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Introduction

What is Review

Review is a fully integrated client/server data review tool that makes it

easy to access, review, report and graph clinical data residing in your
clinical or regulatory database (management) system. This powerful,

user-friendly Windows application supports data review with interactive
and integrated patient listings, reports (detailed, summary and format-

ted), graphical and statistical modeling of patient subsets and patient
populations through multi-dimensional analysis. Review was specifi-
cally designed for the pharmaceutical industry to review clinical data

and adverse events.

Features

In addition to supporting ongoing monitoring of patient safety and data
quality, Review provides the following features:

Review allows you to explore your data visually to identify trends.
Intuitive and easy to use; no programming knowledge required.

Direct and immediate access to data stored in existing clinical
database (management) systems.

The data selection pathways mirror the organization of clinical trial
data and data selection processes are based on a “patient” paradigm.

Easy assembly of Patient Selection Criteria to select Project, Protocols,
and Data types. Focus on data values, ranges, and populations by
point and click creation of criteria expressions.

Multiple selections of data across different time periods may be
viewed to identify trends and outlyers.

Point and click utilities for creating and defining Pivot Panels,
additional Join Logic, Clintrial 0 Type Panel Joins, New Derived Items,
and user-defined Event Function Values such as baseline or endpoint.

Data Browser; instant Patient Listings and Panel Views (data lists) of
subject data of patients meeting current selection criteria. Use to view
details of individual patient data, CRF images, Audit Trails and
electronic Notes, accessible for all data values. View patient level
trend graphs for multi-visit numeric data.

Discrepancy reporting; point and click on patient data value(s) or
data column in Data Browser Panel Views and create automatic
discrepancy reports. Manually enter an appropriate message and
optional priority status by clicking the Create Discrepancy button.
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Automatically your discrepancy record is documented and entered
into the Discrepancy Report Panel.

= Patient Profile Browser; defaults all panels/question groups of
patient data into the generated patient profile spreadsheet. Or you can
create a custom patient profile easily organized by panels/question
groups or visit. Display results as single or multiple spreadsheets and
print or export as a workbook by study site.

= Graphical Profiles; display time oriented graphical displays (days on
drug): duration bars for AEs, Concmed, etc., trend plots with normal
range color region, high/low normal symbols for labs, vitals, etc.
Generate PDFs directly for all selected patients.

= Report Browser; mouse clicks on data panels and reporting functions;
such as Means, Baseline, Endpoint, Change from Baseline, and
Change from Previous to produce Summary and Detail Data Listing
Reports. Report formatting may be applied. Color highlighting of out
of range data based on ranges specified. Features for count distinct
column, count item value, suppress duplicate rows is supported.

= Multiple Panel reports are supported by Automatic Joins (including
outer joins) and run time (end-user) defined joins on any panel
including type 0 panels used independently or ‘Shared with others’.

= CrossTab Browser; multi-dimensional data analysis and
Baseline/Endpoint Shift tables for cell statistics allows you to drill
down to the patient data behind each cell.

= Graph Browser; choose from a variety of graphs including line charts
displaying standard deviation with means (display selection), scatter
plots, 2 and 3 dimensional bar charts, and frequency distributions.
Multi page graphing capability for selected 2D graph types providing
multiple graphs on the same page.

= Review provides powerful 3 dimensional bar chart editing, and
complete display editing of all graphs for dynamic presentations of
clinical data.

= Drill-down capabilities within graphs for exploring the details of
graphical patient level data displays. Highlight data in scatter plots or
bar chart and identify patients in the Data Browser to view patient
level displays.

= SAS Proc (Statistical Analysis System Procedures) Browser; provides
access to a powerful statistical engine for versatile adhoc statistical
queries and provides the creation of SAS Data Sets and SAS Data
Views.

= SAS Program Browser; a list of SAS (Statistical Analysis System
Procedures) programs extending Review’s analytical depiction of
patient populations meeting your defined and applied Patient
Selection Criteria. Optional usage of parameterized SAS (Statistical
Analysis System Procedures) programs.

24 Chapter 1: Getting Started



Starting the application

Logging on
To log on:

1. Double-click on the Review icon:

REVIEL

i
A

Integrated
Review

2. Enter your ORACLE user ID, password and server names (and
instance ID where applicable), to connect to the appropriate ORACLE
and SAS servers, using the tab key to move from field to field.

You can select Oracle Server and SAS Server from the drop down
listbox for both.

3. Click OK.

Integrated Review Server LOGON ﬂ

Databaze UzerlD

=
[atabaze Pazaword REUIEW Cancel |

P ok
e

D atabase Server Inteqrated Review

Iic:hpu:-:3 j version 7.0.4

SAS Server Copyright © 1334-2003

Iichpu;.;3 j Integrated Clinical Spstems, Inc.

Choosing an ORACLE database

By default, Review connects to a default ORACLE instance on the
specified server. You can specify the instance ID of another ORACLE
instance from the client application.
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If you want to access an ORACLE database other than the default
database that you normally connect to, add the specified database
identifier (ORACLE SID) to the end of the ORACLE Server name
separated by a colon (:) in the text entry box within the opening Logon
dialog box.

Using an ORACLE connect string

Alternatively you can access to an ORACLE database by the use of an

Oracle Server

I@dhalias

Oracle Server
I@l:husl:instancd

Using Personal Oracle7

When you are using Personal Oracle7, you can access the ORACLE
database by entering the word LOCAL.

i Oracle Server

Wrong password?
If you have entered an incorrect or invalid ORACLE user ID or ORACLE

password, the application notifies you after you click OK. Review
requests that you enter a valid user ID and password.

You are allotted three incorrect entries before the application denies
access.
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On-line Help

On-line Help

Our system of On-line Help can be accessed by clicking Help from the

Menu Bar or the Tool Bar. Select Index to display a list of contents
explaining how to use the functions for the various browsers.

% Integrated Review 7.0 OnLine Help

File Edit Bookmark Options Help

Find Helplopicsl Eack |

3 I Sec flen |

I Cantents |@g lnde:-:l dh ﬁearchl

: @ Integrated Clinical Spstems, Inc. Su
@ Terminology: Systemn Specific
@ Getting Started

@ Integrated Review FAQ's

@ Browszer Object Storage

@ Object Explorer

@ Froject, Pratocl, and Patients

i @ Fatient Listings [Data Browser]

@ Feparts

@ Patient Profiles

@ Graphically Defined Patient Subsett
- Define Custom Panels [DCM Questi
G- Audit Trail

@ CRF Image OnScreen Comparisan
% Yiewing Tags, Motes, Flags
@ Dizcrepancy Feporting

@ Patient Haotes

% Fiepart Pratocal(z] Patient Data
@ Graph Protocol(z] Patient D ata
@ Multi-Dirmensional Analysis

% Generate Statistics [SAS Proc)

@ Generate 545 Data Sets and Tran
@ 545 Proc Analysiz and Logged Ewve
- Schedule 545 Proc Run-Time (Mo
@ Erecute 545 Programs and 545 Pr
@ Schedule 545 Program Fun-Time [
% SA5 Program Analyzis and Logged
@ Accessing Project and Pratocol Do

Integrated Review 7.0 OnLine Heljf

@ Client Defined Itemns [Derved ltem

Getting Started

Terminology for Clintrial Users

Terminoloqgy for Oracle Clinical Users

Start the application

Select Project, protocols, and patients

Generate patient listings

Patient Hotes
Patient Profiles
Report on patient data

Graph patient data

Generate Multidimensional Analysis

Execute ! Schedule SAS Proc's Batch Jobs

Create SAS Data Sets/ Views ! Transport Files

Execute ! Schedule SAS Programs

Access Project 7 Protocol Documentation

On-line Help
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In addition, your site administrator can enable a Local Help for a site
customized help file which can be launched from within Review. If the
Local Help file is enabled at your site, click Help from the menu bar, and
from the display window select Local Help.

[ z
.E Integrated Review

JJ File Edit “iew Fomat Browse Window | Help
[[o S @& e | % Ee ] R =

[Ear Al H el
Uzing Help
Studies
Lo R About Integrated Review...
= D _Defing Join Logic_
_Define Pivat Panel_
Clintrial TAGS

Adverse Events

Patient Subzets IF'uinc: [dby) "I AGGREGATED_CODE!
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Terminology for Oracle Clinical users

Oracle Clinical terms

= Variable names used by Oracle Clinical are an eight character name
which is unique within a view but not unique across views within the
same study. The dynamic views are directly related to the study data
definition of the DCM which the user has defined.

= Text Description as a 40 character SAS label is provided as defined
within the DCM_QUESTIONS table.

= Unique Numeric Identifier - The DCM_QUESTION_ID is study specific
and unique across views.

= Non-Unique Numeric Identifier - The QUESTION_ID is non-study
specific and also is not unique within a study.

What are Oracle Clinical keys?

The key is an identifier which can be used to relate one piece of data to
another. Oracle Clinical has the following fixed hierarchy to define a
parent key:

STUDY
INVESTIGATOR

SITE

VISIT

QUALIFYING VALUE (optional)
SAS_REPEAT_NAME (optional)

The general key names are consistent within a study. Qualifying values
are treated as keys and are named by the qualifying question. Repeat
Sequence Numbers are named using the eight character

SAS REPEAT _NAME. This attribute is added to the
DCM_QUESTION_GROUPS table and is unique within a study.
Constant numeric identifiers are provided for each key with the
exception of qualifying value and repeat.

Patient 10
Site 20
Investigator 30
Visit 40
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For qualifying questions, the QUESTION_ID is used as an identifier. For
the repeat number, a numbering segence based upon the
DCM_QUESTION_GROUP_ID is used to ensure the key is unique.

The Oracle Notation for DCM_QUESTIONS.DCM_QUESTION _ID refers
to the column DCM_QUESTION_ID in the DCM_QUESTIONS.

In addition, a SAS variable is a set of data values that describes a specific
characteristic such as weight and would be the equivalent of an Oracle
Clinical question.

What are Oracle Clinical Data Structures?

Listed are some of the basic data structures which Oracle uses for data
management.

= Domains are unique for the various Oracle Clinical objects such as
Questions, Question Groups, DCMs, Data Extract Views and Queries.
An object name is required to be unique only within a Domain. At the
study level, the Domain is the study and within a study parent object
names are unique. Child object names, such as DCM questions and
DCM Question Groups have different domain uniqueness constraints
described below.

= Questions are the building blocks of collected data and are defined at
the library level.

= Question Groups are a collection of one or more questions and are
defined at the library level.

= DCMs (Data Collection Modules) are defined at the study level and is
made up of one or more question groups.

Note:The Oracle clinical data structure nomenclature for DCM,
Question Groups and Questions will display as title headings in the
Patient Selection Criteria window.

DCM question names are not unique within a study or a DCM under
different conditions. For example, BLOOD_PRESSURE can appear as a
DCM question in two different DCMs within the same study. Also, DCM
questions can occur multiple times within the same DCM question group
and differentiated by an Occurrence Sequence Number. The same DCM
question can also be repeated multiple times within a DCM question
group. The Repeat Sequence Number indicates the repeat of a Question
Response Value. To summarize the three situations of multiple
occurrences of a question within a study:

= A DCM question can occur two or more times within the same
DCM Question Group.
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= A DCM question can repeat within a DCM Question Group.

= A DCM question can occur within different DCM’s of the same
study.

At the library level, Question Names and Question SAS Names are non-
unique across Domains. For Questions with multiple Occurrences in a
single Question Group, the Occurrence Sequence Number is part of the
Question Name. The Repeat Sequence Number (SN) is part of the key, so
within a given DCM, DCM Questions can be uniquely identified.
However, this is not true with multiple DCMs as across multiple
repeating DCM Question Groups in the same DCM which collect the
same Questions. In the example below, the question BLOOD PRESSURE
(BP) is collected in the DCM ADVERSE_EVENTS and the DCM VITALS,
where it appears in both Question Groups of the DCM.

In this STUDY example, the data is collected by two DCMs: VITALS and
ADVERSE_EVENTS. The first DCM VITALS has two Question Groups.
The first DCM Question Group INITBP, is non-repeating and collects the
Question BLOOD_PRESSURE twice. The second DCM Question Group
VITALS, repeats three times. The second DCM ADVERSE_EVENTS has

one DCM Question Group which is non-repeating.

Table 1: Example of DCM, Question Groups and Questions

DCM, Question Group Question short | Occurrence Repeat
name SN

DCM: Vitals (short name VITAL)

Question Group: InitBp (short name IBP)

Initial Blood Pressure BP 1 1

Date of Initial Blood Pressure TimeBP 1 1

Blood Pressure at end of Visit BP2 2 1

DCM: Vitals (short name VITAL)

Question Group: Vitals (short name VITAL)

Blood Pressure Time of Blood Pressure
BP 1 1
BP 1 2
BP 1 3

DCM: Adverse Events (short name ADV)

Question Group: Adverse Events (short name ADV)

AE Date

AE Time AEDatel 1 1

AE Description AETimel 1 1

Blood Pressure AEDesc 1 1
BP 1 1
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What are Data Extract Views?

Oracle Clinical data extract views are of two kinds, standard and custom.
The standard views extract data in a fixed way into the STUDY ACCESS
ACCOUNT selected for types TEST, CURRENT, STABLE, and
SNAPSHOT. The variables in a standard view are unique across the view
and non-unique between views in a given study. The custom views can
be defined by a user with the query builder or by loading view creation
text from a SQL file.

Standard views include both static views and dynamic views. The static
views are the same in every access account. The dynamic views are
directly related to the study data definition. Examples of static views
could be NORMLAB or NORMDATA.

The dynamic views also generated from a standard view are dependent
upon the nature of the DCMs which the user defined. These dynamic
data extract views are created in Oracle accounts in the following
manner:

1. In a study, a view is created for each repeating DCM Question Group
in a DCM. It’s name is the DCM short name concatenated with the
DCM Question Group short name of the repeating Question Group.

2. All non-repeating Question Groups in the DCM are included in a
single view with the DCM short name.

When data extract views are created for the above example, the following
dynamic views are generated:

= VITALVITAL
< VITAL and
- ADV

These standard views are created together with any custom views
defined where the builder can combine data from multiple DCMs. This
data can also be aggregated. The same variable can occur multiple times
within the same row with various aggregate functions applied.
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How does Oracle Clinical pass files to Review?

Following is a brief description of the steps of the process of passing
Oracle Clinical project and study information to Review.

1. When Oracle Clinical first connects to Review, the list of projects
displays from the Oracle Clinical standard table:
RXA_DES.OCL_PROJECTS

2. When you click on a folder, review then presents a list of ‘Study
Access Accounts’ available for that project. These are a combination of
STUDY and the ‘type’ of access (SCURRENT, $STABLE, etc.).

3. When you click on one of the Study Access Accounts, the list of
DCM/Question Groups displays:

All default views created for the study. These are organized by DCM,
if there are multiple question groups per DCM (data collection
module), otherwise, if a Question Group is the only one as a DCM, it
will be ‘promoted’ to the top level, not listed under it’'s DCM:

(+) demNameA
guestionGroupA

guestionGroupB
(-) questionGroupC (only 1 questiongroup in it’s DCM)
(+) demNameC

guestionGroupD

guestionGroupE
(+) Custom Views (list of custom views if any exist)

(+) System Tables (list of registered Foreign Panels meaning any
other Oracle tables or view registered using ReviewAdmin utility).

By default, the PATIENT_POSITIONS table is registered which
displays patient information into the Data Browser list of patients.
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Terminology for Clintrial users

What is metadata?

Metadata is data that define Clintrial objects and other structures. The
tables that store metadata are called data dictionary tables. Data
dictionary tables store reference information about the database and its
structures.

Metadata is stored in the data dictionary tables when you ‘Create a
protocol’.

Clintrial stores the metadata (the protocol attributes) in a data dictionary
table that stores protocol metadata for all protocols.

When you create or modify a panel or an item, and when you install a
panel, Clintrial stores the metadata in tables in ORACLE accounts that
are either system-wide data dictionary accounts, or protocol-specific
accounts that can contain both data dictionary and clinical data
information.

What is a project?

Typically a drug development project, is where a number of grouped
protocols are conducted for a given project.

What is a protocol?

A protocol account (or protocol) is an ORACLE account that serves as a
logical container to organize the objects and data for a clinical study.
Protocols may contain clinical data for a single study or for multiple
related studies.

When you browse clinical data with Review, you specify the protocol(s)
that contains the data you want to review by selecting the protocol(s)
under the selected project from the Studies folders.
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What are database tables?

Clinical data in Clintrial is stored in ORACLE database tables. These
database tables contain clinical data in columns and rows:

A column in the table corresponds to an item, or piece of data.

A row in the table corresponds to a record, or group of related data.

What are panels?

In Clintrial, the ORACLE database tables are defined by panels. A panel
is a collection of logically or clinically related items.

A panel groups together a set of logically or clinically related items from
a CRF page. Panels contain items. For example, a panel might store
physical examination results for a subject.

After a protocol is created, panels are created within the protocol, and
items within each panel.

Panels define the ORACLE database tables that store the records created
when clinical data is entered during data-entry.

Each panel has three associated tables in the ORACLE database: an
update table, a data table, and an audit table.

You can associate a panel with specified derivations and rules, which are
applied to records in the panel when the records are validated in Clintrial
Manage.

Note: In Clintrial, the data structure nomenclature for Panels and Items will
display as title headings in the Patient Selection Criteria window.
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What are panel types?

The panel type (0 through 5) that determines which context items are
required, and the number of records for each set of context items.

Panel type 0: Non-patient data not related to a particular patient or
visit. For example, laboratory normal ranges.

Panel type 1: Data collected only once for each patient in a clinical
study. For example, demographic data or eligibility data.

Panel type 2: Data that is collected multiple times for each patient. The
data is not related to a particular visit. For example, a panel describing
previous medications or medical history could contain items that have
multiple values entered on the single occasion that data is collected.
The panel can be used for repeating items.

Panel type 3: One record is collected once for each patient visit. For
example, vital signs or laboratory results may be collected once for the
patient at each visit.

Panel type 4: More than one record is collected multiple times for each
patient visit. For example, a panel describing adverse events or
concomitant medications could contain items that would have
multiple values entered at each patient visit.

Panel type 5: Subject enroliment ensures that each subject can be
uniquely identified in the database. The system design automatically
creates an empty enrollment panel when you create a protocol.

What is a context panel?

A context panel is a special panel containing context items. Context items
are associated with each record in a clinical data table for type 1, 2, 3, 4, or
5 panels.

A context panel is always named CONTEXT and there is only one
context panel for each protocol.
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What are context items?

Special context items are used as keys (either alone, in combination with
each other, or in combination with items in the non-context panels) to
uniquely identify a record. There are 4 types of context items:

1. Subject-related: Items that identify the subject, such as a subject
identifier.

2. Visit-related: Items that identify the visit, such as a visit number or a
date.

3. Page-related: Items that identify a study page, such as a page name or
page number.

4. Other: Items not related to the subject, the visit, or the page, such as
the investigator name.

What are 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.

An item stores the data collected by a single field in a study page. Items
are defined within panels, and correspond to one column in a clinical
data table. For example, the DEMOG panel might contain the items AGE
and SEX or the PHY_EXAM panel might define items for storing
physical examination results.

There are 3 types of items:

1. Context items which associate each record in the database with data
that uniquely identifies the record, such as a particular subject or
subject visit.

2. Data items which represent collected data, for example height or
weight.

3. System items which Clintrial uses to identify and manage records.

Note: The data-entry area for an item on a study page is referred to as a field.
Field names may differ from the name of the actual item.

Terminology for Clintrial users 37



What are Database table types?

Each panel in a protocol defines three ORACLE database tables for the
storage of clinical data. The items in each panel correspond to the
columns of the database tables. The three database tables have the same
structure, but contain data in different states:

1. The update table stores clinical data when it is first entered in Clintrial,
and is a holding area for clinical data while it is being cleaned.

2. The data table stores clinical data that has passed validation and has
been merged.

3. The audit table contains copies of original clinical data records as they
existed before modification or deletion.

What are records?

A record corresponds to one row in a database table. The clinical data
interactively entered in a study page is stored in one or more records in
the database.

Records can also be batch-loaded into the database tables.

Depending on the panel type, the data collected in a study page is stored
in one or more records in the database table. For example, a database
table can contain:

= One record per subject

= Multiple records per subject

= One record per subject visit

= Multiple records per subject visit
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Quick tour

Main window

After you successfully log into the ORACLE database (on the computer
storing your clinical data), the main window of Review opens. The left
side contains the Object Explorer Window, under studies select a project
folder, for example ‘Drug KA’ and protocol ‘KA201".

[ =
.E Integrated Review

H File Edit “iew Format Browse ‘window Help

D2 S0 %205 FERRRLEE |2 W

Studies E} Patient Selection Criteria [localhost:ct3]

g CT

Panels: Items:

Fatient Subsets IF'uinc [db] "'I

Update Browsers I | ADD expression to criteria I

Select Criteri

Output Specifications IF'uinu: [db] 'I

K1

[T Exclude patients meeting criteria? ™ Append

Review retrieves all previously stored Patient Subsets and Output
Specification objects organized in folders.
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The individual browsers covered in the following chapters, are used for
building, modifying and saving your Output Specification objects into

folders you define. Once the objects are saved, they can be quickly

located and launched from within the folders displayed in the Output

Specifications window and Patient Subsets window.
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The individual who creates and saves an object definition has sole
security to delete or modify it. SuperUsers have extended privileges. (See
Chapter 12: Common Topics: SuperUser Privileges).

