Comparison Selector window opens:

Panels Items: Functions:

LI

Adverse events _Define New ltem_ actual value
Concomitant medications Subject

Demographic infarmation isit Numnber Calendar Month
Drug administration Page Mumber Calendar Day
Drug compliance: Page Repeat Day of weelk
Subject enralment Wisit Repeat
Exclusion criteria Protocol identifier
Inclusion criteria isit date:
Investigator information Subject initials
loint i

Joint summary
Labaratary tests ace

Stores nomal range values for lab tests Race not in codelist
Medical Histary Sex

Meuralogical examination Infarmed consent date
Physical examination Age (derived)
Previous medications Pregnant?
Investigator signature Smakes?

Temination page Allergies?

Clintrial Resolve - item values for discrepancies COUNTRY

Clirtrial Resolve discrepancies
Vital signs

To add your selection to the Select Criteria list, you must first redisplay the
Selection Criteria window. From the Window menu, select Selection Criteria
[Ad Hoc Query]. When you click ADD expression to criteria, Retrieve places
the expression in the Select Criteria list.

Note: Once you make a selection in the Item Comparison Selector window, the
item you specify is compared with any subsequent selections you make in the
Selection Criteria window. If you would like to continue your SQL statement
with expressions containing specific values, you must first close the Item
Comparison Selector window.

You cannot specify both a specific value and an item comparison within the
same expression. If you specify an item comparison and you also specify a value
in the Value field, the specific value overrides any selections that you make in
the Item Comparison Selector window.
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Adding an expression

After you select the
panel, item, function,
operator, and value,
click this button.

After you specify an item, function, operator, and value, you add the expression
to the Select Criteria list. To add an expression, click ADD expression to
criteria. Ad Hoc Query then places the expression you created in the next
available line of the Select Criteria list:

#} Selection Criteria [Ad Hoc Query]

Panels: Items: Funtiors:

a | | Subject -
_I Wigit Mumber ]I

Subject enroliment

Exclusion criteria

I fiteria
vestigator information

s3e33ment

Joint summany

Laboratory tests =
Choras serrna] ranna shiss far
4 i »

Page Mumber
Page Repeat
Wisit Fiepeat

The expression is
then added to the
Select criteria list.

When you add
multiple expres-
sions, a logical op-
erator field
appears.

isle
Update Erowsersq ADD expression to criteria i )

\ \ Select Criteria [Text) |
80

— Yital signs.Pulse rate >

Yalue:
Display Stats | Display Values | IEM— Itern Compare

Select Criteria (SOL) | El
121.PULSE >80 N

i ﬂﬂ

If you add more than one expression to the Select Criteria list, Ad Hoc Query
automatically uses AND as a logical operator between the expressions. You can
change this operator to OR or to ANDSelect.

The following logical operators determine how Retrieve selects subjects from
the database:

« AND

Use AND as a logical operator when you want to retrieve subject records that
meet both the first expression criteria and the second expression criteria.

* OR

Use OR as a logical operator when you want to retrieve subject records that
meet either the first expression criteria or the second expression criteria. The
records are not required to meet both expression criteria.

« ANDSelect

Use ANDSelect as a logical operator when you want to retrieve subject
records that meet criteria that may be mutually exclusive. ANDSelect creates
selection segments that are evaluated in succession, so that one segment’s
criteria do not exclude records that meet another segment’s criteria.

For example, you may want to retrieve records for subjects whose systolic
blood pressure was greater than 125 on the initial visit, but was less than 125
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on the final visit. You can use ANDSelect to create an expression to retrieve
those records:

| Select Criteria [Text) | Select Criteria (SQL] | =
1 Vital signs.Blood pressure - systolic >125 T21.BPSYS »>125 J
AN DSG|GC’[ 2 Vital signs.Visit Number =-1 T21.¥ISND ="-1"

ANDSelec) VYital siqns Blood pressure - systolic <125 T21 BPSYS <125
a I N E N

logical operator

AL o

To create complex queries, you can add parentheses to the Select Criteria by
entering the parentheses directly in the SQL column.

Defining new query items

You can define new query items whose values are derived from existing items.
The items you use to derive the new query item can be in different panels. These
derived values are stored in a file on your client and are available to your user
account any time you use Ad Hoc Query, until you delete them. You also can edit
any new query items you define.

For example, you may want to retrieve records for subjects that are over the age
of 50. However, the protocol you are using does not store this value. You can
define a new item in the DMG panel called Age, which derives its value from the
items Birth Date and Visit Date. Then, you can use the new item to create your
expression.
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To define a new item, in the Selection Criteria window, select a panel in which to
store the reference to the new item. Then, from the Items list, select Define New
Item. The Define New Item dialog box opens:

#i Define New Item

Panels Items: Functions:

Adverse events | [Subject - Save |
Concomitant medicatiol isit Murnber =
Demaographic informatic Page Mumber

Drug administration Page Repeat

Drug compliance: Wisit Repeat

Subject enralment Protocal identifier
Exclusion criteria Visit date

Inclusion criteria Subiject initialx
Investigator information Diay number

Joint assessment Pulse rate

Jaint summary Blood pressure - diastolic
Labaratary tests Bload pressure - spstolic
"weight in bs

Stores nomal range va
Medica Histor T [Centiarade temnerature =
4 3 4 3

Mew Item Description:

| Add Item to Expression

| Expression Item | Dperator
|

Define your new item and specify a new item description, then click Save. The
new item is automatically added to the end of the Items list in the Selection
Criteria window.

You also can edit any new query items you define. To edit a new item, in the
Selection Criteria window, select it from the Items list, then from the Edit menu,
select New Item.

Note: The query items you define also display in the detail data window when
you select the associated panel. For more information, see "Displaying detail
data for a subject" on page 395.

Saving the query

You can save any Ad Hoc Query to the Query Library, so that you or other users
can use the query.
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To save a query, from the File menu, select Save Query As. The Save Query As
dialog box opens:

W Save Query As

Protocol Name

MEDIKA_CLINICAL [females in study
B ANDSelect sample Cancel

Description

I=| Public:Querp

In this dialog box, you specify the following:
* A name for the query

The name can be up to 20 characters and is displayed in the Query Library.
» A description of the query

The description can be up to 70 characters and is displayed in the Query
Library.

* Whether to save the query as a public query or as a private query

For more information on public and private queries, see "Types of security
access” on page 3109.

Once you save an Ad Hoc Query, you or another user with the appropriate access
rights can modify and run it.

For more information on saved queries and the Query Library, see
Chapter 24.

Running the query

After you create the query, you can run it to obtain the query results.

To run the query, from the File menu, select Run Query. Retrieve runs the query
and sends the results to the specified results destination.

Note: If the Data Browser window is already open, you can run the query by
clicking Update Browsers.

If you send the results to a window, the Data Browser window opens and
displays a list of subject records that meet the query criteria.
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For more information on the Data Browser window, see the next section.
For more information on results destinations and running queries, see Chapter

30.

Working with the Data Browser

Data Browser workflow

The Data Browser window displays subject records that meet the query criteria.
You can use this subject record list to browse, print, and save subject data.

The following figure shows the Data Browser workflow:

Print Subject

Display the Subject
Record List

Save Subject Record
List and Detail Data

Display Detail Data

Record List
Freeze a Display Display Display Print
Case Tags Audit Trail CRF Image Detail Data

Note: All of the tasks illustrated in this workflow are optional.

Working with the Data Browser
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Displaying the subject record list
When you run an Ad Hoc Query and send the results to a window, the Data
Browser window opens and displays a list of subject records that meet the query
selection criteria:

You select panels

from this list to ) Data Browser [Ad Hoc Query]
d |Sp|ay detail data 30 Cases Selected: Panels
for a case. Cancamiort medicalions
2 |MEDIKA_CLINICAL 3 325 01-FEB-1999 KAD Demog e Informalien
3 |MEDIKA CLINICAL 3 325 01-FEB-1999 CRL Drug cormpliance
Subject records | 4 |MEDIKA_CLINICAL 3 325 01-FEB-1999 BBN Eub\ecl entaliment
5 |MEDIKA_CLINICAL 3 325 01-FEB-1999 DPR In”ﬁﬁ[':‘;‘ﬂ”ﬂ”;{t':{':
are also referred 6 |MEDIKA_CLINICAL 3 325 01-FEB-1999 EPG Investigator information
to as cases. 7 |[MEDIKA_CLINICAL 3 325 01-FEB-1999 CRB ju!nt assessment
8 |MEDIKA_CLINICAL 3 325 01-FEB-1999 AMS Lna'g‘éfal:g‘gfgts
9 |MEDIKA CLINICAL 3 325 01-FEB-1999 PBD Mhedical History
The Subject record 10 [MEDIKA_CLINICAL 3 325 01-FEB-1993 MJS Heurological examination
. L . 11_|MEDIEA_CLINICAL 3 325 01-FEB-1999 DNR EWS'DE‘ e*a;“”al“m
list displays a list of 12_|MEDIKA_CLINICAL 3 325 01-FEE-1999 BOS Investigator signature
subject records that 13 |MEDIKA_CLINICAL 3 325 01-FEB-1999 PDM Termination page
A 14 |MEDIKA_CLINICAL 3 325 01-FEB-1999 JSB Clintrial Riesolve discrepancies
meet the query crite- 15_|MEDIKA CLINICAL 3 325 01-FEB-1999 JCB Vil signs
ria 16 |MEDIKA_CLINICAL 3 325 01l-FEB-1999 CPE
. 17_|MEDIKA_CLINICAL 3 325 01-FEB-1999 KKG
18 |MEDIKA CLINICAL 3 325 01-FEB-1999 RNS
19 |MEDIKA_CLINICAL 3 325 01-FER-1999 | §W
20 |MEDIKA_CLINICAL 3 325 01-FEE-1999 JTS
21 |MEDIKA CLINICAL 3 325 01-FEB-1999 GDL
22 |MEDIKA_CLINICAL 3 325 01-FEB-1999 HMwW
23 |MEDIKA_CLINICAL 3 325 01-FEE-1999 RPW
24 |MEDIKA CLINICAL 3 325 01-FEB-1999 KDL
25 MEDIKA_ELINI[:AL a 325 01-FEB-1999 CKM
. . 26 |MEDIKA_CLINICAL 3 325 01-FEE-1999 DCJ
Click to display
data from a Ber et
different case. |

The subject record list contains key clinical data for each subject. The type of
information that displays is determined by your system administrator. For more
information, see Admin and Design.