In addition, a browser icon displays along side the object description to
quickly identify the various output results, such as Reports, Graphs,
CrossTabs, Registered SAS Programs, etc. A filter icon lets you know that
a patient selection criteria was saved with the Output Specification
object. Patient Selection Criteria may also be saved as separate objects in
the Patient Subsets window. The output specification objects stored
within their folders can be sorted to display by icon type or by object
description. Simply click by Type or by Description.

The saved objects can be stored at three levels: Private, UserGroup, or
Public. (See Chapter 12: Common Topics: Shared Object Storage-Locations.)

Once an output specification has been saved you can use job scheduling
to generate and save the output at a later date and time or select
repetitive frequency to generate output results. The Review Output tab
located at the bottom of the window allows you to view the archive of
output results organized within folders with date and time stamps
applied. (See Chapter 6: Report Browser: Schedule Output.)

Selecting a patient population

Once the application has started and you have selected the study or
studies you wish to explore; you select your patient population by
subsetting. You can double click on a saved object in the Patient Subsets
window or build your own Patient Selection Criteria. This topic is
covered in detail in the next chapter. If you choose not to enter a Patient
Selection Criteria, Review will default to access the whole patient
population. Before you select a patient population, you should be
familiar with the important regions of the main application window.

Note: The Patient Selection Criteria window displays the section headings as
DCM/Question Groups and Questions for Oracle Clinical, or Panels and Items
for Clintrial. The headings display as such to be consistent with the site Clinical
Data Management system. All other windows within Review use the terms
panel and items and there is no functional difference. Therefore, these terms are
interchanged throughout this text to imply similar meaning and function.
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Menu bar and windows

You can access any of the functions available in Review:

1. Click a menu from the Menu Bar, for example, File:

2. Click on one of the submenu Items of the main menu that would be
applicable to select, for example Print.
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Note: Many of the menu commands can be run by clicking on the corresponding

Toolbar lcon.

The Menu Bar and Toolbar can be relocated to other areas of the screen.
Simply click and drag to the new location.

The Object Explorer Window is docked at the left side and can be re-sized

by dragging the right side. This allows you to decrease or increase the

window area as needed.
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Toolbar
The most commonly used items in Review can be accessed quickly by
clicking on one of the Toolbar buttons:

| D ‘ New: Clears the current specifications in the active area.

E?F" Open: Retrieves a previously saved set of specifications into
the active area.

Save: Saves the specifications of the currently active area.

|% Print: Prints the specifications, spreadsheet, report or graph,
or whatever is active.

@ Print Preview: Displays a screen shot of the output result.
' Applicable to all browsers with output results.

T Selection Criteria: Makes the Selection Criteria Window
active. Returns to Main Menu in Review.

|: Data Browser: Starts the Data Browser.

illil

Patient Profile Browser: Starts the Patient Profile Browser.
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Report Browser: Starts the Report Browser.

s

Graph Browser: Starts the Graph Browser.

CrossTabs Browser: Starts the CrossTabs Browser.

j SAS Proc Browser: Starts the Statistics Browser.

@ SAS Program Browser: Registered SAS Programs Library for
immediate execution against selected patient populations.

Document Browser: Starts the Document Browser.

Note Browser: Starts the Patient Level Note Browser.

| c@ Gets information about the Review client/server version,
-------- and licensee.
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Help: Displays a Help contents for Review.

Review workflow
Explore and monitor your clinical data by selecting from the various

browsers. Optionally subset the patient population with the Patient
Selection Criteria or view all available patients by default.

A Sample Workflow in Review

Selection Crteria

Define Patient E.i J

L

Choose a Browser
(or Browsers)

- ﬁ E @ |-h..f‘ 1- -
m ] - == =l-
Patient SAS
Data Bircris Report Sas Proc | | program Graph CrossTah B?uu-.‘n.?sser
Browser Browser Browser Browser | | Browser Browser Browser

K{ o J/

and Update Browsers
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Selecting a project

Selecting a project
In the Object Explorer window under Studies, select a project from the
list of project folders.

As soon as you have selected one of the Projects, for example 'Drug KA’
Review opens that project folder to display the protocols that are stored
in your clinical data base.

Selecting protocols

Single-protocol mode

You can click and select a protocol that you want to explore. If you click
on one protocol, you are in single-protocol mode. The lists of panels and
items that are displayed corresponds to all panels and items in that

protocol.
Obiject Explarer
Studies @Palient Selection Criteria
LT Panels: Items:
ED K, _Deting Pivat Panel_ = :
..... _Define Join Logic_
Lol kA202 % R andomization
Medical History
Frevious Medication
- - Concomitant Medication
Fatient Subzetsz IF'ubIlc [db] j Dosage
Tﬁ' Al patients Demoarachy [
Oweral i
g Salaty [pdate Brawsers | ADD expression
¢
1
Output Specifications | Public [db] =
-3 Efficacy Al ]
enera wclude patients meeting critena?
[ General [ Evxclude pati ing criteria?
B[ Safety ]
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Multi-protocol mode

If you select multiple protocols, you are in multi-protocol mode. The lists
of panels and items that you see correspond to common panels and items
between the protocols selected. In addition, Review confirms the
common items match by data type. Unique panels or items are not
displayed for selection.

You can select multiple protocols in one of the following ways:

wplorer

@F‘alient Selection Criteria

Studies
Lo Panels: Iberms: ©
-0 kA _Define Pivot Panel_ = :
@l _Define Join Logic_
o B L % R andomization
M edical Histany
Previous Medication
) - Concomitant Medication
Patient Subsets IF'uI:qu: [db] j Dosage
o5 Al patients Demoaraohy =

: L3 Owveral -
B[ Safety [Update Brawsers | ADD expreszion |

1
Output Speciications | Public (db) 5
a Efficacy Al :
[:l General [ Exclude patients meeting criteria?
-[C] Safetw :

For contiguous protocols (protocols listed next to each other):

1. Click the first protocol.
2. Hold the shift key and mouse click, and drag the cursor over the

protocols you would like to review.
For non-contiguous protocols (protocols not listed next to each other):

1. Select the protocols you want while holding the Ctrl key.
2. Click each protocol you want to select.
Note: In Browsers, the item StudylID, is used for protocol comparison.
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Specify Patient selection criteria

Review sub-populations

Using the patient selection criteria, you are able to filter the available
patient population from the selected protocols into sub-populations. The
patient selection criteria allows you to focus on these segregated sub-
populations in the production of reports, statistics, patient profiles and
graphs. This function supports the concept of the patient paradigm in
that all information for the selected patients is available for display
including multiple visit data.

If you do not specify a patient selection criteria, by default you have
access to the whole patient population.

Focused analysis

The patient selection criteria focuses Review’s analysis on the patient
sub-population for all available data and doesn’t restrict the results to the
individual data observations or visits of the patients to be analyzed.
Another function, the Filter Output discussed in the next chapters is
designed to focus on particular observations and visits. The Filter Output
is another level of filtering used to restrict or select specific patient data
for multiple visits, observations and Adverse Events. Access to the Filter
Output function is located within each browser when you define your
output specification. The patient selection criteria and filter output can be
used in conjunction with each other or as individual functions to meet
your needs.

The patient selection criteria you create can be saved by description and
managed in folders for future use. The saved patient selection criteria are
organized in your folders and displayed in the Patient Subsets Window
for quick and easy access. If you do not specify a patient selection
criteria, you have access to the whole patient population.
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Steps for selection criteria

After you open a clinical project folder and select a study, you can subset
your available patient population using the Patient Selection Criteria.

1. 2. 3. 4. 5.
b Fumnchions: Ope.
Demography a | | Drate Driffes - MNew Event Funchon
Dosage = Date of Bith -l m 3
. E valuability at Baseline <
E_Fl'naq- Ewalisatiar Irvestigator
Final PatlD ‘=
FINAL [SAS) Pat No P
ICAMDA AE_PANELS Protocol is mizsing(NULL]
ICANDA AE_SOURCE ?gfe_ is not missing{nat NULL)
Lab Chemiztry Visit Date
Lab Hematology Wizt Label
Lab Urinalysiz | | Visit Mo =
ol —] (A | ol 1 [ I 3 0|
unddeﬁmms | ADD expression to ciitena | Display Stats | I |— tem Compare I
Select Criteria (Text) | Select Critesia (SOL) -
1 Ipemosracty Sex sFemsls T5.SEX =2 =
E? unique Values for Demography.Sex =10 x|
Decode Text Code -
I -
4| | 1|
I™ Subset using Select Ciiter | DD eqression | -
4lf 3|
["| Exchude patients mesting criteria? [~ Append to criteria? /émm|
A
8. 6. 7.
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Select a Panel.

Select a Item.

Select a function.

Select an operator.

Supply a value or select a value from Display Values.
— Display Values (optional).

— Display Statistics (optional).

— Compare Items (optional).

6. Add expression to criteria.

a > w D

7. Add criteria description (optional).
8. Update Browsers.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for patient selection
criteria.

Note: The current restriction is you cannot mix items from SAS datasets and

Oracle table generated panels within the same patient selection criteria
expression.
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Building and Joining Criteria Expressions

Logical expressions

Patient selection criteria are made up of logical expressions, such as ’"AGE
> 50, connected by Boolean operators, such as AND, ANDSelect, or OR.
You create these expressions by clicking on various listboxes.

Selecting a panel

Your clinical data has been collected and entered into meaningful groups
of items, referred to as panels. They often correspond to Case Report
Form (CRF) modules, such as ‘Admissions’, ‘Demography’, ‘Final
Report’, and ‘Vital Signs’. Each panel contains a group of data items, such
as age, sex, race, and date of birth. For the protocol of interest, a panel of
data in the database contains all data collected for all observations and all
patients (as appropriate for the type of panel) in the protocol. Your goal is
to build a patient selection criteria to describe the patient population that
you want to explore.

The first step in defining a logical expression, such as 'AGE > 50, is to
select the panel that contains the item to be used in your expression, such
as Demography. Panels and items are selected individually to define the
selection criteria expressions.

Panels:

F Patient Selection Crntena [localhost:ct3]

[bems: Functions:

Adverze Events [S45]
Concomn Pivat [11/8]
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=
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Select Criteria (Text) | Select Criteria [SAL) -
1 =
-
Al v
[ Exclude patients mesting criteria? [™ &ppend to criteria? Criteria deserption: |
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Selecting an item

After you have selected the Demography panel, Review retrieves and
presents a list of all the items stored in the Demography Panel.

Select an item.
Select an operator.

The list of Functions and Operators displayed will vary dependent
upon the item’s data type.

If you know the value, you can enter it in the value box or click
Display Values.

F Patient Selection Criteria [localhost: ct3]
Panels: Iterns: Functions:

Adverze Ewvents [S45] ;l
Cancarn Pivot [11/6)
Concomitant Medication

— | Chidbearing Potential
Date of Birth
Ewaluability at B azeline

Demography

Dermography [SA5] | |Investigator hd
N E 4
= Walue:
Update Browsers | EDD expression bo criteria i Display Stats | Dizplay Values | |5EI— Itern Compare |
Select Criteria (Text) | Select Criteria (SAL) -
1 Demography.Age > =50 TE.AGE »=50 =
KN ﬂJ
[T Exclude patients meeting criteria? [~ &ppend to criteria? Criteria description: |
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Panel item profiles

Supplying a item value

You can enter a item value for an expression as follows:

1. Click on the panel that contains the data.

2. Click on an item.

3. Click on one of the default function values or user-defined functions.
4

. Select a logical operator appropriate to the expression you are
building, such as '=’ or ">".

o

If you know the value that you want to specify in the expression,
enter the value in the Value field.

F Patient Selection Criteria [localhost:ct3]

Parels: Ikems: Furictions: Operataors:

Final || |Cholesteral, total :I
Final [545] CO2 Content

Ka20 DEMOGR&PHY | |CIeinne

Mew Event Function

| |bazeling value

Y
— Garnma Glutl Transpeptide chag from bazeline
Lab Chemisty [T NN | cho from baseiine =
Lab Hematology w | |Investigator ¥ | | endpoint value *|il:= hd
40 JIr » [ L b
Walue:
Update Browsers | | A0D exprezsion to critena I [hzplay Stats | Dizplay Walues | 200 |tem Compare |
Select Criteria [Text) | Select Criteria [50L) ;l
1 Lab Chermizstry. Glucose > 300 T7.GLU »300 _I
Al LlJ
™ Exclude patients meeting criteria? [" Append to criteria? Criteria dezeription: |

After you are finished selecting all parts of the expression you are
building, click ADD expression to criteria. The expression is added to
the next row of the spreadsheet containing the active Patient Selection
Criteria. Repeat these steps if you want to continue to add more criteria
expressions or click Update Browsers when done.
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Displaying item values

Another way to add select criteria expressions besides directly entering a
value is to open the Display Values window. Once you have added
expressions by entering a value, you can capture perspectives of your
data that are uniquely informative. Suppose you are interested in
exploring patients who were discontinued from the protocol due to
safety issues. For example, select the Final panel and item Reason for
Discontinuation. This item type references a data dictionary file
associated to the discontinuation reasons by a code.

Note: Display Values window does not automatically open for decode items,
allowing the user to specify a code value if already known.

To list all the values of this item in the protocol(s):

1. Select a panel, such as Final Report.
2. Select an item, such as Reason for Discontinuation.
3. Click Display Values.

Review displays the Unique Values window for the selected item. All
the values are displayed with the internal codes if an item is coded.

4. Highlight the selected row and click ADD expression.

B Patient Selection Criteria [ichpux3] - |EI|£|
Panels: [tems: Functions: Operatars:
Demography =] |Investigator
Dosage Pat D
Efficacy Evaluation Pat. No.
. ¥ Protocal
Reason for dizcontinuation
FIMAL [S45] Type of Safety Event »=
ICaMNDAAE_PAMELS Wisit D ate iz mizzing(NULL)
a - | Wizt Label iz not mizsing(not MULL]
ICAMDAAE SOURCE Rt
L R LIJ 4 | b i

Walue:

Update Browserz | ADD exprezsion to criteria | Digplay State | Diigplay Ealuesl I— Itern Compare |

E? unique ¥alues for Final.Reason for discontinuak - 0] x| ﬂ
1 Decode Text Code ;l J
|
2 |Lack of Efficacy [
3 |(Moved or LTF 2
4 | Dther B -
Al 5 |Protocol violator 1] »
) 6 |Safety 4 I
™ Exclude patients [ 7 Subject Requested DC 7
8 |Subject unreliable 1 -
o] | ﬂJ
[~ i5ubset using Select Criter ADD expression I

58 Chapter 2: Selecting Patients



Shortcut: If you double-click on the single value of interest in the Unique Values
spreadsheet, the expression is automatically added to the next available row in
the Patient Selection Criteria window.

Selecting multiple values

If you need to select multiple items of interest within the same Unique
Values window, the selected operator must be '=’. Then click Display
Values to open the Unique Values window.

To select multiple contiguous values, click on a value and drag over the
other values. To select multiple non-contiguous values, click on a value
and hold down the Ctrl key when clicking the other values.

ﬂ-Unique ¥alues for Adverse Events.AE Co - 0] x|
Decode Text Code |~
1__|BODY:Allergic reaction 0195 ]
2 |BODY:Back pain 3885
3 |BODY:Body odor 0747
4 |BODY:Pain 3875
5 |BODY:Surgery 41832
6 |BODY:Unevaluable reaction 4465
7 |DIG :Diarrhea 1435
8 |DIG :Duodenal ulcer h125
9 |DIG :Periodontal abscess 0040
10 |DIG :Rectal pain 394
11 |DIG :S5ore throat 3944
12 |DIG :Tooth disorder 5065
13 | DIG :Yomiting h440
14 |HAL :Ecchymosis 1562
15 |MAN Penpheral edema 1630
16 |MS -Arthritis 0510
17 |M5 :Myalgia 3470
4] | LIJ
[ Subset using Select Criter | ADD expression I

When you click ADD expression, Review adds your expression,
including the value you selected from the Unique Values spreadsheet, to
the next available row in the Patient Selection Criteria window.

When the expression is pasted into the Patient Selection Criteria window,
it is automatically turned into a SQL 'IN List’ expression, which means
that patients will be selected if the value of the item specified is any of
those in the list.

Select Criteria [T ext) | Select Criteria [50QL)
1 Adverse Events AE Coded =BODY Allergic reaction, ...  T10.SECODE [M ['0795'0155", '5440° 14702285
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Selecting an operator

The list of Operators changes according to the item’s data type.

1. Click on the panel that contains the data.
2. Click on the item.
3. Click on one of the default function values or user-defined functions.

4. Select a logical operator appropriate to the expression you are
building, such as '="or '>',

Note: If the item is a Text data type, you see the following text strings:
a. contains:

doesn’t contain:

begins with:

ends with:

is missing (NULL)

is not missing (not NULL)

These text string operators allow you to search for partial strings
anywhere within the field. If the item is a numeric data type (such as
age), or a date field (such as date of birth), the string operators do not
appear in the Operator ListBox.

S ® O O T

Building a string expression

If you are building a string expression, (for example, patients whose
‘Adverse Drug Event’ field contains the string 'RASH' anywhere in the
text of the item), click the 'contains' operator and enter the string ‘RASH’
in the ‘Value’ field. The string search is case sensitive and you can
determine how the data is stored by clicking the Display Values button to
determine case status.
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E? ratient Selection Criteria [ichpux3] =10 x|
FPanels: |termns: Funchons: Operatars:

A E :' _Define Mew lkem_ a New Event Funchion :I
AF 2[585) AE Duration

AGGREGATED_CODES AE Type [description]
ALL_COL_COMMEMTS Change in lnv Med

CODE_IMDEX Diwration Drays -
T T |FrANata
RIS i 1 S _>I_I

iz missing(NULL] _|LI
i e e AN |
]

Y alue:

Update Browsers I EDD eWpreszion ko orikena | Digplay Stats | Dizplay Walues | R&SH Itern Compare |
Select Criteria [T ext) | Select Criteria [SAL] ;l
1 Adverze Events AE Test containzs:RASH T10.SETEXT like "ERASHE' _I
-
Al v
" Exclude patients meeting criteria? [ Append to criteria? Criteria deseription: |

Additional criteria expressions

If you to want additional criteria applied to the patient selection criteria,
repeat the previous steps:

Select a panel.

Select an item.

Select an operator.

Either enter a value or click Display Values.

Click ADD expression to criteria and close the Unique Values window.

Click Update Browsers when you have added all criteria expressions
to your patient selection criteria.

IS T o
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k3 Patient Selection Criteria [localhos

Panels: Items: Functions:
Adverse Events ﬂ Pat 1D ;I _Mew Event Function_
Cancom Pieot (1176 Pat. Mo actual value
| '|Protocal

Concomitant Medication

Race
Demography Sex

Dozage yptnm Score total
Efficacy Evaluation = | |Visit Date hl
K IR L|J KN I »
Walue:
Update Browsers | ADD expression to criteria | Dizplay Stats | Dizplay Values I I— Iter Compare |
Select Criteria (Text) | Select Criteria (SAL) =
1 Demography.bge »50 THAGE >50 _
E? Unique Values for Demography Sex O] x|
L Decode Text - _Ij
Al (M Female 7 | :

[ Exclude p: 2 |Male

4] | il
- [ Subzet using Select Criter | ADD expression I

Your expression has been added in two different ways. The expression
appears in the Select Criteria (Text) field exactly as specified in the list
boxes. Also, the expression appears in the Select Criteria (SQL) column in
a way that is understandable to the system.

| Select Criteria [Text) | Select Criteria [50QL)
1 Demography.Age »50 T5.AGE =50 -
2 |AND IDemngraph_l,l.Se:-: =Female TR.SEX =2
-

Boolean operators

When you add additional expressions, an AND operator is added
between next row of criteria in the Select Criteria logical Gerater
column. This means that the previous expression and the current
expression will be used with an AND between them. The patients
selected pass the previous criteria expression AND the current criteria
expression so both expressions must be true. In the previous example, for
Age > 50 AND Sex = Female, only those patients who meet both criteria
expressions as true are selected into the patient sub-population or patient
subset for analysis. This is a simple example where the Demography data
is a single panel type collected only once for each patient.
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AND operator
The patient selection criteria becomes more detailed when you choose a
multiple record panel or multiple visit panel type for example, Adverse
Events, Laboratory Chemistry or Vital Signs. In this example, both of the
selected data items came from the same multiple visit panel Laboratory

Chemistry.
| Select Criteria [Text] | Select Criteria [SOL]
1 Lab Chemistry. Cholesteral, tatal »=250 T7.CHO »=250
2 |&KD ILab Cheristry. Triglycerides »=250 T7. TRl »=250

The patients selected have a minimum of one visit where both the
Cholesterol AND Triglycerides are >= 250 within the same visit. the
patient selection criteria results are 20 patients in the patient subset from
the total patient population of 196.

Hint: Viewing a detail data listing of the data items in the selection criteria is
helpful when defining and validating patient selection criteria with multiple
expressions and different operators.