Each column in the subject record list is sized automatically to the column length
specified in the database. You can expand or contract any of the columns in the
list.

Each time you modify the selection criteria in the Ad Hoc Query window, and
then click Update Browsers, the Data Browser updates the subject record list to
include subjects that meet the new selection criteria.
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You can display detail data for a subject by selecting a panel, which displays
item values from that panel for the selected subject. For more information, see
"Displaying detail data" on page 395.
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Printing the subject record list

To print the list of subjects that meets the current selection criteria, you click the
title of the subject record list, and then from the File menu, select Print.

For more information on printing query results, see Chapter 30.

Saving the subject record list

You can save the list of subject records to a file, to an Oracle database table, or to
a SAS Data file so that you can use the data in other applications.

For information on saving query results, see "Saving the query" on page
391.

Displaying detail data

Displaying detail data for a subject

The subject record list displays only the key clinical data items specified by your
system administrator. You also can display detailed data for a subject by
selecting a subject, and then selecting a panel. Retrieve opens a window that
displays the values of the panel’s items for the selected subject.

Note: The Detail Data window also displays any query items you have created
for the associated panel. For more information, see "Defining new query items"
on page 390.

To select a subject, in the Detail Data window, click anywhere in the row for that
subject. You also can use the Prev CASE and Next CASE buttons in the Data
Browser window to view data for the previous or next subject in the list.

To select a panel, click one of the panels displayed in the Panel list. A new
window opens, displaying a spreadsheet containing the descriptions and the
actual data for the selected subject.

Py
@
—
=
@
<
)

Displaying detail data 395



[¢D)
>
2
j -
fra
[¢5]
e

The cells in the detail
data table are

For example, the following Detail Data window shows the data from the Vital
Signs panel for a subject:

4} Demographic information [MEDIKA_CLINICAL:3:]

A R -

highlighted to help
you differentiate the
data. For example,
these cells contain
context item data.

These cells
contain the
description of
items.

These cells

1 _/[Subject ANA103
2/ |Visit Number 1]
Page Number 3
4 |Page Repeat
5 |Visit Repeat
G |Protocol identifier | 325
A [Visit date 01-JAN-190
8\ |Subiject initials MLH
] ay number -1
10_|Birth date 23-0CT-1940
11 |Race Asian

12 e not in cadelist
13 /Sex emale
01-FEB-1999

14/ |Intormed consent\d
15| |Age [derived 58

15‘ Piegnant? Mo
17| |Smokes? ] Mo
18 \Allergies? o
19 |COUNTRY {

contain the
clinical data for
the panel.

-
41| ﬂJ
Audit Trail Tag: | Freeze Case |

If the selected panel contains multiple observations, as shown in the preceding
example, all observations for the panel and subject appear in the panel view
spreadsheet, ordered by visit date. You can expand or contract any of the
columns in the spreadsheet.

Freezing a case

As you browse subject data in the Data Browser, the Detail Data windows are
updated to reflect data for the currently selected subject. You also can browse
data in multisubject mode, which allows you to review data for different subjects
simultaneously.

Each Detail Data window has a Freeze Case button. When you click Freeze
Case, the button label changes to Case Frozen. At this point, the Detail Data
window is frozen, and does not update when you select another subject. You can
then open an additional Detail Data window for the panel to display data for
another subject, while continuing to display the first subject’s detail data in the
frozen Detail Data window.
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Freezing a case allows you to display detail data from the same panel for many
subjects simultaneously, providing you with a useful comparative clinical studies
tool.

Displaying tags

The Tags button
switches to Tags ON.

You can display tag (flags and notes) information associated with a subject and a
panel by turning on tag display.

To turn on tag display, in the Detail Data window, click Tags. The Tags button
switches to Tags ON, and the Detail Data window displays tag information for
any subject that you select until you turn off tag display:

4} Demographic information [MEDIKA_CLINICAL:3:]

A B
1_ [Subject ANA103 ]
2 |Visit Number 1]
3 |Page Number 3
4 |Page Repeat
5 |Visit Repeat
6
7
8

Protocol identifier | 325
Visit date 01-JAN-1900

Subiject initials MLH
9 |Day number =
10_|Birth date 23-0CT-1940
11 |Race Asian

12 |Race not in codelist
13 |Sex Female

14 |Intormed consent da01-FEB-1999
8

15 |Age [derived 5
16 |Pregnant? Mo
17 |Smokes? No
18 |Allergies? No
19 |[COUNTRY

-
| ! of
Audit Trail Freeze Case |

Displaying the audit trail
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You also can use the Data Browser to display the audit trail for a panel. The audit
trail documents the dates on which an item was modified, and the value of the
item before the modification.
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To display the audit trail, select a column from the Detail Data window, then
click Audit Trail. The Audit Trail window displays the data chronologically,
with the original data in the rightmost column:

4 AUDIT:Demographic information [MEDIKA_CLINICAL:3:]

A B C D E E
1__[Modification Date/T{1999-03-16 12:53 |1999-03-05 14:47 |1999-02-28 11:06|1999-02-26 15:29 ]
2 |[Entry ID CT5YS KIT KIT KIT
3 [Subject ANA103 ANAT03 ANA103 ANA103
4 |Visit Number 1] 1] 0 0
5 |Page Number 3 3 3 3
6 |Page Repeat
7 |Visit Repeat
8 |Protocol identifier | 325 325 325 325
9 [Visit date 01-JAN-1900 01-JAN-1900 01-JAN-1900 01-FEB-1999
10_[Subiject initials MLH MLH MLH MLH
11 _|Day number -1 -1 -1 -1
12 |Birth date 23-0CT-1940 23-0CT-1940 02-MAY-1952 02-MAY-1952
13 |Race Asian Asian Asian Black
14 |Race not in codelist
15 |Sex Female Female Female Female
16 _|Intormed consent da|01-FEB-1999 01-FEB-1999 01-FEB-1999 01-FEB-1999
17 |Age [derived 58
18 |Pregnant? Mo No No No
19 |Smokes? Ho No Ho Ho
20 |Allergies? Ho No Ho Ho
21 _|[COUNTRY

Printing detail data

To print the data from a particular subject’s Detail Data window, from the File
menu, select Print. A dialog box opens, displaying a list of all open windows in
the Data Browser.

You can print the data from as many windows as you want. Each window’s data
prints on a separate sheet of paper.

For more information on printing query results, see "Printing from the Query
Results window" on page 408.
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Queries in distributed protocols

This chapter describes how Retrieve works differently in a Multisite
environment, and contains the following sections:

» Distributing queries with protocols
» Creating queries in distributed protocols

Distributing queries with protocols

Public queries are distributed with a protocol. Private queries are not distributed
with a protocol.

Creating queries in distributed protocols

If a protocol has been distributed, you can create a private query in the protocol
at the Distribution Master site or any Distribution Subordinate site.

You can never create a public query at a Distribution Subordinate site. You can
create a public query at the Distribution Master site only when the protocol is
open for revision. You can view changes to a public query in the Comparison
Details report.

If you want to create a new public query in a distributed protocol:

1. Open the protocol for revision at the Distribution Master site.
Create the new public query.

Close the protocol for revision.

Distribute the revision of the protocol to all Destination sites.
Accept the revision of the protocol at all Destination sites.

AR A

Clintrial software-supplied MedDRA queries
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In a Multisite environment, if you use MedDRA, you need to distribute the
CT_MEDDRA protocol to all participating replication sites, and also run the
ct_meddra_util.create_meddra_functions at each site. When you execute the
create_meddra_functions, you create functions used in Clintrial software-
supplied Retrieve queries to return a higher level term code, as well as the code
for the lower level term.
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These functions can also be used in SELECT statements in SQL Tools or in
derivations.

For more information on these functions, see the MedDRA-related functions in
the Reference Guide.
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Overview

Running a query

To retrieve data from the database, you run queries that you either have just
created or that you or another user have saved to the Query Library.

When you run a query, Retrieve uses the query criteria to retrieve the
corresponding data from the Oracle database tables. Once you have retrieved the
data by running the query, you can print the results, or save them in a variety of
formats.

You can run the query from the Query Library or from a query window. To run
the query, from the File menu, select Run Query, or on the toolbar, click Run.

Specifying the results destination

Before you run the query, you must specify one of the following destinations for
the query results:

* A window on your monitor
If you are running a Query By Form, Query By Panel, or Query By SQL, this
destination sends results to a Query Results window.

If you are running an Ad Hoc Query, this destination sends results to a Data
Browser window.

* An Oracle database table
A SAS Data file

You select the destination from the Results menu. A check mark is displayed
next to the selected destination. This destination remains selected for all queries
run in the Retrieve session until you select a new destination. (When you begin a
Retrieve session, the results destination defaults to To Window.)
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Sending results to a Query Results window

You should direct your query results to a window on your monitor if you want to
immediately display the results of your Query By Form, Query By Panel, or
Query By SQL; print the query results; or, save the query results in other
formats.
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When the results destination for a Query By Form, Query By Panel, or Query By
SQL is To Window, and you select Run Query from the File menu or click Run
on the toolbar, a Query Results window opens, displaying the results of the

query:

#a) Query By SOL Results

SELECT AGE, DAYNO, RACE, SEX, SUBJECT, ¥ISDATE FROM MEDIKA_CLINICAL.DMG_DATA %
Age Dapno  Race Sex Subject Wisdate
4341 TANATOT |241./1999 00:00:00
441 2ANAT0Z |2/1/1999 00:00:00
B5-1 1HEL10T |241/41999 00:00:00
541 1|kaN101 |241./1999 00:00:00
1 2
1 2

19 HEL102 24141333 00:00:00
37 MANTO2 |2/1,/1335 00:00:00

Pl el =t | | | —

1<l 1 vl

In the Query Results window, the query results are displayed in a table. You can
customize the results table by resizing, filtering, and sorting the columns before
printing or saving the results.