B2 Detail Data Listing

& 57
A B | C | D | E

1

2 Investigator Pat. Mo. ¥izit No. Cholesterol Triglycerides

2 Mg 4114 1 305 373

4 4114 4 306 285

5 4204 1 273 285

6 4204 4 260 259

7 (030 31m 1 296 241

8 31m 4 292 335

9 3203 1 258 246 -f——
10 3203 4 250 396

11 |056 5117 1 251 277

12 5126 1 277 391

13 5125 4 278 497

14 5209 1 315 115| @—
15 5209 4 297 192

Notice in the detail data listing contains some patient visi ich do not

meet the selection criteria as show by the arrows. Rememiaggthe patient
selection criteria is based upon the patient paradigm and all the patient’s
data is displayed. If you do not want the visits (rows) to display in your
output, then you would define a Filter Output to be discussed in detail in
the browser chapters.
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OR operator

If this is not appropriate, you can change the AND to an OR or ANDSe-
lect. Click on the AND in the Select Criteria logical Operator column to
display the dropdown list for other operator options.

| Select Criteria [Text) | Select Criteria [SQL) ;l
1 Lab Chermistry. Cholesterol, total »=250 T7.CHO »=230
2 |AND - ||La|:u Cherniztry. Trighvcerides »=250 T7.TRI »=250
AND =
1 v|
o ANDSelect - -
[ Exclude patients meeting criteria? [ Append to criteria’? Criteria description: |

If you use the previous example and change the operator to OR, the
patients selected must have the first or second expression as true within
the same visit (row). For a patient to be selected they must have a
minimum of one visit where either Cholesterol or Triglycerides or both
data item values are >= 250 within the same visit (row). All the patient’s
visits are displayed for the selected patient subset including the visits
where both data items values are <= 250. The patient selection criteria
results are 69 patients contained in the patient subset from the total
patient population of 196.

E?! Detail Data Listing

& % -
A B | Cc | D | E
1 -
2 |Investigator Pat. No. ¥isit No. Cholesterol Triglycerides
3 M8 4102 1 252 244
4 4102 4 240 146
5 4103 1 228 103
[ 4103 4 225 253
7 4114 1 305 373
8 4114 4 306 285
9 4203 1 172 2585
10 4203 4 182 154
11 4204 1 273 285
12 4204 4 260 259
13 4205 1 183 513
14 4205 4 186 169
15 4208 1 125 174
16 4208 4 133 266
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ANDSelect operator

When you change the boolean operator to ANDSELECT, the patient
selection criteria is partitioned into two segments executed in succession.
SELECT is the equivalent of adding parentheses into the Patient Selection
Criteria and forces the execution into a multi-step process.

| Select Criteria [T ext) | Select Critenia [SAL) ;I
1 Lab Chernistry. Cholesteral, total »=250 T7.CHO »=250
2 |ANDSelect ILab Cherniztry. Trighcerides »=250 T7.TRI »=250
In this example, the data item values are no longer restricted to the same
visit (row) for the multiple visit laboratory Chemistry panel due to the
ANDSELECT operator. The patient selection criteria results are 21
patients in the patient subset from the total patient population of 196.
& %
A B | © | D | E
1
2 |Investigator Pat. Mo. ¥isit No. Cholesterol Triglycerides
3 (018 4114 1 305 373
4 4114 4 306 285
5 4204 1 273 285
6 4204 4 260 259
7 |030 31m 1 296 24
g 31m 4 292 335
9 3203 1 258 246
10 3203 4 250 396
11 |056 5117 1 251 277
12 5125 1 277 a9
13 5125 4 278 497
14 5209 1 35 415
15 5209 4 297 192
You can apply various combinations of operators to the selection criteria
to subset the available patient population. For example, previously we
selected patients with elevated Cholesterol OR Triglycerides >= 250
within the same visit. You can add selection criteria from Medical History
data items for Cardiovascular Disease OR Hypertension as ‘yes’ to see if
there is any relation to the laboratory results.
Select Criteria [Text] | Select Criteria [SGL) =
1 Lab Chermistry. Cholesteral, total »=250 T7.CHO ==250 ]
2 |0R Lab Cherniztry. Triglpcerides »=250 T7.TRI »=250
3 |ANDSelect Medical Histor. Cardiovazcular Disease =2 T1.CARDIAC =2
4 |OR Medical Historw. Hypertension =2 T1.HYFPERTEN =2
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The ANDSELECT operator partitions the patient selection criteria to be
executed into two subqueries. First Review processes the multiple
selection criteria by retrieving a list of patients who meet the first
selection criteria subquery for elevated Cholesterol OR Triglycerides.
Then from this first subset of patients a second subset of patients is
generated who meet the second selection criteria subquery. The second
selection criteria subquery results in the final patient subset. In this way
the patients meet all the multiple selection criteria.

(o
& %
A B C | D E F G

1 Cardiovascular

2 |Investigator Pat. Ho. Disease Hypertension  ¥isit Mo. Cholesterol Triglycerides

3 (018 4114 Mo Yes 1 305 373

4 4114 Mo Yes 4 306 285

5 4208 Mo Yes 1 125 174

[ 4208 Mo Yes 4 133 266

7 (030 3104 Yes Ho 1 258 62

8 3104 Yes Ho 4 199 50

9 3109 Yes Yes 1 227 31
10 3109 Yes Yes 4 249 355
11 1 Mo Yes 1 292 199
12 3204 Yes Yes 1 194 272
13 3204 Yes Yes 4 199 232
14 3205 Yes Yes 1 196 164
15 3205 Yes Yes 4 216 333

Build a complex patient selection criteria

Sometimes it is necessary to select patients who meet a particular criteria
at a particular visit, (for example, at baseline), and who also meet criteria
at another visit (for example, at endpoint). Normally, introducing Visit or
any other item twice in the same expression with different selection
values yields a “no patients selected” outcome, as they are mutually
exclusive. Review introduces a concept of selection segments to access
such patient selection criteria. Each selection segment is tested in
succession, not all at once. This provides you with a unique versatility at
visualizing and analyzing particular data sets.
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To define the start of a new selection segment, click on the ANDSelect
logical operator.

An example Patient Selection Criteria using this technique is:
KOHEXAM = 2 (Positive) 1%t Subquery

AND VISITNO =1

ANDSelect {Creates nested subqueries}

KOHEXAM = 2 (Positive) 2" Subquery

AND VISITNO =6

| Select Criteria [Text] | Select Criteria [SOL)
1 Mycological Results Visit Mo, =1 T12WI5IT =1
2 |AND Mycological Fesults K.OH Exam [Iny] =Positive | T1ZE0HEXAM =2'
3 |ANDSelect Mypcological Results Visit Mo, =6 T124ISIT =6
4 |AND Mycological Besults. KOH Ewam [Iny] =Positive |T12-KDHE><AM =2

The ANDSelect statement partitions this patient selection criteria into
two segments. Partitioning this patient selection criterion creates
Review’s selection segments, which are executed in succession and
prevent each segment from excluding the other. The system processes
such multiple selection segment criteria by retrieving a list of patients
who meet the first selection segment criteria, then retrieving a list of
patients who meet the second selection segment criteria, who are also in
the first list of patients. The result would be 0 patients if the tests were
run without Review’s selection segments or run simultaneously. You
could not normally test for the mutually exclusive selection values
VISITNO =1 AND VISITNO =6.

Changing the selection criteria

If you want to change the patient selection criteria, click anywhere in the
row that you want to change:

1. To modify the patient selection criteria, you can click on the row and
edit it. S

2. To remove a row, cIickE o or from the Edit menu, select Cut. This
will delete the highlightea row from the expression.

3. To remove all rows, click DI .
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Updating Browsers

If browser windows are open when you revise patient selection criteria,
click Update Browsers to apply the updated patient selection criteria to
the browser windows.

Criteria description

You can enter a criteria description to display in the print footers as text
to override the default SQL.

F Patient Selection Crntena [localhost:ct3]

Panels: [termns: Functions: Operatars:
Adverse Events ;I Pat 1D _Mew Event Funchion_
Cancam Fivat [11/6) = Eat-t ND-I sctual value
Concomitant Medication roineo

Demography
Dozage

E fficacy Ewaluation ot
i b

Walue:
Wpdate Brnwser&l ADD exprezsion to criteria | Dizplay Stats | Dizplay W alues I I— Item Compare |

Face

ymptnm Score botal
Wizit Date
1 | | »

| Select Criteria [Text) | Select Criteria (SOL) -
1 Demography.Age 50 TE.AGE 550 =
AMD IDEngraph_l,l.SE:-: =Female THSEX =2

Kl

[T Exclude patients meeting criteria?

[T Append to criteria?

Criteria degcription; |Females over Age Al

This option is enabled in Preferences. (See Chapter 12: Common Topics:

Reviewing Preferences)

[ Patient subset fooker as text

It enabled, patient selection criteria dizplaped in

print footers will be text, othemwize it will be SGL
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Item comparison selector

Compare items

An alternative mechanism to the basic patient selection criteria is the
item comparison selector. This mechanism provides the functionality to
base the selection criteria on the value of another item, not just a fixed
value. Select a panel, an item, and an operator. Items can be compared
within the same panel or between panels.

1. Click

ltem Compare . The Item Comparison selector window opens:
2. Select the panel, item, and function value to compare to.

Lab Hematol
| il

i

dl

ol

dl

Update Browsers | ADD expression to critenia | Display Stats | Dizplay Walues I

| iz mizzing[MULL) -
» |

4| | »
Walue:

I— Item Compare

Iterns:

E? item Comparizon 5elector O] =]

FPanels:

Functions:

elect Criteria [SOL] ;I
=

Al

[~ Exclude pat

P

Efficacy Evaluation ;l

Final
Final [SA5)

k2201 DEMOGRAP

Lab Hematolgy
Lab Urinalysis
M edical History

Mycological Results

Patient Motes

Diefine Mew [tem

Albuin
Alkaline Phosphatase
ASAT [SGOT)
Bilirubir, tatal
Calcium
Chiloride
Cholesteral, tatal
COZ2 Content
Creatinine

.

Gamma Glutl Transpe _
Hlrnee
L] I I »

| Mew Event Funct

bazeline value

chg from bazeling
% chg from bazeling
endpoint value I

bidafay
Day 8

o=

3. Click ADD expression to criteria.

4. Close the Item Comparison window.

5. Click Update Browsers. See the SQL text created when for compare
Lab Chemistry panel item SGOT > than SGPT actual values:

Select Criteria [Text]

Select Criteria [5QL)

Lab Chemistrp A54T [SE0T] »Lab Chemistry ALAT [SGFT]

T/5G0»T7SGP

k? Patient Selection Criteria [localhost-ct3] o -0 .x]
Fanels: Iterms: Functions: Operatars:

Efficacy Evaluation ;l _Define Mew [bem_ - = ~

Final ALAT [SGPT) <

Final [S45] Albumin bazeline value ke

4 = Alkaline Phosphatase chg from bazeline - |
KA201 DEMOGRAPHY_— JTNUEENTRNM | cho fom boseine :
Lab Chenis Bilirubin, tatal endpaint value »=
Calzium Midiafay

Item comparison selector
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Exclude patient criteria

Display excluded patients

You have the ability to view those patients who are not in your current
selection criteria by setting [ Exclude patients meeting criteria? . Click the button
in the lower left corner of the Patient Selection Criteria Window to set
this option on. For example, build a patient selection criteria for female
patients and open the Data Browser Window to display all patients who

meet this selection criteria.

@Patient Selection Criteria

Lab Hematalogy Date of Birth

. . Age
Lab Urinalysis il m s Dimbminbind _|—'|
Adverse Events = Lu 2

Panels: Items: Functions:
Concomitant Medication (=] [*isit Label =] | _Mew Ewvent Function_
Dosage Frotocol actual value
Demaaranh Inwvestigator
SMOgraRny Fat. Mo.
Firal Race
Lab Chemistry Sex

=

iz miszing[MLL)

iz hot mizzingnot MULL]

I Exclude patients meeting criteria? 2 |kA201 2010184107 Female
3 |KA201 2010184109 Female
4 |KA201 2010184110 Female
5 |KAZ201 2010184111 Female
6  |KA201 2010184201 Female
¥ |KA201 2010184204 Female
8 |KAZ201 2010184208 Female
9 |KA201 2010203107 Female
10 |KA201 2010303108 Female
11 |KA201 2010303111 Female

W] Frnnr o menmmneen

Prew CASE | MHewt CASE I

i
Walue:

Wpdate Erowsers: | ADD expression to criteria | Display Stats I Dizplay Values | |2— Itern Compare |
Select Criteria [T ext) | Select Criteria [SAL] ﬂ 5
1 Demography.Sex =2 TE.5Ex =2
ST

35 Cases Selected:
=l
Al -

o
HEser Ea&esl
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To view patients excluded from your current selection criteria:

1. Click the box for [™ Exclude patients meeting criteria?
2. Click Update Browsers.

The example shown displays all male patients or all the patients who
were not included in the patient selection criteria. You can apply this
patient exclude option to any patient select criteria to display all the
patients who are not in the current selection criteria. This feature saves
you the steps of building a separate selection criteria if you want to see
the patients excluded.

@Patient Selection Criteria o ] 4
Fanels: Items: Functions: Operatars:

Concomitant Medication (=] [isit Label =] [ _Mew Event Function_

Diosage Frotocol actual value

D h Investigator

Smography Pat. Mo.

Firal

Lab Cheristry S !

Lab Hematalogy Eate of Birth i not nissinglnot NULL]

. . & iz nat mizsing(hol
Lab Urinalysis r‘g:l,.u.m mrivngm Dhmbimanbim] _|;I .
Adverse Events = u ’ i

Walue:

I pdate Brovwsers: I ADD expression to criteria Display Stats | Dizplay Values | |2— Itern Compare |

| |

Select Critena [Text] | Select Cnitena [S0L] =]
1 Demography. Sex =2 TH5SEX =2 -
161 Caszes Selected:
Study PID Sex Age Race =
al BIKAZ0] (2010184101 Male (22 white -
p Exclude patients meeting crikeria? 2 KA201 2010184102 Male 44 White
Lx 3 KAZ201 2010184104 Male 32 Black
4 |KA201 (2010184105 Male 25 White
5 |KA201 2010184106 Male 18 White
6 KAZ201 2010184108 Male k]l Black
¥ |KA201 (2010184112 Male 46 White
8 KA201 2010184113 Male 25 White
9 KAZ201 2010184114 Male LTS White
10 KA201 2010184202 Male 33 Black
11 KA201 2010184203 Male 64 White
T reer " o R L'_I
Prew CASE | Mewxt CASE I Heset Easesl

Exclude patient criteria
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Functions

Types of function values

Review can refer to Item values directly and as they exist in the database,
or allow for user-defined function values. For example, the function
‘actual value’ presents the raw data, or ‘Baseline’ presents a User-defined
time-related milestone value.

The list of functions changes according to the data type (Fixed, Text,
Date, or Time) of the item selected.

1. Click on the panel that contains the data.
2. Click on the item of interest.

3. Click on one of the default functions or user-defined functions
described below.

‘Actual value’ function

When you select a function other than ‘actual value’, which is the actual
raw data of the last value entered. Review automatically introduces
additional calculation or extraction logic options for the expression you
are building.

Derived function values

Derived forms of the functions, such as Baseline or Endpoint, can also be
selected. Review provides default derived values, however the New
Event Function_ allows you to define a variety of time-related milestone
functions. (See Chapter 12: Common Topics: New Events Function)

Date function

If you select 'Calendar Year’ as a function for a Date type item for a
selected panel, Review adds programming logic to reference the year
portion of the Date type item. For example, you can enter "1994’ in the
Value box to retrieve all patients whose Date type item is in the year
'1994,
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Default date formats are set to 4 digit year (Year 2000 compliance)
throughout the product. Also, local country specific conventions for
dates and numbers.

Character (Text) type data is referenced with the following list of
functions:

actual value

decoded value (if coded type)
baseline value

endpoint value

Numeric type data adds the following functions:

= chg. from baseline: Defined in the configuration tables and/or user-
defined using _New Event Function_.

= % chg. from baseline: Defined in the configuration tables and/or user-
defined using _New Event Function_.

= chg. from previous: Default derived value (measure determined from
the last two measures).

Note: Review selects an appropriate function by default with respect for the data
type of the item selected. The default function is assigned as the most likely
function to be used for that type of item.

_New Event Function_

Select the pseudo-function _New Event Function_ and Review allows the
user to define run-time related milestones that work like the baseline and
endpoint values. The user-defined new events can be applied throughout
the application, in patient selections, as well as reporting and graphing.
(See Chapter 12: Common Topics: New Event Function)
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Displaying item statistics

Display stats
You can display the range and other basic statistics of the item by select-
ing an item and clicking Display Stats.

Hint: This function has meaning when applied to numeric data items and may
not be significant for other values.

The example for patient weight shows the total count of values,
minimum value and maximum value. If the value is numeric, then the
mean and standard deviation are included. This display represents the
total population of patients within the protocols selected and the selected
function.

k3 Patient Selection Criteria [localhost:ct3] 10| x|

Panels: |tema: Functions: Operators:

Patient Hotes :I Temperature Mew E vent Function
Previous Medication Thioat and Mouth
o Thuroid
Randomization Visit Date
FHEVIEW.&DMIN LATAR Wisit Label

izt Mo,

W alle:

Update Browsers I ADD exprezsion ta criteria | Dizplay Stats I Dizplay Walues | I— |term Compare |
Select Criteria [Text] | Select Criteria [SQL) =
1 _

El Basic statistics for Yitals & Physzical Exam. W eight

-mmmmmm

Al KAZD1 [196 103 285 180472  33.006 M 3

I Exclude il
4| | 3

- [T Subset using Select Criteria? -
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Note: In multi-protocol mode, there is one row for each protocol.

3 Patient Selection Criteria [localhost:ct3] -0l =]

Panels: Iterms: Funchores: Operators:

Medical Histary ;l Temperature Mew Event Function
Mycological Results Thioat and Mouth

) o Thuraid
Frevious Medication \igit Date

R andomizatio Wizit Label

Walue:

Update Browsers | | ADD exprezsion to criteria I Dizplay Stats | Dizplay alues | I— Iter Compare |
Select Criteria [Text] | Select Criteria [SOL] -]
1 _

Rl

[ Exclude pati

¥ Subset using Select Criteria?

Displaying subsets of protocol population

You can limit the displayed statistics for the patients meeting the patient
selection criteria by checking “Subset using Select Criteria?”. If the
checkbox is not checked, the statistics are for the total population. If the
statistics are displayed when you update patient selection criteria, click
Update Browsers to apply the updated patient selection criteria to the
displayed statistics.
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[ Patient Selection Criteria [localhost: ct3] -1O] x|

Panels: Items: Functions: Operators:
Patient Motes || | Temperaturs ﬂ
Previous Medication Throat and Mouth
Fiandomization Th}-"md
Wigit D ate

HE\-"IEWADMIN DATAR Wisit Label
¥ C: izit Mo,

B=
is mizsing(MULL)

i
Walue:
Update Browsers | | A0D exprezsion to critena I Dizplay Stats | Dizplay W alues | I— Itern Compare |
Select Criteria [T ext) | Select Criteria [SQL) ﬂ
1 Demography.Sex =Female TE.5EX =2 J

Al

[ Exclude pati

b
| 3
- ™ Subset using Select Criteria?

If I"Subsetusing Select Ciiteria?  is checked, the statistics in the corresponding
window reflect the sub-population of patients that falls within your
patient selection criteria. The patient selection criteria will only be
applied to the population when Update Browsers is clicked. Any
changes that you make in the Patient Selection Criteria that need to be
reflected in the subset statistics must be preceded by clicking Update
Browsers.
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Al

™ Exclude

o |

W Subset using Select Criteria?

E? Basic statistics for Vitals & Physical Exam Weight

-mmmmm

(35 103 270 | 168671 38315

k3 Patient Selection Criteria [localhost:ct3] -0 x|
Panels: [termns: Functions: Operatars:
Patient Naotes ||| Temperature ;l | W ews Event Function ~
Previous Medication Thraat and Mouth <F
R andomization Thyroid ¢
Wisit Date b
REVIEWADMIM DATAB Wisit Label i=
i h izt Mo, »=
hd iz mizzing[MULL)
3l T | T .
Walue:
I Edate Browsers I ADD exprezzion to critena I [hzplay Stats | Dizplay Walues I Item Compare |
Select Criteria [T ext) | Select Criteria [SAL) _I
1 Demoagraphy.Sex =Female TR.SEX =2 _I

Clintrial tags

Clintrial tags as pseudo-panel

Clintrial tags are accessible as selection criteria and reportable elements.
For the pseudo-panel Clintrial tags, the items list shows registered tags

when the pseudo-panel

Clintrial tags is selected.

Clintrial tags

77



Optional user-defined panels and joins

Pivot Panels

If you select the pseudo-panel item ‘_Define Pivot Panel_’, Review pro-
vides a point and click mechanism to transpose clinical data stored in a
normalized manner, into a more easily reportable horizontal data struc-
ture. The created pivot panel objects are accessible throughout all Review
browsers.

The ‘_Define Pivot Panel_’ mechanism provides a method of storing such
definitions centrally in Review's server-based global object storage site.
(See Chapter 12: Common Topics: Server Based Global Object Storage Site and
Chapter 12: Common Topics: Defining Pivot Panels)

Join Logic

Review provides automatic join logic. (See Chapter 12: Common Topics:
Automatic Join Logic)

In addition Review provides a mechanism, through the pseudo-panel
‘_Define Join Logic_’, to configure complex join rules and force a join
definition.