Resizing and moving the columns

When the Clintrial software sends the results to your monitor, each column
appears in a default column size, determined by the length specified in the item
definition. You can resize the columns by clicking on the column border, then
dragging the column border to the size you want.

To change the order of the columns, click in the column header for an item and
drag the column to a different location.

Filtering the query results

You can filter the results that appear in the results table to display different
subsets of data.
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Caution: Any filter that you specify applies only to the subset of results that are
& displayed on your monitor. However, when you save the results, all the results
are saved.
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To filter the results, from the View menu, select Filter. The Specify Filter dialog

box opens:
Specify Filter
[ ~l | ok |
Cancel |
J “Werify |
Functions: Columns: ﬂl
o @ abaf %] - age
J J azcf g :I dayno
avgl e for all ] race
ﬂ ﬂ bitrap [ 2] sEM
cedlingl =] subject

caze[ » when a ther vigdate

0 NS N iy |

For more information on how to use the filter dialog box, see the Help.

Sorting the query results

You can sort the clinical data in ascending or descending order, by item. From
the View menu, select Sort. The Specify Sort Columns dialog box opens:

Specify Sort Columns

1] Drag and Dirop items.
2] Double click column to edit

) Cancel |
Source Data Columns Ascending
age Help |

dayno
race
SER

subject
vizdate

Drag an item from the Source Data list to the Columns list. The first item you
select is the primary sort item for all rows meeting the query criteria. I1f you

select a second item, the data is sorted by the values in that item, grouped by the
first sorting.
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Caution: The sort order you specify is not in effect when you save the query
/ i 4 results.
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For more information on the sort order in a Query By Form, see "Selecting fields
for retrieval” on page 339.

For information on specifying a sort order in a Query By SQL, see your SQL

documentation.

Sending results to a Data Browser window

If you want to immediately display the results of an Ad Hoc Query, print the
query results, or save the query results in other formats, you should direct the

query results to a window on your monitor.

When the results destination for an Ad Hoc Query is To Window, and you select
Run Query from the File menu or click Run on the toolbar, a Data Browser
window opens, displaying records for subjects that meet the query criteria in a

subject record list:

:# Data Browser [Ad Hoc Query]

38 Cases Selected:
Stud] GENGERSRAIOTI VISDATE |IBJINI

MEDIKA CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL
MEDIKA_CLINICAL

PBrev CASE | Hext CASE

-
=

-

-
(X}

-
7]}

-
-

-
@

-
@m

-
=

-
@

-
T}

[}
=

(=]

]
X}

N
[

n
=

r
1}

T R A I A U IR R R X U )

[}
-]

[ AN-1900 MIH
325 01-FEB-19939 KAD
325 01-FEB-1999 CRL
325 01-FEB-1999 BEN
325 01-FEB-1999 DFR
325 01-FEB-1999 EPG
325 01-FEB-1999 CRB
325 01-FEB-1999 AMS
325 01-FEB-1999 PED
325 01-FEB-1999 NJS
325 01-FEB-1999 DNR
325 01-FEB-1999 BOS
325 01-FEB-1999 PDM
325 01-FEB-1999 JSB
325 01-FEB-1999 JCB
325 01-FEB-1999 CPE
325 01-FEB-19939 KKG
325 01-FEB-1999 RNS
325 01-FEB-1999 L5W
325 01-FEB-1999 JTS
325 01-FEB-1999 GDL
325 01-FEB-1999 NMW
325 01-FEB-1999 RPW
325 01-FEB-1999 KDL
325 01-FEB-1999 CKM
325 01-FEB-19939 DCJ

Panels:

O[]

Adverse events
Concomitant medications
Demagraphic information
Ciug administration

Dirug compliance
Subject enrollment
Exclusion criteria
Inclusion criteria
|nwestigator infarmation
loint assessment

Joint summary
Laboratory tests

Medical History
Neuralogical examination
Physical examination
Previous medications
Investigator signature
Termination page
Clintrial Resolve discrepancies
Vital signs

The subject record list contains a spreadsheet of key clinical data for each
subject, which is determined by your system administrator. You can resize the
columns in the subject record list before saving or printing the results.

Sending results to a Data Browser window 407

Py
@
—
=
@
<
)




Resizing the columns

Each column in the subject record list appears in a default column size,
determined by the length specified in the item definition. You can resize the
columns by clicking on the column border, then dragging the column border to
the size you want.

Changing the selection criteria

Each time you modify the selection criteria in the Selection Criteria window,
then click Update Browsers, the Data Browser instantaneously provides a
listing of the subject records that meets the new selection criteria.

Displaying detail data for a subject

You can display detail data for a subject by selecting a subject record, then
selecting a panel. Retrieve opens a window that displays the values of the
selected panel’s items for the selected subject.

For more information, see "Displaying detail data for a subject" on page
395.

Printing query results

Printing from the Query Results window

After you have customized the display, you can print the query results from the
Query Results window.