This mechanism is required to access Clintrial Type 0 panels that can be
related to patient data, such as laboratory normal values. This tool
provides a lookup capability on such Type 0 panels when selecting or
reporting patient-level data. An example is to report patient level lab
data and lookup for reporting purposes, the corresponding lab normal
entry (typically stored in a type 0 panel). (For more information and
instruction, (See Chapter 12: Common Topics: _Define Logical Joins)

Note: Your site administrator can set site and user configuration to enable or
disable ‘_Define Pivot Panel_’ and ‘_Define Join Logic_’. Therefore, your patient
selection criteria window for the panels listbox may appear different dependent
upon the configuration setup.
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ODbject storage: saving your work

Obiject storage location

You can store patient selection criteria at four user access levels: Private,
WorkGroup, UserGroup, or Public.

Private storage is at the local PC level. The private objects are saved
on the user’s home drive in a directory (folder) called “irpat”.
Review handles all creation, access and deletion of the private
objects in this folder. Therefore, the user should not be concerned
with the contents of the irprivat folder.

WorkGroup storage is PC based and stored at a shared network
drive, to which a select group of personnel would have access.

Note: The WorkGroup storage location was supported in earlier Review
releases. UserGroup storage location is extensively used for later releases.

UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Obiject storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for WorkGroup or UserGroup
storage.

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables.
(See Chapter 12: Common Topics: Shared Object Storage- Locations)
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When you select UserGroup object storage location, the ‘Share with
usergroups’ listbox is made available for selection.

Save Paotient Selection Criteria

Object Storage Location
’:‘ Piivate € wWokloup ® UserGroupldsl O Publizide]

CLIMICAL
CLINICAL 545 GROUFP Lancsl

Object Level M
’75' Siudy € Pmject 1 Global ?E"S«'ITE‘w'ADMIN
TA=H LI

[~ Dvemide selacted Project/Global obect?

Share with uszrgroups:
BinStat =

FieMame: CategomMaior. Miar. 5 obl Projct or Global Objects to averride
| | | Elderly patients » 65, Active Diug
E xisting Fikes: D escription:

eldactEs |

| mwestigalorE nrol

Surnrnary Inkarmatior

Obiject level

You can store your patient selection criteria at three levels: Study, Project,
or Global. The Object Level box is only enabled and highlighted when
you select an Object Storage Location designated as ‘db’ for database.
Therefore, when you select either UserGroup or Public for database
object storage location, you can assign an object level to restrict access to
a specific study level or share access between multiple studies at Project
or Global levels.
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Saving the selection criteria
To save the patient selection criteria (the rows of Criteria Expressions)
you have created for later use:

1. Make certain that the Patient Selection Criteria window is the active
window by clicking on its title bar.

2. Click , or from the FEile menu select Save.

3. Review displays the Save Patient Selection Criteria dialog box where
you can specify the storage location.

4. Enter the Object Storage Location and Object Level.

Save Patient Selection Criteria

— Object Storage Location
 PFrivate € WWorkGroup 0 UserGroup(ds) € Public(db]

— Object Level
f+ Study " Project {~ Global

5. Enter a FileName for future reference to be displayed in the list box for
Existing Files.

6. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. For
example, the major folder for ‘Safety’ has two minor folders
‘Safety.AEs’ and ‘Safety.Labs’. Folder names are case-sensitive and
after the folder(s) are initially created, they are selected from the
dropdown listbox.

Salety Labs

7. Next enter the description including a summary paragraph for
additional information to be viewed by yourself or others later.

8. Click Save. Review stores the Patient Selection Criteria to the
designated PC, UserGroup, or Public storage location.
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Save Paotient Seleckion Criteria

Shars wilh usergoups:

il

Object Storage Location B
BinGtat
’:‘ Pivate © wokboup © Userdroup(d] @ Publeldb) |1 11ha = /
CLINICAL 543 GROUF Lance
Object Level [iid
. EIE WA DI
’7 " Siudy ¥ Project " Global ?Et-lrw Abm
it =l
[~ Owernide selected Project/Global object?
FieMarme: Calegomlt4sior.Minor. Subl: Project or Global Obiect: to ovenide
|dahh-: |5afa5| ﬂ test cvs hypertarsion b cholest, kitig
T - acfive ae —
E xisting Files: Cescription. TS, HYETH, HI Chabest, Trig
blkFernale «| |Disbetic Hx R evaed Lao Glucose value Discotvirued patizrts an Active Diug W
cfpac] Fliedy patiertz on dcie Diug
cfpec] Summary Infomation: Pail: Compaound "AMD" Selaction
cfpsc2 - - Pa10: Operaon of "beding with'' Select
cvshyp Medicel Hx where Dicbetes =es OR Lab ﬂ Pa11: Operaton of “encs with" Selectio
doactas Cheniistry Glucoge 3= 200] Pa1 2: Object with Excluds Patients rme
delem P13 Objec! with lem Compare
dofemact Pai14: Object with lem Compare Date
disc P15 Objec! with Multiple Dizplay Valu
efficay Fa.2. Compound "OR'" Selection
eldact Pai3: Compound "aMNDSELECT" Selec
eldarly Pa4: Compound "OR'" with "ARDSELE
hizget a5 Operator of "MULL" Selection —
maes Pak: Operatar of "not BULL" Selection
tFerral P70 tar of 'e»" Selech
Tr:\“ ernale j d perator of e echion ;I

[ O P SRRy SRy Y PRPUY S L o PR R T

Override selected Project/Global object?

The purpose of the override is to create a study specific version of the

standard object, in the non-standard study. For example, you create a set
of global or project level objects and assume they should be applicable to

all subjects in the study project (for project level) or all studies in the

database (global level) based upon your internal standards. This may be

true the majority of the time but then you encounter a non-standard
study. Therefore, when you are in the non-standard study this object is

displayed in your list box and will suppress the project or global version

to display the local version instead.
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Note: The Override selected Project/Global object question is only available
when you select UserGroup or Public for Study object level. Otherwise, the
question is disabled when you select other object locations and levels.

Savc Paticnt Sclection Criteria _:

Chare with usergroups:

OEject Storage Locatian !
’I’ Frivate € WorkGroup 8 UserGrouplch) © Publicldb| EE?\JII%&L
CUMICAL 545 GROUP ﬂl
OEject Lewvel oM
’7 f+ Study (" Project " Globa ?E\SHTEWMMW
T memrd
[# Duemride zelectad Project/Globa chisct?
FileManme: Categoip( jor. Mina, S ub]: Project ar Global Objects to averride
I j Elderly patients » B5, &chve Diug
E =izting File=: Diazcnphion:
aldactEh |
IrevestigatorE rrol
Surrmary Information:
=l

Object Explorer window

Once you have saved your selection criteria and assign folder
information, your folder(s) and selection criteria will display as a stored
object in the Object Explorer Window under Patient Subsets. Review
displays a list of folders for previously saved output specifications at the
selected object storage location. Simply select one of the storage locations
as Private, UserGroup or Public to display it’s specific folders and
contents. Select the object storage location from the drop down list.

Studies

I:lET

23 IReview Eval

[0 JReview
-2 Migrate
72 Safety

727 JReview Yalidation

Public: [db)

Private
‘whork.group
Useeru [db
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Retrieve a saved selection criteria

If you want to retrieve a saved patient selection criteria:

1. Double click to open a folder. The filter icon displays along side the
description to indicate the stored object is a patient selection criteria.

Patient Subsets [ Public: [db) =l
E[:l General J
" Black Female patients
¥ Black Females w/PSC Dezcription
¥ Discontinued patients
d Elderly patients
" Elderly patients on Active Drug j

2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window.

Append to criteria

At this point, you can either click Update Browsers to enable your
selection criteria, or continue to add more criteria to the end of the
currently loaded selection criteria with the ‘Append to criteria?’ check
box. You can modify the patient selection criteria and resave to a new
description and folder.

Note: To save time, you can launch and paste previously saved patient selection
criteria from the Object Explorer Window to edit and resave as new stored
objects. However, you must load the previously stored object first into the
Patient Selection Criteria Window then append to or modify it.

You can append a saved patient selection criteria to the current patient
selection criteria:

1. Select and double click to add the first patient selection criteria.
2. Click W Append to critena?

84 Chapter 2: Selecting Patients



E? ratient Selection Criteria [ichpux3]

Panels: Items: Functions:
_Define Jain Logic_ :l Discontinued by ;I Mew Event Function
_Define Pivat Pans.  —J Investigator
Import S0L Pat D
= p_ = Pat. Mo,
Clintrial TAGS Fratacal
Adverze Events Reason for discontinuation
AE [5A5) « | | Tvpe of Safety Event -
4] 3 ] | | 3

Walue:

Update Browsers | | ADD expression to criteria I Dizplay Stats | Dizplay Yalues | I— Itern Compare |

[ Exclude patients meeting criteria?

Select Criteria [Text] | Select Criteria [SOL] =]
1 Demography Aae >65 T5.AGE Y65 _
-
Al 3

Criteria degcription: |

3. Select and double click another selection criteria to append.

Select Criteria [T ext]

| Select Criteria [SQL)

L 1r

1 Demoagraphy.Age 65 THAGE »B5
2 [AND Final. Completed E valuation? =MHa TE.COMFLETE =1
Al

[™ Exclude patients meeting criteria?

V¥ &ppend to criteria?

Criteria description: |
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Another way to retrieve saved patient selection criteria is to make the
patient selection criteria window the active window:

1. Click | = , or from the File menu, select Open.
2. Click on the object storage location and the available files display.

3. Toretrieve the saved patient selection criteria, select a selection criteria
and click Open; or double click on the description.

4. You can click the |Change WoikGroup Location | 10 browse various object
storage sites.

Open Patient Selection Criteria x
— Object Storage Location L
I g [~ &ppend ta curent specifications?

© Private O WokGroun © UserGroupldt] < Pulizdt)

[ Display all siudies? |
Change \WorkGroup Location I play Canc=l

™ visud Subsets?

Protocol Dezcription Filename | Author | Created Cummary ﬂ

[ Tesl cvs huoedenzic g MOOOT FA-WAY- 1T |

2 |[KAZM Elack Female patients blkFemale CTDBA | 21-MAR-2

3 (kA2 Elack Femzles w/PSC Description cfpscl 1022012 17-0CT-2A

4 KA201 CWS, HYPTH, HI Chalezt. Trig ttp3l CTORA 19-HOV-2I CVS, HYPTH., HI Chale:t, Tr

5 |kKA201 Diabetic Hx OF elevated Lab Glucose ¥ diabhx 1014013 12-DEC-21 Medical Hx whee Diobetes -

& |KAZ201 Dizcontinued patients dizc 1000007 De-APR-1!

7 |KA2N Dizcontinued patients on Aclive Drug wi dcactae | 1014012 01-JUL-210 Dizcontinued patientz on Ac

g8 KAzl Elderly patients elderly 1000001 06-APR-1!

9 [KA2M Elderly patient: on Active Drug eldact 101 401 2 08-JUL-210 Elderly patient: on Active D

10 KA201 Elevated bascline SGOT hizgol 1000001 06-AFR-1!
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Display all studies

Open Patient Selection Criteria

Object Storage Locaion
" Piivate © WokGroup © UserGrous(dh] @ Pubicidh)

By default, the " Display all studies? s not checked, and the displayed list of
objects is limited to the selection criteria objects created in the current

Study Protocol(s).

If you want to select a saved selection criteria object created and saved
from another protocol:

1. Click Display all studies?.

I Dizplay al studiss? Cancel

el
[~ Apoend to curenl soeciicalions?

Change W orkaup Locaban
- 2 | I Visual Subsels?
Protocol | Descripbion |Fi|cnnmc |.Aulhnr| Created | Summary | l;l

15 |[KAZ201 Pat10: Operator of “beqi pat1l 1000001 0-JUN-2( Pat1 0: Dperator of “begins with” Selectiol Pl
1E |KA2D1 Pat11: Dperater of "end: pat1i 1000001 01 <UM-2( Pat11: Dperator of "endz: with" Selaction, Pl
17 |KAZD1 Patl2: Object with Exclu patl 2 1000001 02-JUL-20 Patl 2: Dbject with Exclude Patients meeti Pl
18 (KA Pat13: Dhbject with Item pat13 1000001 02-JUL-20 Pat1 3: Dhject with [tem Compare, SGOT 3Pl
18 |KAZD1 Pat14: Dbject with ltem patl4 1000001 02-JUL-20 Patl 4: Dbject with [tem Compare Dale, AFPI
20 |KA2M Pat15: Object with Multi pat1h 1000007 09-/UL-20 Pat15: Object with Multiple Dizplay Yale: Pl
2 |[KA2) Pat1: Compound "AND" pati 1000001 01 -JUN-2( Pat1: Compound "AND" Selection. Final.cPl
22 |RAZDN PatZ: Compound "0R" 5 pat3 1000001 0T-UN-2( Pat2: Compound "UR" Selection, Lab Che Pl
23 |[FA2N Pat?: Compound "ANDS pat3 1000001 01-JUNM-2( Pat2: Compound "ANMDSELECT" Selectior Pl
24 |KAaZM Fat4d: Compound "0R" w pat4 1000001 01-JUN-2( Pat4: Compound "OR" with "ANDSELECT Fl
25 |[KAXD Path: Dperator of "NULL path 1000001 01 -JUN-2( Path: Dpesator of "MULL" Selection. 3 CaPl
26 |KA2DM Patk: Dperator of "not N paté 1000001 07-JUN-20 PatG: Operator of "ot HULL" Selection, 1Pl
27 |RAZ0 Patl: Operator of "<>™ 5 pat? 1000001 01-JUN-20 Pat¥: Operator of "{>" Selection, 12 case Pl
28 KA Pat®: Dperator of "contz pat® 1000001 01-JUN-2( Pat®: Operator of "containe” Selection, 4 Pl
29 |KAZ2DN FPatd. Operaton of "doesi patd 1000182 D3-AUG-21 Patd: Operator of "doesn’t contain™ seleciPl

Al LIJ

2. You then can select from any saved selection criteria object created.

3. Select a foreign object and click Open.

The internal data structure between the corresponding protocols is
checked and validated and is immediately added to the current patient
selection criteria as a new or appended criteria expression.

Note: By default, the stored patient selection criteria is only accessible on the
project(s) it was created on. You can click on the [~ pisplay all studies? to import

foreign objects.
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Browsing saved selection criteria

You can browse through the saved patient selection criteria at the four
object storage locations to review the summary text. When you find the
one you are looking for:

1.
2.

Click on the entry.
Then click Open.

Review pastes the saved patient selection criteria into the Patient
Selection Criteria spreadsheet clearing the current spreadsheet
contents.

Another way to append previously saved patient selection criteria is:

1.

N o g~ w

Select a saved patient selection criteria and enter into the Patient
Selection Criteria Window.

Click the Open icon or from the File menu, select Open. The Open
Patient Selection Criteria window displays.

Select the Object Storage Location to display previously saved objects.
Select the specification description you want to append.
Click = [¥ Append to current specifications? = then click Open.

The saved specification is added to the current Criteria Expressions.

Click Update Browsers to apply the new patient selection criteria
against the protocol patient population.

Open Patient Selection Critenia

— Object Storage Location

© Private © \WorkGroup © UserGroup(db) @ Publicldb|
ChangewaolkGroup Location |

¥ Append to cunent specifizations?
Cancel |

[ Display all shidies?

I™ “isual Subsets?

Protocel |

1

[ 2 TN kel
3

_4

5
3

KA2 Dizcontinued

kA2 Elevated baseline 5607 hisgot 1000001 D6-APR-2093 STUDY
KAZ01 Females [from SAS dataset] femalex CTDBA O7-SEP-2000 STUDY
ka2 Investigator 30 inw30 CTDBA D4-AUG-2000 STUDY
KAZ201 Male patients males 1000001 17-JUN-2099 STUDY

Description |F|Ienane|.m.lhu|| Created | Summary |I.eve| ﬂ
i lients digc 1000001 D6-APR-2099 5 [
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Obiject properties

You can view information about an object when you select “Properties”.
1. Select the stored object with a single click.

2. Right-mouse click to display a floating menu.

Patient Subsets [ Public: [db)

5 Al patients

e
R
[

Black Females w/FSC Description
ntinued patient:

W Elderly patients oot
% Elderly patients on A Capy ﬂ
: Baste
Output Specifications Publ - I
Remove _
3 [
3 AUTHOR I
(£ Acceptance Testing
Sechedul
#1230 Demo chEre

3. Then click Properties. A dialog window displays whether the object is
a patient selection criteria or an output object.
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Object Properties x|

Category
Project

Study

Object Type
Object Mame

Dezcription

Surmnrmary

Authar
Create date
Access level
Object Level
UzerGroup

|General

[

[Ka20

|Patient Selection Criteria
Idisc

Dizcontinued patients

lIn000071
[D6-4PR-1939
|Public: [db]
[Study

I

Printing the selection criteria

90

To print the currently active patient selection criteria:

1.

2.

3.

Make certain that the patient selection criteria window is active by
clicking on its title bar.

Click E . or from the File menu, select Print.

Review displays the standard Print dialog box.

Click OK. The patient selection criteria prints on the specified printer.
To change the printer, from the File menu, select Print Setup.
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Quick remove

You can quickly delete a saved patient selection criteria (or visual subset)
in the Object Explorer window under Patient Subsets.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

3. Then click Remove. You are prompted “Are you sure you want to
delete the object?”.

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘Private’, “‘Workgroup’,
‘UserGroup’ or ‘Public’ objects equally. (See Chapter 12: Common Topics:
SuperUser Privileges)

Patient Subsets | Public [db) =l
-] GlobalTest =l
E [:l Owerall
Al Dizcontinued dus to AF

Dizcontinued patients Cut

Drg = ACTIVE patients Caopy
¢ % Elderly patients [ age » BO Paste
l -2 Safety I
Dutput Specifications IF'ubIlc: [db] %

F'ropertles

- Bfficacy

Another way to remove one of the saved patient selection criteria (or
visual subset):

1. Make the Patient Selection Criteria the active window.

2. From the File menu, click Remove.

3. Review displays the Remove Patient Selection Criteria window.
4

. Click on the object storage location. The stored patient selection
criteria specifications are listed. Click ‘Visual Subsets?’, if the object is
a visual subset.

5. Select the stored object description you want to remove.
6. Click Remove.
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Review deletes the selection criteria from the designated local PC,
WorkGroup, UserGroup or Public storage location if you have security
clearance to do so.

Aemove Patient Selection Criteria

Ohject Storage Location Remove |
[ “isual Subsets?
Cancel |

Degcription |Filename Author | Created Summary =

N Llj

Exploring data

Reviewing preferences

At any time, you can modify Review’s preference by selecting the Edit
menu from the Patient Selection Criteria window, and selecting
Preferences from.

Outer join in Results

If enabled, a patient’s data is included in browser results even if some
panels of data are missing for that patient. (See Chapter 12: Common
Topics: Reviewing Preferences)
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Display panel names

If enabled, panel lists display the panel name rather than the panel
description. (See Chapter 12: Common Topics: Reviewing Preference)

Display item names

If enabled, item lists display the panel name rather than the panel
description. (See Chapter 12: Common Topics: Reviewing Preference)

Sort panels alphabetically

If enabled, panel lists are sorted alphabetically; otherwise, panels are
listed in the order in which they were created. (See Chapter 12: Common
Topics: Reviewing Preferences)

Sort items alphabetically

If enabled, item lists are sorted alphabetically; otherwise, items are listed
in the order in which they were created. (See Chapter 12: Common Topics:
Reviewing Preferences)

Reviewing with browsers

After you specify the patient selection criteria to be used to retrieve
patients, you can explore the patient population you selected using the
browsers.

Activate the @ Detail Data Browser. You can display a list of patients

who meet the patient selection criteria specified and look at their detail
data. (For more information, see Chapter 3: Reviewing Patient Data.)

Activate the Patient Profiles Browser. You can organize the selected
patients into various Workbook Report types as single worksheet mode
or multiple worksheet mode. (For more information, see Chapter 4:
Patient Profiles.)
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Activate theI a | Report Browser. You can create a quick report to list
items of interest for each of the patients and patient populations meeting
the patient selection criteria. (For more information, see Chapter 6: Report-

ing.)

=
Activate the IE Graph Browser. You can look at items of interest

graphically for patient populations meeting the patient selection criteria.
(For more information, see Chapter 7: Graphing.)

Activate the CrossTab Browser. You can create CrossTab and Shift

Tables for patient populations meeting the patient selection criteria. (For
more information, see Chapter 8: CrossTab.)

Activate the E‘E Statistics Browser. You can look at a variety of statis-
tics and other reports for items of interest for patient populations meet-
ing the patient selection criteria. (For more information, see Chapter 9:
Generating Statistics.)

Activate the @ SAS Program Browser. You can review prepro-
grammed SAS Production Tables against original SAS datasets used in
the analysis for patient populations meeting the patient selection criteria.
(For more information, see Chapter 10: Production Tables.)

Activate the E Note Browser. You can review patient-level notes
saved by yourself and others stored in Object Storage Levels for Private,
UserGroup and Public. (For more information, see Chapter 3: Reviewing
Patient Data.)

Activate the Document Browser. You can review documents for

the selected protocol. (For more information, see Chapter 11: Accessing
Documents.)
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Reviewing Patient Data

Patient selection criteria 98
Subset patients 98
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Patient selection criteria

Subset patients
After building the patient selection criteria, you can quickly view a

detailed list of patients who meet the patient selection criteria, by using
the Data Browser.

E? Patient Selection Criteria

Panels: Items: Functions: Operatars:
Dozage =] |Pratocal =] | _Mew Event Function_
Demography Investigator actual value
Final Pat. Mo.
) Completed Evaluation?
Lab Chemistry Reason for discontinuation
Lab Hematology Date of Discontinuation
Lab Urinalysis Adverze Events? iz mlssmg[NLILL]
Adverse Events EDEEETE‘anE.Pd E?Ii?n; _l—'l iz not mizsing(not MULL]
E ffic:acy E valuation = Lu s i ol
"u"alue
Update Browsers | ADD expression to citena  Display Stats | Item Compare |
Select Criteria [T ext) | Select Criteria [SQL] _|
1 Final. Completed Evaluation? =v'es TE.COMPLETE =2

o _>Ij

™ Exclude patients meeting criteria?
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Open the Data Browser

Listing of patients

Click |[ﬁ |, or from the Browse menu, select Data.

Review opens a new window that displays a list of patients who meet the
patient selection criteria.

150 Cazes Selected: Custom Panels:
Study FID Sex Age Race | = o Define Custorm Panel
1 | | Burning Skin AEs
2 |KA201 2010184102 Male 44 White
3 |KA201 2010184103 Female 35 Black
4 |KA201 2010184104 Male 32 Black
5 |KA201 2010184105 Male 25 White
6  |KAZ01 2010184107 Female 24 White Panels:
¢ |KAZ01 2010184109 Female 20 White B andomization =
8 |KA201 2010184111 Female 33 Black Medical Histary
9 |KAZ01 2010184112 Male 46 White Previous Medication
10 |KA201 2010184113 Male 25 White Cancamitant Medication
11 |KA201 2010184201 [Female 45 White Dosage
12 |KA201 2010184203 Male 64 White Demaaraphy o
13 |KA201 2010184204 Female GO White Final
14 KA201 2010184205 Male 37 White = Lab Chemistry
Al _’H Lab Hematalogy =
Prev CASE | Mext CASE I EesetCazes |

Note: Review displays the number of cases selected before the list of patients. The
key clinical information for each patient, such as treatment group, case ID, sex,
age, and so on, are also displayed and are custom-configurable through
ReviewAdmin.

Data Review

To see more data for each patient selected:

1. Click anywhere in the row of the patient of interest. You can use Prev
CASE or Next CASE to view data for the next or previous patient.

2. Select a panel.
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@Dala Browser o 1 [m] 4
150 Cazes Selected: Custom Panels: :
Study | PID | Sex | Age | Race I___D efine Custom Pane__
1 |KAZ01 2010184101 Male 22 White
2 |KA201 2010184102 Male 44 White A | B | c© |
3 |KAZ01 2010184103 Female 35 Black 1 Visit No. 1 4 E
4 |KAZ01 2010184104 Male 32 Black 2  [Vizit Date 20-JUL-1927-AUG-1] :
5 |KA201 2010184105 Male 29 White 3 | Misit Label SCREEM DAY 29 |:
6 |KAZ01 2010184107 Female 24 White 4
7 |KAZ01 2010184109 Female 20 White g
A 010184 Black 7
9 KAZ01 2010184112 Male 46 White 8
10 |KA201 2010184113 Male 25 White 9
11 |KA201 2010184201 Female 45 White
12 |KA201 2010184203 Male 64 White
13 |KA201 2010184204 Female &0 White
14 KA201 2010184205 Male 37 White
15 |KA201 2010184206 Male 39 Black
Frev CASE | Hext CASE I Hesetilta
— @ Final [KA201:2010184111:Female] ©l-10] x| |
A B i Dizplay Image I Audit Trail | Tags | Qiscrf
Visit Mo. 5] :
16-SEP-1¢

1
2
3
4
h
b
¥
]
a

Dizplay Image

DAY 43

Audit Trail Taags Freeze Caze

You can select several panels from the list of available panels in the
protocol. Each panel selected displays a new window with a spreadsheet
containing descriptions and data for the selected patient.

If the panel displayed contains multiple observations, all observations for
this patient are displayed in the spreadsheet, ordered by the Visit Date.
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;Eﬂata Browser <=0 x|
| 150 Cases Selectad: Custorn Panels:
: Study | PID | Sex | Age | Hace __Define Custom Panel__
1 KA201 2010184101 Male 22 white 'ﬁ':ﬁ’;mﬁ’nfﬁnnﬁzw
2 KAZ01 2010184102 MWale 44 White
3 |KA201 2010184103 Female 35 Black
4 KAZ201 2010184104 Male 32 Black
5 |KAZ01 (2010184105 Male 25 White
6 KA201 2010184107 Female 24 Wwhite Panels:
¥ KAZ201 2010184109 Female 20 White Cancomitant Medication =
8 |KA201 |2010184111 Female 33 Black Dosage
9 KA201 2010184112 Male 46 Wwhite Demography
10 [KA201 2010184113 Male 25 White Final
11 [KA201 2010184201 Female |45 White Lab Chemisty
(0107 8420 ale T ¥hite Lab Hematalogy
13 |[KA201 2010184204 Female |60 White Lab Uninalysis
::; ﬂgg: ;g: g:: gi;gg : E? Efficacy Evaluation [KA201:2010184203:Male] =1 =]
A B C D E i
Prev CASE | NewCiSE || 1 Visit N, 1 2 3 a |
2 | Misit Date 22-1UL-1991 [ 29-JUL-1991{05-AUG-1991 [12-AUG-1991
3  Visit Label BASELINE |DAY 8 DAY 15 DAY 22
4 1 1 1]
5 1] 1 1]
(] 1 1 1
7 1] 0 1]
8 0 0 1]
9 1] 0 1]
1] 0 1]
1] 0 1]
1] 0 1]
0 0 1]
1] 0 1]
R R
k
Dizplay [mage Audit Trail | Tags | [serepaticy Freeze Caze |
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Graph format display

You can view a graph representation of numeric data from panels
collected as multiple visits or observations. Initially when you open a
panel the default display is the table format.

D Efficacy Evaluation [FAZ01:2010303105:Male]

ﬂlﬁ

A B C D E F &
Visit No. 1 2 3 4 5 r
Visit Date 05-AUG-1{12-AUG1{20AUG-1{26-AUG-1{03SEP1
Visit Label BASELINEDAY 8 |DAY 15 |DAY 22 |DAY 29

ocoooooooo o -0

=0 — N — N — — A — — N — i — D —
(=M= —N——N—H—N—N——N ==
(= —1E o — I — M — i —— N — i — N S N —

of
Dlspla}llmage Audit Trall | Tags | iEerepancy | Freeze Easel
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If you click the graph icon, the data is converted to a graph format with
the patient’s minimum and maximum values listed in the first column.

Browsing through patient data

To browse patient data:

1. Select a patient.

2. Select the panels that you are interested in reviewing.
3. Position and size the panel view windows.

4. Click each patient in succession or use Prev CASE or Next CASE.
Each time another patient is selected, each open panel view window is
updated to reflect the data for the currently selected patient. If the
‘Freeze Case/Case Frozen’ function is toggled to Case Frozen, the
panel view window displayed remains displayed(frozen) with the
patient data they were frozen with. A Case Frozen Panel View is a
static Panel View, even as you select other patients that will update in
only Freeze Case Panel Views.

D Efficacy Evaluation [KA201:2010303105:Male] =]
HE=

Wizt Mo, 1 2 3 4 5 B =
Vizit Date | 05-4UG-1997 | 12-40U0G-1331 | 20:4UG-1931| 26-40G-1931( 03-5EP-1951] 17-5EP-1991
Wizit Label BASELIME DAy 8 DAY 15 DAY 22 DAy 29 DAY 43

T —

—] ———]

Erthema | e Ty
Pruritus | . WQ‘H““--...___

UL
Scal [ —— el

caling | - —h-..._.______‘__"_,_,...-""'

Vesiculation| o.oo o
Edema 0.oo
Exudation 0.o0

L b
M aceration __'___,....--'"""",p

o.oo
FPapules 0.00 =
Burning 0.00 r

When tags are on, the tags column updates with the Panel Detail Data
View, reflecting the tags for the currently selected patient. (See Chapter 12:
Common Topics; Tags: Clintrial Tags.)
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Displaying CRF images

If your CRF imaging system is configured into Review and you want to
review an image of the original Case Report Form (CRF) behind the data
displayed:

1.
2.

Click on the column heading of the data observation of interest.
Click Display Image.

The CRF Image Viewer and the image corresponding to this data is
displayed (if it is available in the CRF image archive database, which
is not part of Review).

Note: If the CRF imaging system is not configured in Review, the Display
Image is not available.

Audit trail

To review the historical editing of the original Case Report Form items, in
reference to any of the panels:

1.
2.

Click on the column heading of the data observation of interest,
Click Audit Trail.

The Audit trail window displays the data chronologically; the most
recent editing of the original data input is in the left column and
moves chronologically to the right. The last column is the original data
entered. The Audit Trail documents the dates on which the data was
edited, and saves a copy of the data before it was changed.

B C D E F

A
1 | Modification Date/T{1995-12-18 111995-12-18 11|1995-11-10 0]1995-11-10 03: 1995-07-26 1
2 |Entry ID CTDBA CTDBA CTDBA CTDBA
3 Misit No. 1 1 1 1 1
4  ¥isit Date 15-JUL-1991 [15-JUL-1991 [15-JUL-1991 [15-JUL-1991 |15-JUL-1991
5 | ¥izit Label BASELINE BASELINE BASELINE BASELINE BASELINE
6 |Race Black Black Black Black White
¥ |Sex Female Female Female Female Male
8 | Date of Buth 09-AUG-1956|09-AUG-1956 |09-AUG-1956(|09-AUG-1956 |09-AUG-1956
9 |Age 35 35 34 35 34
10 | Childbearing Potenhi
11 |[Ewvaluability at BazellEfficacy Analy S afety Analyza Eflicacy Anal Efficacy Analya Efficacy Anal

Note: Where any editing has taken place, the new values are highlighted from
the previous values. This function is available for Oracle Clinical and
Clintrial data.
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Reviewing tags (flags and notes)

You can view all Clintrial tags (that is, flags and notes) about your clinical
data (Clintrial 3 and 4 only). All labels and monitors of data quality
issues, and discrepancies within your clinical data (data that is, not part
of the case report forms or matching clinical data forms) are displayed in
columns adjacent to the data columns.

To view tags:
1. Open the panel view you are interested in reviewing.
2. Click Tags, which will toggle to Tags ON.

3. Browse through the patient listing and review the tags.

ﬂ Lab Chemistry [KA202:2020646122-Male] .
A B B Tags C D e |
R:TECH_ERR/ |
1 ;IE MOLYZED:
ample
Yisit No. 2 hemolyzed 1 4
2 Yizit Date 12-SEP-91 22-M0V¥-91 |18-DEC-91
3 |Vizit Lahel DAY 15 BASELINE |DAY 29
4 |Protein, total serum 7 7.1 7
5 |Albumin L 4 41
] Alkaline Phosphatase  [112 66 B9
7 Creatinine 1 B .9
8  |Bilirubin, kotal 1 i 7
3 |Uric Acid 3 6.6 7.4
10 |Urea Hittogen 19 13 11
11 |Calcium 10 95 10
12 |Cholesterol, total 195 206 189
13 |Chloride 100 101 101
14 |COZ2 Content 26 29 30
15 |Glucose 96 94 86
16 |Gamma Glutl Transpepti 21 59 53
17 |Potassium 4 31 4
18 |Lactic Dehypdrogenase [135 177 174
19 |Sodium 135 137 141
20 |Phosphorus Inorganic |4 34 36
21 |ASAT [S5G0T] 26 ¥ 45 |
22 |ALAT [SGPT) 23 76 7h |
23  |Trglpcerides 90 234 239 -
| LI_‘

| Display Image ||&udit Trail Hlags

‘ | Discrepancy Freeze Case | |
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4. Click Tags ON to return the panel view to its default display.

Within each observation, there can be tags attached to the entire
observation (record) or to a specified item. The observation tags are
displayed in the upper row of the adjacent Tags column (within the
context data items.) The specified item tags are displayed in the
corresponding data item row of the adjacent tags column.

Discrepancy records

Discrepancy record panel view

You can review the discrepancies (Clintrial 4.x only) occurring in a
protocol by clicking on the Discrepancy Record panel in the Data
Browser panel listing.

Creating discrepancy records

You can create discrepancy records (Clintrial 4.x only) for discrepancies
observed during a review of patient data. 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 can create a new discrepancy record
to document your research.

i ew Discrepancy E

Discrepancy Message

ILah Yalues Lack Common ¥ anlance

Zrlﬂrlt}' | Create Discrepancy l

| Cancel I
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Selecting data for discrepancy record

The end user (with the ‘Create Access in Resolve’) can highlight a
patients data value or data values from a Data Browser panel view, and
instantly create a discrepancy record, by clicking Discrepancy.

To select data values for the discrepancy record:

1. Click on data value or values.

2. When selecting non-contiguous data values, hold the Ctrl key while
clicking on the values of interest.

i'l,,' Data Browser

m Lab Chemistry [KA201:2010184109:Female] [E[=]

196 Cases Selected: A B C =
e PID Sex | Age | NiDa SICTAET|
izit Date - E -
1 KA201 2010184101 Male 22 3 Visit Label SCREEN DAY 29
2 |KA201 2010184102 Male 44 4 | Piotein, total serum |6.8 6.8
3 |KA201 2010184103 Female 35 5 | Albumin 45 45
4 |KA201 2010184104 Male 32 g glkali_ﬂf_’ Phosphatas :'1 EJ
reatinine .
5 |KAZ01 2010184105 Male 25 8 Bilrubin, total 5 1
¥ |KA201 2010184107 Female 24 10 |Urea Mitrogen 10 9
_ B |KA201 2010184108 Male N 11 | Calcium 9.2 9.7
[E lkaz0 EIMTIVIENZYSPSPTINN | 12 Cholesterol Tolal {162 156
10 |KA201 2010184110 Female 24 e 22 5
11 |KAa201 2010184111 Female 33 15 |[Glucose 2| g8
12 |KA201 2010184112 Male 46 16  Gamma Glutl Transpd 44 48
13 | KA201 2010184113 Male 25 17 Pnla_ssium 46 "4_5
e 19 Sodium 142 138 5
| 20 Phogphoius Inorgam| 3.2 34
21 | ASAT [SG0T) 23 g
Prev CASE | Newt CASE | 22 ALAT [SGPT) 17 20
23 | Triglycerides a0 106
]| o[
Dizplay Image Audit Trail Tags Freeze Case
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3. You can also select a column of data, by clicking on the header of the
appropriate column.

'2lData Browser E? Lab Chemistry [KA201:2010184101:Male]
196 Cases Selected: A =l
Study FPID Sex Age 1 Wisit Ho. -
[KA?01 (2010184101 [Male [ 2 Visit Date
I ey 3

KAZ01 2010184102 Male 44 ]
KAZ201 2010184103 Female 35 5 |[Albumin
KAZ01 2010184104 Male 32 6 |Alkaline Phosphatas
7
8
9

KA201 2010184105 Male 25 Creatinine
KA201 2010184106 Male 18 ﬁ'['i'":“‘:::':a“"a'
KA201 2010184107 Female 24 10 (Urea Nittagen
KAZ01 2010184108 Male 31 11 Calcium

KA201 2010184109 Female 20 12 [Cholesterol, total
2010184110 Female 24 13 | Chloride

KA201 2010184111 Female 33 B LO: Lontent
15 [Glucose

KA201 (2010184112 Male 46 16 |Gamma Glutl Transp _||zu
KAZ201 2010184113 Male 25 17 | Potassium

KA201 2010184114 Male 57 18 | Lactic Dehydrogena
19 | Sodium
20 [Phoszphoruz Inorgani

| 21 | ASAT [5G0OT)
Prev CASE ‘ Mext CASE 22 ALAT (SGPT)

23 | Trglycendes

|t | | — | —
L mlwm = @@ O e
Pt
=
fer

&

-

N
Dizplay Image Audit Trail ‘ Taags | EreezeEase‘

4. Click Discrepancy, and the New Discrepancy dialog box opens. The
highlighted data value or values are automatically included in the
discrepancy record.

5. Enter a message in the discrepancy message field.

Discrepancy Message

Priority

‘ Create Discrepancy |

‘ Cancel |
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6. Optionally assign a priority value to the record in the “Priority” field.

7. Click Create Discrepancy, and your discrepancy record is
automatically created and accessible in the Discrepancy Log panel.

196 Cases Selected: A B C
Sludy | PID | Sex |Age| ARace 1 |Wisit Mo. 1 4
1 [KA201 2000184101 Male |72 ‘White 2 |Visit Date 15-AUG-91 |13-SEF-91
2 [KAZ01 2011184102 Male 44 ‘white 3 |Visit Label BASELIME |DAY 29
3 |KA201 2010184103 Female 35 Black 4  |Protein. total sesum ThH 1.2
4  |KA201 2010184104 Male 32 Black 5  |Albumin 48 4.5
5 |KA201 2010184105 Male 2% ‘white 6 |Alkalire Phosphataze |101 90
B |KA201 2001084106 Male (18 ‘White ¥ |Creatinine 1 B
§ [KAZ201 201184107 Female 24 |‘white 8  |Bilirubin_ total 4 4
8 |Kaz201 2010184108 Male 21 Black 3 |Uiic Acid [Xi E3
9 |KA201 2010184109 Female 20 ‘white 10 |Urea Nitrogen 20 18
10 [KA201 2010184110 Female |24 |'White 11 |Cakcium 99 96
11 |KA201 2010184111 Female 33 Black 12 |Cholesterol, total 209 185
12 |KA201 2010184112 Male 46 ‘White 13 |Chloride 104 101
14 |COZ Content 28 a0
KAZO01 2010184114 Male 57 ‘White 15 |Glucose n 2]
16 |Gamma Glutl Tranzpepti 49
17 |Polassium 5.5 51
‘Emv E‘ASEI | Hext CASE I 18 |Lactic Dehydiogenase |154 132
19 |Sodium 142 141
20 |Phosphorus Inoiganic 4.1 37
ASAT [SGOT)

New Dizcrepancy

Discrepancy Message

ILah VYalues Lack Common Yariance

Prionity

2

| Create Digcrepancy I
—

- | Cancel I

Avoid duplicate discrepancy records

All discrepancies are contained in a Discrepancy Record panel. To avoid
creating a duplicate discrepancy record, you can first open the panel
view of the Discrepancy Record panel to review existing discrepancy
records.
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Patient level notes

Store and retrieve patient notes

You can store and retrieve patient level notes observed during data
review within the Notes Browser. For example, you might validate
information and make a note for future reference. The notes can be stored
at Object Storage Levels as Private, UserGroup and Public. The author of
the note has sole security to edit or remove the note(s), unless the
individual has SuperUser privileges. (See Chapter 12: Common Topics:

SuperUser Privileges)

1. Click - , or from the Browse menu, select Notes.

El Data Browser

=10l x|

196 Cazes Selected: Custom Panels: -
Studg |  PID | sEx |AGE | RACE |~ _ Define Custom Panel__
8 |KA201 2010184108 Male 31 Black ]
9 |KAZ01 (2010184109 Female |20  ‘White
10 |KA201 2010184110 |Female 24 | ‘White
11 |(KA201 2010184111 Female 33  |Black
12 |KA201 2010184112 |Male 46 | ‘White Paneals:
13 |KA201 2010184113 Male 25  white FTy—— —
14 |KA201 2010184114 |Male |57  ‘Wwhite AE [5A5) |
15 |KA201 2010184201 |Female 45  ‘White AE 2(5A5)
-lo/x]
Study | Patient 1D Created Maote Text |Authnl| Access | 4|
1 |Ka201 [2010184111]26-MAR-2002 Total Protein out of range CTDBA Public _
2 |KA201 2010184114 /10-0CT-2001 To colleagues: Where is visit 2 inffo CTDBA | Public
3 |KAZ201 2010303102 09-JAN-2002 SEDT_Dut of range CTDBA Public
4 |KAZ01 2010303102 19-FEB-2003 Graphical outlier CTDBA UserGroup | _
4] | LlJ
Brev CASE | Mext CASE I Add Mote |BemnveNate|
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3. Click Add Note to open a new note for the selected patient. Click the
cursor in the Note Text box to enter up to 256 characters. The text will
word wrap to display the note. Hit Enter to end note.