To specify the printer, from the File menu, select Print Setup.

To print the results, from the File menu, select Print. Then, in the Print Options
dialog box, specify the print options and click OK.
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Retrieve prints the query results on the specified printer, just as they appear in
the table in the Query Results window:
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i Query By SOL Results

SELECT AGE. DAYND, RACE. SEX. SUBJECT. ¥ISDATE FROM MEDIKA_CLINICAL DMG_DATA

Age Dayna  Face Sen Subject Wizdate

431 1 1ANATD 24141999 00:00:00

441 2 24MAT02 2411999 00:00:00

ER-1 1 1/HEL10T |2/1,/1999 00:00:00

191 2 2HEL102 |2/1/1993 00:00:00

541 1 1{kaN101 |2/1,/1999 00:00:00

LA 2 2MANT02 |2/1,/1999 00:00:00 —
Kl | r I_I

Printing from the Data Browser window

You can print the subject record list and detail data for the list of subjects from
the Data Browser window.

To specify the printer, from the File menu, select Print Setup.

To print the results, from the File menu, select Print. The Data Browser Print
dialog box opens:

Data Browser Print

Please select Data Browser
related objects to print, then press FErint
PRINT button.

D ataBrovsser Patient List

Select the panel whose data you want to print, then click Print. Retrieve prints
the subject record list on one page, and the items from the selected panels for all
subjects in the subject record list on another page.
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Saving query results

Saving results to a file

You can save the query results in a variety of formats, then use these results in
other applications to analyze the data or create reports.

To save the results, from the File menu, select Save Results As, or on the
toolbar, click Save.

» If the query results are in a Data Browser window, the Results Panel
Selection dialog box opens. Select the panel for which you want to save data,
then click OK, which opens the Save Results As dialog box.

» If the query results are in a Query Results window, the Save Results As
dialog box opens:

iy Save Results As.. e |

path:  CCT47

File Marme:
Jtest s Brovsc..
File Format

iCumlnu Soporated Yaues [LC5Y] j Tt OeArle.

SRS Card Files ~Encading
Labek Record Lengthe
| |— " ANSI
* UTF-8
™ Make PROC FORMATS
oK I cancel Help

In this dialog box, you specify the file name and file format you want. If you are
saving the results to an Oracle database table or to a SAS Data file, you also
specify additional information.

You can save CSV file outputs to either a Unicode or a non-Unicode format on
the Japanese operating system. Under Encoding, the are radio buttons to allow
the choice of UTF-8 (Unicode) or ANSI (non-Unicode) output to SAS. The
default value is UTF-8. The ANSI option is available to the Japanese operating
system only, and is grayed out in the English operating system. The phrase
ENCODING='ANSI'" is added at the end of the INFILE statement when the
ANSI button is selected.
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Caution: If you send the query results to the To Window destination, be sure
that all records are returned before you save the results. You can save the results
before all the records are displayed, in which case the file may not contain all the
records that are returned.

The sort order you specify is not in effect when you save the query results.

The file name you specify automatically uses the three-character extension
corresponding to the file format you select. The file is stored by default on your
C drive. You can change this default location by clicking Browse, then selecting
the location you want.

Caution: If you override the default file extension, the Clintrial software still
saves the results in the specified format. You cannot change the format by
changing the file extension.

The following table lists the formats supported by Retrieve. You can also save
the results to an Oracle database table.

File Extension: File Format:

.CSV Comma separated values
.DBF dBase2 or dBase3

.DIF Data Interchange Format
XLS Microsoft Excel Format
PSR InfoMaker Report

.SAS SAS Data file

Note: When you choose this file format, you also need to
specify additional SAS Data file information. For more
information, see "Saving results to a SAS Data file" on page

413.
A
1)
.SQL SQL Syntax :
=
TXT Text file S
WMF Windows Meta File
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Saving results to an Oracle database table

You can send the results of a query directly to an Oracle database table as
follows:

1. From the Results menu, select To Oracle Table.

Note: To access the Oracle database table you create from within the
Clintrial software, you can use an SQL statement in Query By SQL to
retrieve records from the table.

2. When the results destination is To Oracle Table, and you select
Run Query from the File menu or click Run on the toolbar, the Results to
Oracle Table dialog box opens:

m Results to Oracle Table =]
-~ Dracle Table -“
Table name I
Cancel |
&+ REFLACE
If table with this name exists
zpecify an action | 4PPEND
 ABORT
Help |

In this dialog box, you specify the table name, and the action Retrieve should
take if a table with this name already exists in your user account directory.
Retrieve stores the Oracle database table in your Oracle user account using your
default tablespace.
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Saving results to a SAS Data file
You can send the results of a query directly to a SAS Data file, so that you can
use SAS to analyze the retrieved data:

1. From the Results menu, select To SAS Data file.

2. When the results destination is To SAS Data file, and you select
Run Query from the File menu or click Run on the toolbar, the Create a
SAS File dialog box opens:

Create a SAS File B x|

{* Generate SAS Data File BE

Label: E Cancel
Record Length: I 400

File Name: |

Browse...
Make PROC FORMAT [

di

Help

{~ Generate SAS Format Library

File Mame:

—Encoding

. ANSI ¥ UTF-8

In this dialog box, you specify the label, record length, and file name for the data
file.