=
Study | Patient ID Created Mote Text | Author | Access ;l
1 |KAZ01 2010184111 26-MAR-2002 Total Protein out of range CTDBA Public _
2 [kKA201 2010184114 10-0CT-2001 To colleagues: Where is visit 2 info  CTDBA | Public
3 |KAZ01 2010303102 09-JAN-2002 SGOT Out of range CTDBA Public
4 |KAZ01 2010303102 19-FEB-2003 Graphical outlier CTDBA  UserGrou
3 Patient has Drug Sensihivity.
KA201 2010184201 Today jlong Private -
4] | ’
Presw CASE | Meut CASE I Add Hote | Remowe Notel

4. Enter the Object Storage Location by selecting from the ‘Access’ drop-
down list for Private, UserGroup and Public.

1o x|
Study | Patient ID Created Mote Text | Author | Access ;I
1 |KAZ201 2010184111 26-MAR-2002 Total Protein out of range CTDBA Public N
2 |KA201 2010184114 /10-0CT-2001 To colleagues: Where is visit 2 info CTDBA Public
2 |KA201 2010184201 15-DEC-2003 Patient has Drug Sensitivity. JLONG
4 |KAZ01 2010303102 09-JAN-2002 SGOT Out of range CTDBA
5 |KA201 2010303102 19-FEB-2003 Graphical outlier CTDBA [{)serGroup

Public -
< _| C
Prev CASE | Mext CASE I Add Mote | Bemove Mote |

You can enter multiple notes per patient which display sorted by patient
ID and date created. The spreadsheet can be exported or copied to
clipboard with the same features as a report.

Movement between patients within the spreadsheet can be accomplished
with the buttons for Prev Case and Next Case.
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Find menu command

You can perform a search for a key word in the Notes Browser.

1. Click the Edit menu, select Find.
2. Enter the search criteria and Review will locate the first occurrence.

The find function can also be used on any report results.

E]anes Browser ¢l=10z
Study | Patient 1D | Created | MNote Text | Author | Acces |
1 This is the note text that you can enter - and it can
KAZ201 2010184104 03-JUNH-1998 include word wiap for long lines. CTDBA Public
2 | KA201 2010632106 08-JUN-199g [Elevated glucoses, patient is diabetic. lcToBA  Public
3 |KA201 2010632113 08-JUN-1998 Elevated glucoses. patient is diabetic. CTDBA  Public
4 |KA201 2010657205 08-JUN-1998 Elevated glucoses. patient is diabetic. CTDBA |Public
5 |KA201 2010657206 08-JUN-1998 Elevated glucoses. patient is diabetic. CTDBA  Public
Find
Find ‘What: Find Mext | |

diabet
= Cloze |
% Beplace... |

Search: IBP Rows vl [ Match Caze
. ™ Find Entire Cells Qnly
Loak in: I Forriulas 'I

Remove note
To remove a note:

1. Click | == , or from the Browse menu, select Notes.
2. Highlight the note to delete, click Remove Note.
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Multiple-patient mode

Freezing a case

As you browse through patient data in the Data Browser, you notice that

each patient selection updates the open panel views. Review has an
optional multiple-patient mode for the Data Browser. The multiple-
patient mode allows the review of different patient’s data at the same

time. Each panel view has a Freeze Case button in the lower right corner.

B Lt Chwmisiry [KAZO1 2200 064961 220 ] - | 1] %
E
12 Hilirghin, todal 7 q
13 Lhic Acid R T4
14 Lhea =i} 13 m
15  Calcwm 4.5 i
18 Chilas k&l | 206 189
¥ Chioside m LUl
18 COF Conla 29 aa
1% Glecose a4 i1
0 Gamma Glull Transg59 53
#1  Podassium |3.5 4
IZ Loowc D rogengl 77 LEE
#¥  Sodium 137 141
24 Phosphoius Inorgamd.4 16
#H ASAT (BGOT) i 45
e ALAT 76 76
#F  Tnghrendes 214 1
L
i | e[
Display naga | it Test Isg | e Cona |

Multiple-patient mode
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Click the Freeze Case button and the button text changes to Case Frozen.
When the Case Frozen button is present, data in the panel view is frozen
and will not update when you select another patient.

EYLan chemibstry [KAZDL 20006461 25N ale] =] 1
o

1

- -

|

F]

5

L]

7

i Prodasin. iodal seum |71 ¥

4 AEwmin ] a1

10 Aloaline Plaephat) i %]

11 Cagalining F 5

12 Bdsubss. il [ ¥

13 | Unic Acd EE T4

14 LUiras Mitrogen LE ] 11

15 | Calcium EL ]

16 Cholesterol iofal |56 L ;]

17 | Chdorde 1[]] []]

18 002 Costant i -

19 Glucoss ET] B

20 Ginemesn Gilefl Tonssg 58 53

21 | Poladsees L] ]

22 Lactic Dwbydeogess 177 174

21 |Saidees 137 141

24 Peoephores keorgee 54 16

BS ABAT [BGOT) 7 51

26 ALAT [SGPT) L3 L3

27 Tilghycandes FET] pEL]

-
1 | I
Disploylmoge | AudiTmd | Toos | | | [Eaz= Frmzen

To freeze multiple panel views:
1. Select a patient.
2. Select a panel.
3. Click Freeze Case.

This freezes the panel view on the screen, dedicating it to the patient that
was selected at the time of freezing the case. The freezing function allows
you to display many patients with the same panel view open at the same
time, providing you with a useful comparative clinical protocols tool.

Note: A Case Frozen will not update with the selection of a new patient. A new

window is generated when you click on the panel to be displayed, and/or updates
the previously selected and open panel views not frozen.
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A B B Tags C D N
R:TECH_ERR/
1 HEMOLYZED:
Sample
Visit Ho. 2 hemolpzed 1 4
2 |Wisit Date 12-5EP-91 22-NOV-91 [18-DEC-91
3 |¥isit Label DAY 15 BASELINE (DAY 29
14 |CO2 Content 28 29 30
15  |Glucose 96 94 96
16 |Gamma Glutl Tramspeptil 21 n9 53 J
17 |Potassium 4 39 4
18 |Lactic Dehydiogenase |139 177 174
19 | Sodium 135 137 141
20  |Phogphorug Inorganic |4 34 36
21 |ASAT [S5GOT) 26 37 45
22 |ALAT [5GPT] 23 76 76
|23 | Tnalvcendes 90 234 239 Jﬂ
4 3

| Dizplay Image || Audit Trail ||Lags 0N Hgiscrepancy

Caze Frozen

A B C
1 |Visit No. 1 4
2  |¥isit Date 07-AUG-31 [04-5EP-91
3 |Visit Label BASELINE (DAY 29

To unfreeze a panel view, click Case Frozen.

A panel view that is not frozen will be updated when a different patient
is selected. If you have frozen a number of panel views, and would like to
unfreeze it and close them, you can close each one with or without
unfreezing them by clicking on the System menu button in the upper left
corner of each window, or you can close the Data Browser window itself

and all open panel views will be closed. If you want to update all the

frozen panel views click Case Frozen and select a new patient.

The panel view updates to the selected patient and you can proceed to
freeze that view for a new comparative exercise.

Note: If you have opened more than one panel view of the same panel, any left in
the unfrozen state become active updating panel views. You may want to

individually close all but one unfrozen panel view per panel to reduce screen

clutter and needless repetitious presentations of the same data.

Multiple-patient mode
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CrossTab Browser results

This feature facilitates patient identification down from the CrossTab
categorical patient counts, to the underlying patient data via the Data

Browser.

Clicking on a patient categorical count in the results CrossTab tables
subsets and updates the open patient listing in the Data Browser, and
opens Detail Data Listing reports to display those patients underlying the

selected patient count.

Note: The CrossTab Browser does not allow multiple protocol selection. (See
Chapter 8: CrossTab Browser: Patient selection criteria)

E Lab Chemistry [FAZ01:2010303110:Male] [+
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_TIJ Data Browser
196 Cases Selected:
Study PID Sex Age Race
KAZ201 (2010303110 [Male (47  [wh =
91 | KA201 2010632109 Male 43 Black
117 [KA201 2010646106 Male 36 Black
138 KA201 2010646202 Male 52 White
148 KA201 2010657102 Male 29 Hizpanic
176 KA201 2010661105 Male 38 Hizpanic
‘,.J SGOT Shift Table:ASAT [SGOTY7.445:45 555] 10|z
A B \. C D E
1 | Baseline v End-> |LOW NORMAL (HIGH Total
2 LOw ol 4 o 0 0
3 | HMOBMWAL 0 * 151 1 152
4 | HIGH 0 B.J 2 8
5 |Total 0 157 3 160

3
4
L]
[
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21

B C
isit Ho. 1 4
Yigit Date 16-AUG-1113-5EP-1
WVigit Label BASELINHDAY 29
Protein. total serum |6.8 [
Albumin 45 4.4
Alkaline Phosphatas{114 105
Creatinine g R
Bilirubin, total .2 3
Uric Acid 5.5 5.8
Urea Nitrogen 10 10
Calcium 10.3 94
Cholesterol, total 170 176
Chlonde 102 107
COZ Content 32 27
Glucose 90 106
Gamma Glutl Transp{ 92 100
Potassium h4 4.4
Lactic Dehydrogenad 125 119
Sodium 145 143
Phosphorus Inorgani| 4.5 38
ASAT [5G0OT) 49 32
Dizplay Image Avidit Trail Taag: Freeze




Patient listings and panel views

Expanding spreadsheet columns

When Review displays multiple observations in the panel view
spreadsheet, each column is automatically sized to a fixed width size.
You can expand or contract the columns in the spreadsheet just as you
would in any window’s spreadsheet program.

1. Click and drag the cursor on the line between the column heading tabs
(between B and C if you're expanding column B in the example
below), and drag the cursor to the width desired.

2. If you want to size all the columns in the spreadsheet, you can
highlight the entire spreadsheet by clicking on the upper left
spreadsheet column tab, and then size column B and each of the
subsequent columns will then be the same width as column B.

Print Preview

To display a print preview of patients meeting the current patient selec-
tion criteria in the Data Browser window or data from a patient’s data
panel:

1. Click on the title bar of the Data Browser window or Panel window to
make it the active window.

2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click either Print or Close.

The Print Preview function is applicable to all browsers with output
results.

Printing a patient listing

To print the list of patients meeting the current patient selection criteria:

1. Click on the title bar of the Data Browser window to make it the active
window.

2. Click |§ , or from the File menu, select Print.
Review displays the standard Print dialog box.
3. Click OK.
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Printing a panel view

To print the data from a patient’s data panel:

1. Click on the title bar of the panel view window to make it the active
window.

2. Click , or from the File menu, select Print.
Review displays the standard Print dialog box.
3. Click OK.

Exporting a patient list or panel view

To export your table in Excel 4, 5 and 7, tab delimited files , HTML format
or PDF files:

1. From the File menu, select Export.
Review displays the Export dialog box.

2. Enter the storage location.

3. Enter the storage type.

4. Click OK.

Your patient list or panel view is exported to the currently selected disk

directory. (See Chapter 12: Common Topics: Export Browser Display
Spreadsheets; Copy and Paste Browser Results; Copying to Clipboard)
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Custom panels

Define custom panels

You can design your own custom panels for use within the Data Browser
with _Define_Custom_Panel_. This feature allows you to select data

items from a variety of panels, then save your custom panel with a
description.

1. Click _Define_Custom_Panel_ to open the Define Custom Panel

window.
Dala Browser - O] x|
196 Caszes Selected: Custom Panels: =
[ efine Customn Panel
A 010184101 | Male hite E_urr]inglgl_}in .-’-‘-.tEs : [%
2 KA201 2010184102 Male 44  White e i fresmen
3 | KAZ01 2010184103 Female |35 Black
4  |KA201 2010184104 Male 32 Black
5 KAZ201 2010184105 Male |25 white :
Define Custom Panel Mi=] E3
Cuztom Panels: Parels: Itenms: Functions:
R andaomization 1= Save |
Medical Histon
Previous Medication Update |
Concomitant b edicatic Eerove |
Dozage —
Demagraphy Cancel |
Final . t
Lab Cherniztry = gbﬁrﬁ;t&”'e '
i — " UzerGroup
Description " Public i
I ADD ltem | Add Al ltems Filter D ata |
- Sort Drder Panel | Item 2l

ﬂ 1
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2. From the Panels list, select the various data items you want included
in your custom panel. You can double-click on the individual items or
click ADD Item or ADD All Items.

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building

custom panels.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same custom panel.

3. The Sort Order can be adjusted by clicking the arrows in this edit box.
4. Before saving your custom panel, you may want to apply an output

filter criteria.

Adverze Events
Efficacy Evaluation
Mycological Resulks

AE Tent
AE Coded

Cusztorn Panels: Panels: Items: Functions: 1
Demagraphy =l |Ongaing AE? =] [ _Mew Event Functior Save I

Final End Date actual value :

. End Time pdate | ]

taE ahem'?tlr}' Related to Inv Med? =

Lab Urinalyziz Qutcome being treate :

Cancel |

Object Store

ikale . Dluisical Eus | | A€ Tope [descriptionl S " Piivate
1 T 4 | r 4 2| £ UserGroup
Description * Public
I A00 Item Add Al lkemns I Fiter Data
j Sort Order Panel | Item
1 1 Demography Invesztigator
ﬂ 2 Demography Pat. Mo.
3 Demography Sex
4 Demography Age
i Final Completed Evaluation?
[ Final Reason for discontinuation
7 Adverse Events AE Coded
8 Adverse Events Related to Iny Med?
9 Adverse Events Senous?
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Custom panel output filter

The operating features of the output filter are identical to the patient
selection criteria window. You have access to all panels and underlying
data items when creating an output filter. The output filter is designed to
focus in on particular observations and visits; it is not designed to be
used for the patient selection criteria.

5. Click Filter Data.
6. Select your output filter criteria from the panels and items lists.

@ Define Custom Panel &l |EI|5|
Custom Panels: Panels: Items: Functions:
Demography 21 |Ongaing AE? = /| _Mew Event Function Save |

End Date actual value ]

Firnal |
. End Time Undate | ]

::a:j Ehem'ft:y Related to [y Med? =F :
ab Aematology Outcanne = | ]
Lab Urinalysis | Outcome being treate ZEMEHE !
E Filter Data EEEE

Panels: |termns: Functions: Operatars:
Dermography = End Time =] [ Mew Event Function
Final Related to Ihy Med?
Lab Chermistr Cutcome
¥ Outcome being treated?
Lab Hematology AF Teut
Lab Uriralyzis AE I:Z|:-|:I-3|:I
Adverse Events EE"_I'?US?r _—
Effizacy Evaluation =l I |
Save Filti{\‘lj i ADD empression | Display Stats | Dizplay Walues | 3547 |tem Compare |
Reszult Filter [Text] | Result Filter [SQL]
1 dverse Events AE Coded =3942 T10.5ECODE ="3942"

7. Click Save Filter and close the Filter Data window. The Define
Custom Panel window will reset and display Filter is ON.

8. Enter a description to reference your custom panel and click Save.

The output filter looks and operates similarly to the patient selection
criteria window. You select the panel item and value or range value to
create a row filtering criteria. The selection of the values or range values
are supported by Display Stats and Display Values.
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As in the patient selection criteria, Display Stats instantly provides the
basic descriptive statistics for the highlighted item, function, and value,
and Display Values provides a listing of all values possible for the
selected item, function, and value. Both Display Stats and Display
Values present their respective listings for the whole protocol(‘s)
population, unless you check Subset by Patient Selection Criteria. With
Subset by Patient Selection Criteria checked, the respective information
in these windows is limited to the patient subset created by the current
patient selection criteria. (See Chapter 2: Selecting Patients: Display Values

and Display Stats)

Define Custom Panel
Custom Panels: Panels: Itemns: Functions:
Eurnin Previous Medication = Therapy for AE _Mew Event Function, Save |
Concomitant Medication Ongoing AE? actual value
o End Date Update E
Heage End Time g
Demography Related to Inw Med? Bemove | ;
Final Outzome . — |
Lab Chemistry Outcome being treated Camecl |
Lab Hematology AE Tet !
’ . AE Cnded Object Store |
Lab Urinalpsiz 5 7 % Fiivate
Adverze Events AE T_l,-pe [dezcription) e
Efficacy Evaluation s UessiBioy
G e Rl EN L3 [ N 2 Public
Dezcnphion
IBuming Skin AEs ADD [tem | Add All ltems | Eilter is OM
j Sort Order Panel | Item
1 0 Demography Investigator
ﬂ 2 Demography Pat. Ho.
3 Demography Sex
4 Demography Age
5 Final Completed Evaluation?
b Final Reason for discontinuation
7 Adverze Events AE Coded
8 Adverse Events Related to Inv Med?
) Adverze Events Serious?
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You can now select your custom panels in Data Browser to view individ-

ual patients.
Data Browser
196 Cases Selected:
Study | PID | Sex | Age | Race :
9 |KA201 2010184109 Female 20 White Buinin:
10 |[KA201 2010184110 |Female 24 White
11 |[KA201 2010184111 |Female 33 Black
12 KA201 2010184112 Male 46 White
13 | KA201 2010184113 Male 25 White
14 KAZ01 2010184114 Male a7 White Bl
15 |[KA201 2010184201 Female 45 White R andomization =
16 | KA201 2010184202 Male 33 Black Medical Histary ]
17 |[KAZ01 2010184203 Male 64 White Previous Medication
18 |KA201 2010184204 Female &0 White Concomitant Medication
19 KA201 2010184205 Male 37 White Dozage
20 | KAZ01 2010184206 Male 19 Black Cemography
21 KA201 2010184207 Male 30 Black Final
A 010184208 3 3 Lab Chernistry ]
23 |KAZ01 2010303101 Male b7 White Lab Hematology =
Prev CASE | Mext CASE I
1 | Investigator 018
2 |Pat_No. 4208
3 | Sex Female
4 |Age 47
5 | Completed Evaluatio)Yes
6 | Reason for discontin
7 |AE Coded SKIN:Burr
8 | Related to Inv Med?| Possible
9 |Serious?
[ieplaylmage it T | Tias | [Dizcier Freeze Caze

Update or remove custom panel

If you need to update or remove any custom panel:

1. Click _Define Custom Panel_ to open the Define Custom Panel
window.

2. Select a panel from the Custom Panels list.

3. You can make changes to the custom panel and click Update or click
Remove to delete from the custom panes list.

Custom panels
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Modifiable items

Defining modifiable items

iDefine/Update Modifiable Item

If your data management system supports this feature, the
I is displayed in the Data Browser window.

Define Modifable Items:

Caution: Once you create a modified item, it is permanently a part of your
database, and only one modified item can be generated per parent item.
The modified item name can not be changed. nor can the modified
item be deleted. However, the data can always be modified by this
pseudo Item from the source parent item.

Your ORACLE user ID must be authorized to define parallel modifiable
items, and your underlying clinical data management system must
support defining parallel modifiable items. You can define modifiable
items at run-time. In the Data Browser, click Define Modifiable Items.
Review displays a dialog box to allow the definition of a modifiable item:

EF“aneI: Fieference ltem:

1 _Define Fivot Panel. 21 |[ENTREY_DATETIME 2l Eesettem Eantents |
_Definedoin Logic_ CT_RECID

{ AE_DATA eI

| CONMED_DaTA WISIT_DATE

| DEMOGRAFHY_DATA YISIT_LABEL

| DOSAGE_DATA PROTOCOL Create Item |
{ EvaL_pata DS IGATHR

{ FNaL_DaTA el | PRSV Cancel |
LAB_CHEM_DATA DoEe |

| LAB_HEM_DATA AGE

{ Leg URIN DATA LBSTAT

domichuicT maTa x =

E P I‘ | v 4 k

N e bl odifiabhe [tem's D escription:

{PTSTAT

ENew Moditiable ltem's Type

[¥ Link Mews ltem to Reference |tem?

|

r
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If you can select “Link New Item to Reference Item?”, the new item is
tied to an existing item. The new modifiable item created becomes a

parallel field using the same decode file (if applicable) and contains the
identical values as the existing item.

If |_ Link. Mew lkem to Reference [bem? is left unchecked, the new item is not
tied to an existing item and no values are duplicated into it.

D efne/Update Modifiable [tem

Fanel

Reference Ihem:

_Define Fivat Panel_
_Define Jain Logie_
AE DATA

CONMED _DaTa
DEMOGRAPHY_DATA
DOSAGE_DATA
EVaL_DATA
FINAL_DATA
LAB_CHEM_DATA
LAB_HEM_DATA
LAE URIN DATA

I.TEF‘lI_IIE‘T DuaT b
1

-

-
ol [ »

ENTRY_DATETIME _a]
CT_RECID

PID

WISIT
WISIT_DATE
WISIT_LABEL
PROTOCOL
INVESTIGATOR
PATNO

SEX

DOE IS
AGE

CESTAT

Hews Modifisble ltem's Description:

|F| ewiew's Comments

Hew Maodhable [tem's Type

|Eh aracher

E

Create |tem |

Cancel |

[~ Link Mew ltem to Reterence | tem’

1. Select the panel in which you want to define the modifiable item.

2. Select the reference item upon which to base the item. Review fills in

the description field with the description of the reference item. You
should change the description slightly to better distinguish your

version of the field.

Note: If you do not alter the new item’s description, it will display the same

description as the reference item but flagged as the “modifiable version”.

3. Select New Modifiable Item’s Type.

4. Select whether to “Link New Item to Reference Item?”.
5. Click Create Item.

Modifiable items

125



Review creates the new Item in the database on the server, and
initializes the Item with the value of its reference Item for each patient’s
observation. The modifiable item updates can be viewed through the
custom panels.

Modifying data

If you have defined a modifiable data item, you can change the values of
that item for any individual patient by using the Data Browser.

1.
2.

Select the patient of interest.
Select the Panel of interest.

The modifiable data Item is displayed at the end of the list of items in
the panel. The modifiable data items are highlighted as shown in the
KOH Exam (Inv) row below:

You can make changes directly in the cell of the modifiable data item.
Your changes are stored in the database automatically.

0

Mycology [Study AACTIVEIDTS 4110| |v —

A ] [ +|}

Date

072591 073091 ||

Yisil Tspe SCREEN BASELINE

CRF Visit [1]1] o

KOH Ekam (Inv] POS PO5S

Culture [In¥] ND HEG

Date Culture Bead 0a0831

[ate Sent ko Central La

Final Hesult ND MEG

Culture 1D 1

Culture 1D #2

Culture 1D #3

bl = = SR S T e B L

Excepfion? ...

lPos IR

< |

‘ Dizplap Image | |
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If you have multiple patients or modifiable data items, you can change
the values of the item using the Report Browser. The modifiable data
items are listed for reporting and can be updated from report window.
(See Chapter 6: Reporting: Defining Report Specifications)

1. Select the panel(s) of interest.
2. Select the item(s) of interest.

3. Click & Enable modifiable itern updating’?

to edit the items from the

created report. If left unchecked you are unable to modify the
modifiable item from the report.

4. Click Create Report.

5. Click on the column for the modifiable item and edit the value.

=10]%]

Pangls: Hame: Funchione:
_Dalirea Join Locgc_ _Clnfmm Py Hemm_ J_Hﬂ. Evwmrt Furcion_
Summeny Lising _Dvirk reer Firascd Franread _ _Cimime Mesw Pesnge_ prius valie
Formated Cetad Datn Lising | —jniniad TASS Sy O
Formated Summeny Lising T—— Fm(.
| Concomban Madicaion ::: rl:zr
Dl ey VimitLabal
Do samecps Froicecnl
Efi oy Evabiaiion iresm stigpmin
Final Pt Mo
Ly Chiarmisiry Completed Evabiation?
i Lesds Mot okoacyy Pemsysonor disconinuelion
Lusds Lirin Bby'si & .E'-!‘E':“:“-Ellll'lllllah:ﬂ
LAE_CHEM [SAE) “rtverae Evenis | %
Larenmitel ket
| Ihench ol Histnify Topes ol Scaimky Evan
| Wyrolngical Rasuls i ecantinusd
Frovous vecteoion NI
P rchodi Lt ion
"iials B Py il Exam
4] | jal | i
e e AODNem | AddAibems | FierOuipu | CreotmPepert |
Rzt Subtoisl [ =
Lt with chenoe
ﬂﬂ I Supieis digd ok w7 P koS e Cied i T
A | B | [ | a
ColHead 2 [essigafal Mo, PTSTAT- modifishle
_ Eon Ordes |1 z 3
Fure resulte  Painl chiy
Wn High |
Pomac-Hesgh
lacteda? rampt 2
4 1 S
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Modifying coded data

If the reference item for the modifiable data item is a coded data item (its
values are decoded using a code list), when you click on the item to be
modified, it changes to a drop down list. Select one of the possible values

from the list:
=] Mycology [Study A:ACTIVE:018 4110 ME
A B C +
1 [ ate 07251 07307 :
2 |Yizil Tepe SCREEN BASELIHE
3 CRF Visit on o
4  |KOH Ekam [In¥] POS POS
5 | Culture [In¥] ND NEG
6 |Date Culture Read og081
7 |[Date Sent tu Cential La
& |Final Hesult ND HEG
9  [Culture 1D #1
10 [Culture ID #2
11 |Culture ID #3
12 |Exceplion ?
13 |KOH Exan (Inv] [modifieP0S | 2:P0S |#]
2:P0S [+]
J:NDER_|
FINJA |+
4]
«[ 1 -+
‘ Dizplap Image | ‘
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Reset items content

If you need to reset item contents after you have changed the defaulted

values in the modifiable item, click Reset Item Contents. All values

changes will be reset to the values of the reference item. This button is
only enabled when the new modifiable item is linked to a reference item.

DefinefUpdate Madifiable Item

Fanel: Reference ltem:
_Define Pivot Parel L & [VISIT =l
panmionione | IS0
— PROTOCOL
LONMED_DATA, INWESTIGATOR
DEMOGRAPHY _DATMA PATHO
DOSAGE DaTA SE=
EVAL_DATA P
FINAL DT = |tRsTaT
LAE CHEM _DATA PTSTAT
LAE HEM DATA ARE - modifiable versia
LAE_URIN_DAT A Comment -
‘LTL'I'IIJIC"I' P T A | .|_ . ;

Hew Modhable [tem's Desonption:

IPTSTAT - modifiable
Mew Modifisble [tern's Type

Bezet tem Contents |

Cancel ‘
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Saving Data Browser specifications

Obiject storage location

You can store patient selection criteria at four user access levels: Private,
WorkGroup, UserGroup, or Public.

= Private storage is at the local PC level. The private objects are saved
on the user’s home drive in a directory (folder) called “irpat™.
Review handles all creation, access and deletion of the private
objects in this folder. Therefore, the user should not be concerned
with the contents of the irprivat folder.

= WorkGroup storage is PC based and stored at a shared network
drive, to which a select group of personnel would have access.

Note: The WorkGroup storage location was supported in earlier Review
releases. UserGroup storage location is extensively used for later releases.

= UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Obiject storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

= Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for WorkGroup or UserGroup
storage.

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables.
(See Chapter 12: Common Topics: Shared Object Storage- Locations)
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When you select the UserGroup object storage location, teh ‘Share with
usergroups’ listbox is made available for selection.

Save Data Browser ]

Objec! Storage Localion Ehal? wita WEEngrouns Gave
’;" Fivate © wokhrp © UserGrousdsl © Pusierae) | |2 %, =
CLINICAL 545 GROUF ﬂl
Objec! Level DK
) B[
# Sudy Poiect O Global HEMEWALHIN
TEST ﬂ
T okl
™ Sitona Patieri S sdaction Criteria? [T Steved Pationt Salaction Critaria P equired? [T Dvemide selectsd Project/Global abjact?
FieH arme: Categqam[Major. Minar. Sub} Project or Rlobal Objec:s to averride
| | =l Data Migration Test 1
R P DatsBrove 1- 0 ata Browssr wath views of Dy
Edelg il D (£ilu DiataBrawe 2: D ala Browsar with Patient S el
dalabrawd | Datab row 3 Oala Browszr with Custom Pa
databrow? Mo hales - Test Data Browser
databraw Sumrnary Infarmatior: Patiztibz who Cornplated Shady
L Bcpltpat
Migdatab -
nomazle
Obiject level

You can store your Data Browser specification at three levels: Study;,
Project, or Global. The Object Level box is only enabled and highlighted
when you select an Object Storage Location designated as ‘db’ for data-
base. Therefore, when you select either UserGroup or Public for database
object storage location, you can assign an object level to restrict access to
a specific study level or share access between multiple studies at Project
or Global levels.

Store a selection of panel views

The Data Browser's patient listing, and the subsequent panel view
windows, are provided for instantaneous data exploration and browsing.
Selections of multiple open panel views can be saved as Data Browser
objects.

1. Open the panel views and size and position them in the locations to be
saved. Make sure the Data Browser window is active.

2. From the FILE menu, select SAVE.
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3. Review displays the Save Data Browser window where you can
specify the storage location. Select an object storage location.

Save Data Browser

" Object Storage Location

€ Private € wWolkGroup € UserGroup(db) ©* Public(dh)

Object Level
’717 Shudy " Project " Global

4. Select object level type. The default is Study.

5. Click ‘Store Patient Selection Criteria?’ if you choose to save the
current patient selection criteria with the output specification. When a
user selects the stored object specification they can modify the
selection criteria and still run the output. If the particular patient
selection criteria is specific and required for the output, click ‘Stored
Patient Selection Criteria Required?’. In this instance, the patient
selection criteria cannot be modified when this stored object
specification is selected. If none are selected, then no patient selection
criteria is saved with the output specification.

[~ Shore Patient Selection Criteria? [~ Stored Patient Selection Crteria Required?

6. Enter a FileName for future reference to be displayed in the list box for
Existing Files. The Filename is for internal use and is not displayed in
the Object Explorer window.

7. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. For
example, the major folder for ‘Safety’ has two minor folders created as
‘Safety. AEs’ and ‘Safety.Labs’. Folder names are case-sensitive. After
the folder(s) are initially created, they are selected from the dropdown
listbox.

Safety.Labs

8. Next enter the appropriate description which is displayed in the
Object Explorer window.

9. You can include summary information for future reference to be
viewed by yourself or others later.

10. Click Save. Review stores the Data Browser Specification to the
designated PC, WorkGroup, UserGroup, or Public storage location.
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Override selected Project/Global object?

The purpose of the override is to create a study specific version of the
standard object, in the non-standard study. For example, you create a set
of global or project level objects and assume they should be applicable to
all subjects in the study project (for project level) or all studies in the
database (global level) based upon your internal standards. This may be
true the majority of the time but then you encounter a non-standard
study. Therefore, when you are in the non-standard study this object is
displayed in your list box and will suppress the project or global version
to display the local version instead.

[~ Dweride selected Project/Global object?

Project or Global Objects to overide

Data Migration Test 1

DataBrow 1 Data Browser with wiews of D
DataBrow 2 Data Browser with Patient Sel
DataBrow 3. Data Browser with Customn Pa
Mo Males - Test Data Browser

Patients who Completed Study

Obiject Explorer Window

Once you have saved your Data Browser specification and assign folder
information, your folder(s) and output specification will display as a
stored object in the Object Explorer Window under Output
Specifications. A Data Browser icon will display next to your output
description. If you saved a patient selection criteria with your output
specification, then a filter icon would display next to the browser icon.

Output Specifications | Public (db) =l
|:| Demographic Group ;'
B2 ESH
E|[:| Efficacy
ﬁ *atie -ormpleted Study J

M Polar - Burning mean ws Wisit

= Efficacy Evaluation Pat Pro
: z;: Erpthema - Treatment [LIFETEST]
E MY COLOGICAL AMD CLIMNICAL CURE - IMT

B[ Filter
B2 Formatted Detail Data II_Isting -
] 3

Order output specifications by;

E xecute
= " Tupe = Diescription

Execute Objects | Review Ouput | Scheduied |
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Retrieve a saved Data Browser object

If you want to retrieve a saved Data Browser object:

1. Double click to open a folder.

The Data Browser icon displays next to the description. If a filter icon
displays along side the description it indicates the object was saved
along with a patient selection criteria.

[ﬁ Fatientz who Completed Study
E Falar - Burning mean v Visit
-5 Efficacy Evaluation Pat Pro

2. Double click to open the stored Data Browser object, or high light the
seelcted object and click Execute.

Open saved Data Browser settings

Another way to retrieve saved Data Browser specifications is:

1. Make the Data Browser the active window.

2. From the File menu, click Open. Review displays the Open Data
Browser window.

3. Select the object storage location to list stored data browser
specifications.

4. Select a data browser description and click the Open button or double
click on the report description.
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Open Data Browser

Object Storage Location
€ PFrivate © WorkGroup ¢ UserlGroup(dh] & Public(db]
Change "WorkGroup Location I

™ Display all studies?

2

Protocol
KA201
KA201

Descnption Filename Author | Created Summary

Demography Doze AlDemoD oz CTDEA [O8-JITH-TYD ata Browser save with open nanels |
Patient Summary, Liv sumryliviir CTDBA 20-MAR-1

5. You can select the Data Browser storage locations.

a. Click | Change WarkGraup Location | t0 browse various Data Browser object

storage locations.
By default, = pispiay af studiesz 1S inNactive and the display of saved

objects is limited to those created while reviewing the current study

protocol.
b. Check Display all studies?

All saved Data Browser specifications for all study protocols are
displayed. If you open Data Browser specifications created in a

different study protocol(s) than the one you are currently reviewing,
Review validates all corresponding Data Configurations. If there is
any variance in data descriptions and/or data structure, Review
notifies the end user of the incompatibility and flags the items that are

variant.

Note: Saved specifications using a pivot panel will only work with the pivot
panel it was created with. If the same pivot panel is recreated with the same
name, the objects using the original panel will not work because the system

naming convention iterates with each created panel. (See Chapter 12: Common

Topics: Pivot Panels)
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Quick remove

You can quickly delete a saved Data Browser object under the Output
Specifications window.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

3. Then click Remove. You are prompted “Are you sure you want to
delete the object?”.

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘Private’, ‘Workgroup’,
‘UserGroup’ or ‘Public’ objects equally.

Output Specifications | Public: [db) =l
[:I Diemographic Group :I
- ESH
=[] Efficacy |

(0t
=] Copry.
% Emthema - Treatment [LIFET =~ Paste

@ MYCOLOGICAL AND CLIMIC

[:l Filker
I[:l Farmatted Detail Data Llsting Properties
4

Sehiedule
Execute Order outpl

* Type " Description
Execute Objects | Review Ouut | Schedued |

Note: You cannot schedule a saved Data Browser specification.

Another way to remove a stored Data Browser specification:

1. Open the Data Browser to make it the active window.

2. From the File menu, click Remove. Review displays the Remove Data
Browser window.

3. Click on the object storage location. A list of the stored data browser
specifications display.

4. Select the stored Data Browser description you want to remove. Click
Remove.

Review deletes the Data Browser settings from the designated local PC,
WorkGroup, UserGroup or Public storage location if you have security
clearance to do so. (See Chapter 12: Common Topics: SuperUser Privileges)
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Remove Data Browser \ E3

Object Storage Location Femove |
’;ﬁ Private © WorkGroup O UserGroupdb) ™ Publicidb]| T Wisual Subsets?
Cancel |
Description Filename | Author | Created Summary
It e AR DemoDos( CTDBA [U8-JUN-T D ata Browser save with g panels forl
2 |Patient Summary, Liv sumiyliviir CTDBA 20-MAR-1
Al I

Obiject properties

You can view information about an object when you select “Properties”.
1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

3. Click Properties. A dialog window displays the object properties for
the output object.
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It works for ‘Private’, ‘Workgroup’, ‘UserGroup’ or ‘Public’ objects

equally.
X
Categary [Efficacy
Froject [
Study ka2
Object Type |0 ata Browiser
Object Mame IDEcoltoat
Drescription Fatients who Completed Study
Summary Firal panel zelected only patients whao campleted study.
uthar 1014011
Create date [12-DEC-2001
Aeocess level |Public: [db
Object Level |Project
UzerGroup |
Object includez a Patient Selection Criteria

Updating the Data Browser

The Data Browser's patient listing and the subsequent panel view
windows enable instantaneous data exploration and browsing.

1.

Change the patient selection criteria, refining it by adding additional
expressions, or removing existing expressions.

Click Update Browsers in the Patient Selection Criteria Window to
update all active browsers according to the new criteria.

The Data Browser, patient listing, panels, and active browser
specifications (objects) are displayed and updated according to the
implementations of new patient selection criteria.
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Closing panel views and the Data Browser

Closing a panel view

If you are finished reviewing data for a particular panel, double-click on
the window’s close box, as you would with any other window.

Closing the Data Browser window

If you are finished reviewing the panel view completely, double-click on
the close box of the Data Browser window. Review closes all panel views
currently opened.

Exploring data

Changing the patient selection criteria

Each time you modify the patient selection criteria, the Data Browser
instantaneously provides a listing of the patient population that meet the
patient selection criteria. Using the Data Browser, you can rapidly review
all selected patient data, and compare it to data for other patients or to
CRF image sources, and note and review tagged patient data. You can
also review all data editing with audit trail access, for any data item.

All patient-level browser displays interact with the patient selection crite-
ria similarly, and update to display the patient inclusion defined in the
patient selection criteria.

Patient identification

You can select and subset multiple patients from all patient level displays
of data and CrossTab result tables, to generate corresponding patient
listings in the Data Browser and Detail Data Listing Reports. This
facilitates patient identification and detailed patient data review via the
reviewing tools of the Data Browser.
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Discrepancy reports

You can manually browse patient data, identify discrepancies and
document your review of the study data. You can instantly create
automatic discrepancy reports based on the data value, multiple values,
or columnar data clusters that you highlight.

Detail Data Listing reports

You can click and on a patient row of interest and release. Instantly, the
open Data Browser, Scatter Plot Graphs, update to reflect the selected
patient. The selected patient will be highlighted in patient listings and
highlighted in Scatter Plot Graphs.

Scatter plot graphs

You can click and drag to outline a region on a graph. All patients within
the outlined region comprise the new patient subset. The open Data
Browser patient listing, open Detail Data Listing reports, and other open
Scatter Plot graphs update to identify and characterize the new subset of
patients.

CrossTab table results

Clicking on the patient counts in CrossTab result tables instantly updates
the Data Browser, the Detail Data Listing reports, and Scatter Plot graphs
to identify and characterize all underlying patients.

Data Browser and pivot panels

Pivot panels provide a powerful display of data, and provide a data
structure that can be uniquely utilized by the Data Browser in producing
clinically pertinent presentations of data “on the fly.” Using the Data
Browser Panel View, you instantly are provided views of the created
Pivot Panel. Such views make viewing relational clinical data results easy
and dynamic. (See Chapter 12: Common Topics: Define Pivot Panel.)
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Data Browsers and join logic

The Data Browser provides instantaneous viewing of all panels within a
protocol or common between multiple protocols. This includes Clintrial
Type 0 panels. The Data Browser’s panel view facilitates the viewing of
all panel items within each panel. The panel view is a companion utility
to the pseudo-panel ‘Defining Join Logic_’ utility. ‘_ Define Join Logic_’
provides an opportunity to investigate relations within the clinical data
defined by medical investigators. Join Logic defined for the Clintrial
Type 0 panel is required to utilize the data items within Clintrial Type 0
panels. However, joins can be defined using any panel available. (See
Chapter 12: Common Topics: Define Join Logic.)
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Patient Profiles Browser

Selection set

You can quickly capture a subset of the patient population that you wish

to view by building the patient selection criteria.

Open Patient Profiles Browser

Click , or from the Browse menu, select Patient Profiles.

o
Type: Panels: Panels Included: Items: Items Included:
RN | _Define Sub Parel «| [Fandomization

Graphic Profile Ad Events — |Medical History
Formatted Profile vare ven Previous Medicatior J j
AE [5A5) . -
Concomitant Medic
AE 2(5A5) Dosags “ ¥
Concomitant Medic « | | Demography
| [ fFinel hd
Add Panels --» | - Remove F'anell Add ltems --» | <--- Remove Itemsl
Organized By———— [~ ¥izit Representation ‘wiorkbook Generated Define Header... |
f* Parnel f* By Row  Multiple Warksheets =
£ Wisit = By Colurmn {* Single Worksheet Customize... |
{ Customized Sort Order... |
Filter Qutput |
Create Profile... | Create Profile for &l Cazes |
196 Cases Selected: Diefine Matris. . |
Study ‘PID ;I
1 [KA201 2010184101 Patient visit information not yet retrieved.
2 |KAZ201 2010184102 Patient visit information not yet retrieved.
3 |KAZ01 2010184103 Patient visit information not yet retrieved.
4 |KA201 2010184104 Patient visit information not yet retrieved.
5 |KA201 2010184105 Patient visit information not yet retneved.
6 |KA201 2010184106 Patient visit information not yet retrieved.
§ |KA201 2010184107 Patient visit information not yet retrieved.
8 |[KA201 2010184108 Patient visit information not yet retneved. -
Al 4
Prev CASE | Mext CASE I Fietriewe Yisits for, Selected|Fatients Fietriewe sl izits | Eieset Case&l
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Review opens the Patient Profiles Browser window which displays a list
of patients who meet the patient selection criteria or all patients if no
selection criteria was defined. The study and PID (patient id) are listed
for identification.

Define patient profile matrix

When the Patient Profiles Browser window initially opens the patient
visit information is not yet retrieved until you define the patient profile
matrix. The patients listed display a message stating ‘Patient visit
information not yet retrieved’. This allows for faster retrieval of detailed
patient visit information and lets you select the patients and visits you
want to view.

1. Click Define Matrix.
2. Use the Add Panels and Remove Panels buttons to select panels.
3. Click OK.

Frevious Medication
Concomitant M edication
Dogage

Demography

Firal

Lab Cheristry

Lab Hematalogy

Lab Uriralyzis

Adverze Events

_ieix
Al Panels Panelz Included in b atrix DKl
R andomization -
Medical Histary

I~ Cancel |

Efficacy Evaluation
Mycological Results

Witals & Physical Exam
REVIEWADMIN PATIENTHO
Muycology Summarny YWiew
Demog Impork SEL

Add Panels - |

|

=l

<--- Remove Panels |

i
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The first 10 patients display all their visit information. All visit numbers
are listed for the active patients as a way to track individual patient study
status by visit. The remaining patients listed display the message stating
‘Patient visit information not yet retrieved’.

4. To retrieve additional patients, highlight multiple patients and click
Retrieve Visits for Selected Patients.

5. Click Retrieve All Visits for all remaining patients.
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Study PID Randomization Medical History Previous Medication Cuncumiti;l
Medicatio |
5 |KA201 2010184105 1 1 1 1
6 |KA201 2010184106 1 1 1 1
¥ |KA201 2010184107 1 1 1 1
8 |KA201 2010184108 1 1 1 1
9 |KA201 2010184109 1 1 1 1
10 [KA201 2010184110 1 1 1 1
11 |KA201 2010184111 Patient visit information not yet retrieved.
12 |KA201 2010184112 Patient visit information not pet retrieved.
13 [KA201 2010184113 Patient visit information not pet retrieved. -
A LlJ
Prev CASE | Mext CASE I Fetrieve Vizsits for Selected Patients Fetieve Al Yisits | Feset I:a$E$|

Note: All patient related panels and included items are listed, not foreign or
pivot panels.