The user preference RTV_SAS_RECLEN determines the default record length
for SAS Data file retrievals. You can override this default by entering a new
value in the Record Length field. If you choose the ANSI option in the
Encoding field, the length for items with the VARCHAR?2 datatype will be
doubled. For the UTF-8 option, the length will be five times the original item
length. The increase of the length is for Unicode databases when the
NLS_LENGTH_SEMANTICS is CHAR. The Record Length field may be
increased if appropriate.
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Retrieve uses the file name you specify to create two SAS files with different
extensions: an ASCII raw data file (file extension .dat) if the ANSI option is
selected, and a command file (file extension .sas). For example, if you specify
ENROLL as the file name, Retrieve creates the files ENROLL.DAT and
ENROLL.SAS.

The SAS files are stored by default in your Clintrial software directory on your
client computer. You can store them in a different directory, or to a network, by
clicking Browse, and then selecting a new drive and directory.

In addition to creating SAS command and data files, you can create proc formats
to use with the data files in the SAS application. You can create two types of
proc formats:

» Proc format specific to the data file retrieval

If you want to create a proc format specific to the data file you are creating,
you check Make PROC FORMAT. The format file is stored in the same
directory as the data file, using the file name you specified and the file
extension .FMT (for example, ENROLL.FMT). This file is stored with the
other two SAS files.

Caution: If the proc format file has any statements in addition to the PROC

& FORMAT statement, it lists the codelists that are referred to by the exported
items. However, each codelist name is appended with a letter, indicating how
the code is being decoded:

— V — Decodes with the value in the Value column.
— S — Decodes with the short label.
— L — Decodes with the long label (up to 40 characters).

You must edit the file to remove the V, S, or L, so that the format in SAS has
the same name as in the Clintrial software database.

» Format library for the entire database

If you want to create a format library for the entire database, you select
Create Format Library, then specify the directory and file name for the
format library.

The user preference SAS_LIBNAME determines the default file the Clintrial
software uses for storing the format library file. You can change this file at
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the time you create the format library. Retrieve adds the file extension .FMT
to the file name you specify when it creates the file.

For more information on user preferences, see "Setting your user
preferences"” on page 315.

In the Japanese operating system, you can set the Encoding for the SAS
output file to either ANSI or UTF-8 at the time you create the format library.
ANSI is disabled in English operating systems.

Click on the encoding method you would like the SAS file saved in. Select
either ANSI or UTF-8.

If data are in multiple languages, such as in a combination of Japanese,
Chinese and English, then the UTF-8 option will not work correctly. You
must edit the SAS file directly to use variable lengths and delimiters. The
data file may use comma separated output first, then be changed globally to a
desired delimiter.

Saving query results 415
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A

accepting proposed resolutions 210
access levels

for Retrieve 320

None 320

Publish 320

Read 320

Write 320

access rights
assigning 228
for enrollment 48
for Enter 34
for Resolve 229
for Retrieve 313
for using Resolve with Enter 233

Actual Value function
in Ad Hoc Query 384

Ad Hoc Query
Actual Value function 384
adding expressions 389
audit trail 397
Calendar Day function 384
Calendar Month function 384
Calendar Year function 384
comparing items 387
creating 381- 391
Data Browser workflow 393
Decoded Value function 384
defining query items 390
definition 380
displaying detail data 395
displaying statistics 383
displaying subject record list 394
freeze case 396
functions 384
printing detail data 398
printing subject record list 395

relational operators in 385
running 392

saving query 391

saving subject record list 395
selecting functions and operators
selecting items 382

selecting panels 382

selecting values for 386

Selection Criteria workflow 381

tags 397
users 380
adding

discrepancy records 167
discrepancy statuses 253
discrepancy transitions 255
flags 103

joins in Query By Panel 371
notes 108

records to an observation 137
repeating items 81

WHERE clause in Query By Panel

ALL
setting as default 315, 365

AND logical operator 389
ANDSelect logical operator 389
Apply Proposed Values
command 211
applying new values 211
assigning
access rights 228
discrepancy statuses 179

group functions in Query By Panel

audit table 45, 306

audit trail
Ad Hoc Query 397

384

372

367

AUDIT_REASON_REQD system parameter

129

87,
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auditing discrepancies 292
auditing discrepancy data 245

Autoclosed
discrepancy status 176

Autoclosed discrepancy status 255

autocoding failures (resolving) 170, 213
autocoding-related discrepancies 170, 213

automatic flags 102
automatic saving 85

automating discrepancy checking 164

autoskip 79

B

batch ID numbers 228
batches

canceling 200

definition 196

printing 197

selecting records for 196
blind verification

definition 125

performing 130
block key items

used in joins 336, 370
blocks

definition 54, 308

repeating 63, 147
browsing discrepancy records 184

C
Calendar Day function
in Ad Hoc Query 384

Calendar Month function
in Ad Hoc Query 384

Calendar Year function
in Ad Hoc Query 384

canceling a batch 200
carried values 74

case report forms see CRFs (case report forms)
changing

discrepancy statuses 179
check boxes 73
CLASSIFY error type 170, 185, 213
CLEAR_ERRORITEMS 287

clinical data
definition 304
displaying details 395, 408
summarizing for column 367
clinical data study books
enrolling subjects 49
using 54
clinical data tables
selecting types in Query By Panel 365
types 306

Clintrial protocol
definitions 304

closing discrepancy records 179, 215, 252
closing the Query Library 321
CNT_LLT query 325
CNT_LLT_CNT_LLT_ALL_TERMS query 326
CNT_LLT_PT_SOC query 327
CNT_LLT_PT_SOC_FUNC query 328
CNT_LLT_PT_SOC_TERMS query 329
CNT_PT query 329
CNT_PT_HLT_HLGT_SOC query 330
CNT_PT_SOC query 331
codelist item

setting value for query 315, 340, 357
codelists 73

CTS_REASON_CODES for discrepancies 153

display of values in discrepancy items 236

setting values for in Query By Form 340
columns

and items 305

resizing in Data Browser window 408

resizing in Query Results window 405
commands
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hot keys 88
comparing items in Ad Hoc Query 387
concluding discrepancy research 215
confirmation, query for 174, 195, 209
Confirmed As Is

discrepancy status 176
Confirmed As Is discrepancy status 215

context items 42

displaying investigator information from 186,
190, 218, 256, 257, 262

context page sections 54, 308
converted values 74
copying queries 322
COUNT
group function 369
creating
Ad Hoc Query  381- 391
discrepancies in Enter 142
discrepancy records 167
observations in non-subject study books 135
Query By Form  337- 347
Query By Panel 363- 376
Query By SQL  354- 357
SAS proc formats 414
subject lists and page lists 93
CRF images
accessing from Clintrial 88
CRFs (case report forms) 40, 56, 307
cross-protocol query 305
CT_DECODE procedure 357
CT_MEDDRA
predefined queries for 324
CT_RESOLVE_USER package

displaying investigator information 153, 186,
190, 218, 256, 258

CT_RESOLVE_USER.INV_ID procedure

displaying investigator information 186, 190,
218, 256, 258

CTRESOLVEREF panels 227

CTRESOLVEREF protocol 296

CTS_REASON_CODES
for Resolve reason for change 153

CTS_REASON_CODES codelist 192, 193, 208,
234, 235

CTV_APPL_RES_CODE system parameter 234
CTV_AUTOCLOSED_RES system parameter 235
CTV_ENTER_CODES user preference 236
CTV_FIRST_HEADER user preference 236
CTV_INITIAL_SORT user preference 236
CTV_OBSOLETE_RES system parameter 235

CTV_ONE_INVESTIGATOR protocol parameter

for investigator information 153, 186, 190,
218, 256, 257, 262

CTV_REQUESTER user preference 237
CTV_SECOND_HEADER user preference 237
CTV_SELECT_INVESTIGA protocol parameter

for investigator information 186, 190, 256
CTV_STARTUP_VIEW user preference 237
CTV_USE_ERRORLOG system parameter 235
customizing

data discrepancy forms 200, 248

discrepancy statuses 182, 251

D
DATA

setting as default 315, 365
data

clinical 304

displaying detail in Ad Hoc Query 395
displaying details 395, 408
duplicating in a study page 83
entering in a study page 69
merged 87
summarizing for column 367
unmerged 86

Data Browser window
as results destination 407
changing selection criteria 408
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workflow 393

data discrepancy forms
customizing 200
definition 157, 196
original or replacement text 198
printing 196
producing 171
redesigning 248
reprinting 200
specifying first line for 236
specifying requester on 237
specifying second line for 237
standard 197

data table 45, 306
datatypes 71

functions for values for, in Ad Hoc Query 384

database tables
setting default type for 315, 365
storing clinical datain 305

databases
switching 24
data-entry workflow 69
DATE datatype 71
date formats
in Query By Form 343
dates in study page fields 75
DATETIME data type 72
Day of Week function see Calendar Day function

decode_type
for displaying code or value 357

Decoded Value function
in Ad Hoc Query 384

decoding items 357

default joins
in Query By Panel 370

default page lists and subject lists 92
default values in study page fields 74
defining protocol parameters 239
defining system parameters 234

deleting
data in study pages 84
discrepancies in Enter 142
discrepancy records 230
discrepancy statuses 253
enrolled subjects 51

flags 105
notes 110
queries 323

repeating items 81
subject lists and page lists 95
derivations 267
derived values 74
DESCRIBE
SQL statement 355
deselecting fields
in Query By Form 339
detail data
displaying in Ad Hoc Query 395
printing in Ad Hoc Query 398
detail records 81
Detailed window
definition 188
Item Values for Discrepancy section
More Detail 194
printing 196
directory
for SAS Format Library 316, 414
disabling auditing 245
DISCREP_STATE panel 251

DISCREP_TRANSITION panel 253, 254

discrepancies
auditing and replicating 292

CTS_REASON_CODES codelist 153

definition 155
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