Selecting a workbook type

Initial default settings

Initially the Patient Profiles Browser opens for Workbook Report type
and default settings for the data is organized by panel, and visit related
data is represented by rows and single worksheet display. The autosize
column is turned ON and the header information is left blank for you to
define.

At this point, you can select a patient from the patient list by using the
Prev Case or Next Case buttons to scroll. When you click Create Patient
Profile, a single worksheet mode with the default settings will be
created.

Once you have opened Patient Profiles Browser, you can organize the
selected patients into various Workbook Report types as single
worksheet mode or multiple worksheet mode. In addition, you can
change the sort by visit or panel and the visit representation as row or
column in the spreadsheet display.
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Single worksheet mode

The single worksheet mode can be organized by panel or visit.

= By panel lists a single worksheet for all data for all panels included
where there is data for the active patient. It will display in the order
that has been defined and visits are sorted numerically.

= By visit lists a single worksheet for all data for all visits for the active
patient and the visits are sorted numerically.

Visit representation only pertains to data collected as multiple visits
where there exists one observation per patient per visit. You select the
display option by row where each row represents a visit or by column
where each column represents a visit. This applies only when the
worksheet is organized by panel.

Note: When the worksheet mode for by visit is selected then the visit
representation options are not available.
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The example below shows the Patient Profiles Browser in single
worksheet mode for the options by panel and visit representation as row.
When the single worksheet mode is generated a single tab displays at the
bottom as ‘Patient Profile’.

El Patient Profile [KAZ201-2010184101]

| ¥
A B | C | D | E F | G |=]
1 Randomizati ]
on
Pat ID Vizit No. VYisit Date Vizit Label |Protocol Investigator [Pat. Mo.
2
3 2010718470 1 15-JUL-1991  BASELIME 2Mm n1a 41M
4
5 Medical
History
Pat ID Yizit No. ¥izit Date ¥izit Lahel |Protocol Investigator |Pat. No.
6
7 20107841 1 15-JUL-1991  BASELIME 2m n1a 410
8
Pat ID DMabetes Cardiovascul| Hypertension| E pilepsy Renal- Pulmonary
9 ar Disease Hepatic Dizease
Digease
10 (20010184101 Mo Mo Mo Mo Mo Mo
11
12 Pat ID Other Skin |[Ither
Disease
13 (2000084101 Mo Mo
14
15 Previous
Medication
16 Pat ID Visit No. |Visit Date ¥igit Label |Protocol Investigator [Pat. Mo. |
17 200018410 1 BASELIME 2Mm n1a 41M -
4| v [ Patient Profile XTI o

The Toolbar displays the + and - signs to move between patients and to

jump to the first or last patient.

& 5 & &
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The next example shows the Patient Profiles Browser in single worksheet
mode for the options by panel and visit representation as column.

E!—Patient Profile [KAZ201-2010184101]

[ (= B
A B C D | E | F | G [~
Lab

116 Urinalysis

117 PatiID Yizit No_ |‘Jisit Date |Visit Label |Pmtucnl |Invesligalnr |Pat. Mo, |

118 2010184101 1 15-JUL-1991  BASELIME 20 mna 410

119 2010184101 5 12-4U0G-1991  Day 29 2 ma 1M

120

121 Pat ID Occult Blood | Protein RBC/HFF quamous Uric Acid ‘WBE!HF‘F

Epith Cellz  |Crystals

122 2010184101 MNEGATME HEGATIME MNOME SEEM FE'W' HOME SEEM

123 2010184101 MNEGATIME MEGATINE MNOME SEEM MOME SEEM

124

Efficacy Visit 1 Vigit 2 Visit 3 Vigit 4 Vizit b Vizit 6

125 Ewvaluation

126 |PatID 2000184101 2000184101 2001018400 2000184101 2010184101 2000184101 —I

127 |Visit No. 1 2 3 4 ] B

128 |Visit Date 15-JUL-1991  22JUL-1931 290001991 06-AUG-1991 [12:4UG-1991 | 26-40UG-1391

129 |¥Yizit Label BASELIME Dy 8 DAy 15 Dy 22 Dy 29 DY 43

130 |Protocol 2m 20 2m 20 2m 20

131 |Investigator ma 0is ma 0is ma 0is

132 |Pat. No. 1Mm 1M 1Mm 1M 1Mm 1M

133 |Erythema 2 1 1 1 1 1

134 |Pruritus 3 1 1 1 1 2

135 Scaling 1 1 1 1 1 1

136 |¥Yesiculation i ] i ] i ]

137 |Edema il 0 il 0 il 0 -
4| [\ Patient Profile el | LIJ
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This example shows the Patient Profiles Browser in single worksheet
mode by visit presented in rows.

E' Patient Profile [KAZ201-2010184101]

B B 5 3
A B | C | D | E | F | G [«
1 [Misit 1 _
2
3 Randomizati
on
Pat ID Visit No. ¥isit Date ¥izit Label (Protocol Investigator (Pat. No.
4
5 2010184101 1 15JUL-1991  BASELIME 2m me 41
[}
7 Medical
History
Pat ID Visit No. ¥isit Date ¥isit Label (Protocol Investigator (Pat. No.
8
g 2010124101 1 15JUL-1991  BASELINE 2m me 1M
10
Pat ID Diabetes Cardiovascul | Hypertension|Epilepsy Renal- Pulmonary
11 ar Dizease Hepatic Disease
Dizease
12 |20018470M Ma Mo Mo Mo Mo Mo
13
14 Pat ID Other S5kin |l]ther ‘
Dizease
15 | 2010184701 Mo Mo
16
17 Concomitant
Medication
18 |PatlD Yizit Mo. Yizit Date Wizit Label |Pmtncul Investigator |Pat. No. |
q (2010184101 1 BASELINE 20 e 41 =
J v [\ Patient Prafile el | r
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Multiple worksheet mode

The multiple worksheet mode can be organized by panel or visit.

= By panel creates separate worksheets for each panel that has been
included and there is data for the active patient. It will display in
the order that has been defined.

= By visit creates separate worksheets for each visit that has been
included and there is data for the active patient. It will display in
the order that has been defined.

This example shows the Patient Profiles Browser in multiple worksheet
mode for the options by panel and visit representation as row. This
options displays the tabs organized by panel label.

Patient Profile [KAZ01-2010184101]

& B B 3
A B | C | D | E | F | G | H
1 Efficacy
Ewaluation
2 |PatlD isit No. |‘."isil Date |Visit Label |Prutncul |Investigalur |F‘al. Mo. |Elythema
3 [2070184700 1 15J0L-1591  BASELIME 201 018 101 2
4 |2moisaim 2 22JUL-1991 DAY 8 2m ma 4101 1
5 2010184101 3 29JUL-1991 | DAY 15 2m ma 1M 1
6 2010184101 4 0B-AUG-1991 | DAY 22 20 s 10 1
7 |zmosaim 5 12:40G-1991 | DaY 29 2m ma 4101 1
g |201msa1m 5 26-5UG-1991 | DAY 43 2m ma 1M 1
9
10 Pat ID Edema Exudation |Haceraliun ‘Papules Burning ‘Pain Fissures
2070184701 0 0 0 0 1 0 1
11
R ENIE] 0 0 0 0 0 0 1
13 |z20101841m i 0 i 0 i 0 i
14 (2010184101 0 0 1 0 0 0 0
15 |200184101 ] 0 1 0 ] 0 z
16 |z0101841M i 0 1 0 i 0 2

_,_
J ¥ % Efficacy Evaluation 4 Mycological Results A _witals Physical E] 4] |
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The next example shows the Patient Profiles Browser in multiple
worksheet mode for the options by panel and visit representation as
column. The tabs are also organized by panel description.

El Patient Profile [KAZ01-2010184101]

[ e
A B C D E F G -
1 Efficacy Wisit 1 Visit 2 Visit 2 Visit 4 Vigit & Wisit 6 _|
Ewvaluation
2 |PatID 200184101 201Me410 2nmea0 (2010184101 20108410 20101841
3 |Visit No. 1 2 K] 4 5 B
4 |Visit Date 150001991 22JUL1991 29JUL1991 |0B-AUG-1991 124061991 26-4UG-191
5 |Visit Label BASELINE Dy 8 DAy 15 Dy 22 DAy 29 D 43
6 |Protocol 2m 2M 2m 2m 2m 2m
7 |Investigator ms e ns ma ns ma
g |Pat No. LTI 4101 410 1M 410 1M

9 |Erythema 2 1 1 1 1 1
10 |Pruritus 3 1 1 1 1 2
11 |5caling 1 1 1 1 1 1
12 |Vesiculation I i I 0 I 0
13 |Edema 1] 0 1] 1] 1] 1]
14 |Exudation 1] i 1] ] 1] ]
15 |Maceration I i I 1 1 1
16 |Papules 0 i} 0 0 0 0
17 |Burmning 1 i I 0 I 0
18 |Pain 1] 1] 1] i 1] i
19 |Fissures 1 1 0 0 2 2
20 |Pustules I i I 0 I 0

21 |Hyperkaratosis |0 i I 0 I 0 =

4| » [\ Lah Hematalogy A Lab Urinalysis A, Efficacy Evaluation | 4] | LH
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This example shows the Patient Profiles Browser in multiple worksheet

mode for the options by visit represented as rows. The tabs are

sequenced by visit number.

Patient Profile [KA201-2010184101]

o e el = N |
A B | C | D | E F | G | H

1 ¥Yisit 1
2
3 Randomizati

an

Pat ID ¥isgit No. Yizit Date ¥igit Label |Protocol Investigator (Pat. No. Date of
4 Randomiza

on

5 2010184101 1 15JUL1991  BASELIME 2m e 10 15-JJL-1991
b
7 Medical

History

Pat ID ¥isit No. Yizit Date ¥isit Label |Protocol Investigator (Pat. No. Drug
8 Sensitivity
g |20101841M 1 15JUL-1991  BASELIME 2m me 1M ez
10

Pat ID Diabetes Cardiovascul| Hypertension| Epilepsy Renal- Pulmonary |Gastrointes
1 ar Dizeaze Hepatic Disease nal Diseast

Dizease
12 |[Z000anm Mo Mo Mo Mo Mo Mo MHa
13
14 Pat ID Other Skin ‘Dther |
Dizease

15 |2000184101 Mo Mo

M1 AZAZA A A A6/
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Defining a patient profile

Modify profile content

Up to this point you have selected the single worksheet or multiple
worksheet mode with the display settings for panel versus visit. When
you clicked Create Patient Profile all panels and items would be
included in the patient profile generated. The display order of the panels
defaults from the list of panels available.

To modify the panels and items displayed in a patient profile:

1. Use the Add Panels and Remove Panels buttons to select panels
defining the patient profile.

5
Tyoe: Panels: Panels Inzluded: [bems: Itzme Included:
'.'-:rl=u:-= F-:filr:e _Define Sub Panel_ | inn IDate of Randomizafio = Sat IE -
raphic Fiohle Ad Ewant | |Medcal Heton rivestigehor 1t Mo,
Fametted Profle s ConcembantMedicat | ] |PatID ist Date -
Pravious Medication ﬂ Pat. Mo, Wisit Label :
AE 2(545) Dozace Pratocol Pratacol —_
Concomitart Medizal = | | Demoaraphy Treament | | Investigaton
D EEe. Jod [ T b Pate
Add Panels - | <--Remore F'aneksl add ltems --» | <--Remove Itemsl

2. Use the Up and Down arrows located next to the Panels Included list
box to change the sort order of the panels displayed.

3. Use the Add Items and Remove Items buttons to select specific items
for display.

4. Use the Up and Down arrows located next to the Items Included list
box to change the sort order of the items displayed.

5. Click Create Patient Profile. The modified panel and item contents of
the patient profile displays.

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building patient
profiles.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same patient profile.
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Define Sub Panel

E? ratient Profiles Browser
Type:

Wy Frofile
Graphic Profile
Farmatted Profile

— Organized By
f* Panel
£ Wit

The _Define Sub Panel_ function is selected from the panels list box.
When you define a sub panel the function is similar to cloning a panel. If
you have a complex panel with different types of data you may wish to
divide the panel into more meaningful categories or sub panels. For
example, Physical Exam and Vital Signs panel can be split into sub panels
for easier viewing. Simply select the panel and enter a sub panel
description. The new sub panel is added to the Panels Included list for
selection to add and remove items for display. When defining a sub panel

you can only select a single panel. Multiple visit panels display as
vertical or horizontal.

=l
Panels: FPanels Included: Items: Iterng [ncluded:
_Define Sub Panel | |Demography AE Coded | [PatiD -
Ad Evert Medizal Histary AE Duration Wigit Mo,
verse Events L Previous Medication AE Text Wigit Date j
AE [5A5) C . el . =
oncomitant Medics ﬂ AE Type [descriptior Wizit Label ﬂ
AE 2[545) Adverze Events Change in [ Med Protocol
Concomitant Medic. Dozage Duration D ays Inwestigatar
DEMOGRAF [545]) 7| | Lab Chemisty End Date = | |Pat. Mo
1| | » Lab Hgmatu:u!ng_l,l ;I Fl | | > Ornzet D_ate ;I
Add Panels - | {--- Remawve F'anel{ Add lkems ---» | £--- Remaove Itemsl
Wizt Hepresentation “Workbook Generated Diefine Header |
{* By FRow = Multiple Woaorksheets =
i~ By Calumn f* Single Workshest Customize... |
") Custarmized Sort Order. . |
Filtker Qutput |

Define Header

The profile content and appearance can additionally be modified with
the following functions:

Defife Header

Cugztomize...

| Sort Urder. ..

Filker Qutput

Click Define Header to open the Header Definition window which lists
all the patient related panels types (not foreign or pivot) that are one
observation per patient. You can select up to nine items from the listed
panels by using the add item button and multiple items can be selected.
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1. Click Define Header from the Patient Profiles Browser window.
2. Select a panel.

3. Select the items from the various panels to add as header information.
Use the Add Items and Remove Items buttons to include or remove
items from the header definition. As a short cut, you can double click
on the individual items to add them or highlight multiple items to add

or remove.
(0] x|
Panels: |termns: Iterms [ncluded:
AE 2(545) Adverse Events7 Dremography. nvestigatar
o I £ 5oL :Completed E v il Demography. Pat. Mo.
DETJEQGE.E‘;: [SES] Concomitant Meds"r' Demography. S ex
Date of Digcontinuation Demography.Age
Demadraphy Dizcontinued by Fandomization, Treatment
Final Irvestigatar Final. Completed Evaluation? J
FINAL [545) Pat 1D o
tdedical Histary Pat. No.
. Protocol
Randamization Feaszon for discontinuation =
Vitals & Physical Exam Type of Safety Event
\-"|S|t Date
e »

Save Header |

| Add Items

| {--- Remaove [tems I

4. Click Save Header and close window. The Patient Profiles Browser
window will show the status of the button changed to ‘Header is

Defined’.

Defining a patient profile 157



5. Select a patient from the patient list and click Create Patient Profile.

E? Patient Profile [KA201-2010184101] =1
[ e A
A B C D E F G
1 Investigator 0ma Pat. No. 410 Sex M ale
7 Age 22 Treatment  |Flacebo Completed [ves
Ewaluation?
3
4 |Visit 1
]
6 Randomizati
on
Pat ID Yizit No. Yizit Date Yizit Label |Protocol Investigator |Pat. No.
i
g |20101841m 1 15-JUL-1991  BASELIME 2Mm n1a 41M
9
10 Medical
History
Pat ID Visit Mo. ¥izit Date ¥igit Label |Protocol Investigator |Pat. Mo.
11
12 2010184101 1 15-JUL-1991  BASELIME 2Mm n1a 41M
13
Pat ID Diabetes Cardiovascul| Hypertension| Epilepsy Renal- Pulmonary
14 ar Disease Hepatic Dizsease
Dizease
15 2010184101 Mo Mo Mo Mo Mo Mo
16
17 |PatiD Other Skin |l]ther
Dizease
18 2010184101 Mo Mo
v AT AT A SRS l
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The defined header information will appear only once at the top in the
single worksheet mode. In the multiple worksheet mode, it will
display at the top of each worksheet whether organized by panel or

visit.

Once a patient profile is created and displayed, you can change the
active patient selected and the patient profile will be updated.
However, if you choose to modify any of the display options while the
patient profile display window is open the profile will not be updated.



Customize patient profile output

Click Customize to view the default settings for all panels regarding
display orientation, maximum number of columns and number of ID
items. You can make changes to these options on a individual panel basis.

1. Panels shaded in gray have a locked orientation. Panels displayed in
white are unlocked and you can on the cell to access the orientation
drop down list to select horizontal or vertical.

E-Eustumize Patient Profile Qutput =101 x|
Panels Orientation Maximum Number of ID oK, |
Mumber of Items
Columns
Fandomization Harizantal 1 1 Cancel |
Medical History Horizantal 11 1
Previous Medication Horizontal 11 1
Concomitant Medication Horizontal 1 1
Dogage Harizontal 11 1
Demography Horizontal 11 1
Final Harizantal 11 1
Lab Chermistry Horizantal 11 1
Lah Hernatology Horizontal 11 1
Lab Urinalysis Horizontal 11 1
Adverse Events Harizaontal 11 1
Efficacy Evaluation Horizontal 11 1
Mycological Results Harizantal 11 1
“italg & Physical Exam Horizontal 11 1
rp—
Yertical
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2. The maximum number of columns displayed per row can also be
changed. The range is 8 through 13 selected from the drop down list.

ﬂ-[ustomize Patient Profile Dutput =101 x|

Panels Orientation Mazimum Number of ID k. |
Number of Items
Columns

Randaornization Horizontal " 1 Bz |

Medical History Horizontal " 1

Previous Medication Harizantal ik 1

Concormnitant Medication Horizontal " 1

Dogage Horizontal 1 1

Demography Harizontal 11 j 1

Final Horizontal ; N 1

Lab Chermistry Horizontal q 1

Lab Hermataology Harizantal 10 - 1

Lah Urinalysis Horizontal T 1

Adverse Events Harizantal i 1

Efficacy Evaluation Harizantal " 1

Mycological Results Horizontal " 1

Yitals & Physical Exam Harizantal 1 1

3. The option to display ID items as represented by the PatientNo and
VisitNo are also selected from a drop down list for choices are 0, 1 and
2. If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘1’ or ‘2’ ID items onto the next
row. If you select ‘0’ ID items then only the initial row contains ID
items.

4. Click OK to save changes.
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Sort Order

Click Sort Order to open the Profile Sort window. It is advised to define
all areas of the profile prior to defining the sort. When you apply any sort
options they are applied within the individual patient profile.

Note: When a profile is organized by visit the user does not have the option to
sort panels by any other items. The Sort Order button is shaded and disabled.

_ioix
% Al Included Panels " Individual Panels 0. |
Farels: Items: Sort Order
Demography Pat 1D Eermez |
Adverze Events Wisit Mo, -
Concomitant bMedication Wisit Date _I
Dozage Wigit Label
Firal Protocol _VI
R andarnization Investigator
Pat. Mo.
Sort Options
) Ascending
{" Descending
1] | 3
SAdd [tem - | <--- Hemove lkem I

= Sort Order can be applied to All Included Panels or Individual

Panels.

= The All Included Panels option allows you to define a sort order on

those items present in all the included panels. This option will apply
the sort order across all panels in the Patient Profile.

= The Individual Panels option allows you to define a sort order based

on specific panels and items. This option will apply the sort order
across to specific panels.

= For each individual panel selected and a sort option entered, an

asterisk displays next to the panel name flagging the panel has an
active sort option.

= When you select multiple items the sort order can be changed by

clicking on the item and using the arrow buttons.

= Any item in the sort order can be identified as ascending or

descending by clicking the item and the Sort Options.

< An item can be removed or added to the sort order with the Add Item

and Remove ltem buttons.
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Filter Output

Patient Profile Filter Output

After you define the specifications of your Patient Profile, you can use the
Filter Output as a data exploration tool by filtering data inclusion, then
comparing filtered and unfiltered results.

Filter Output works in the Patient Profiles where only included panels
are viewable and selectable for filtering in the Filter Output window.

The reason behind this is that in a patient profile, each panel is displayed
individually and is not joined with any other panel. Therefore, filtering
criteria from any other panel would not apply to a panel used in profiles.

1. Click the Output Filter button in the Patient Profiles Browser window.
The Patient Profile Output Filter window opens.

F Pahient Prohle Output Filter

& Al Included Panels " Individual Panels
[tems: Functions: Operataors:

rew Event Function

Azt Mo,

iz migzingMNULL] ~
1 DK »
Walue:
Save Filter | ADD expression I Dizplay Values |

Result Filter [Text) | Result Filter [SAL) -
1 Visit No. =1_ . VISIT IN [1.3.6) _

2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels in the Patient Profile.
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3. The Individual Panels option allows you to define an output filter
based on specific panels and items. This option will apply the output
filter across to panels.

F Patient Profile Dutput Filter =]
Al Included Panets " |ndividual Panels
Panels: Iterns: Funchions: Operatorg:

Dozage :l Fustules ;l [ew Event Function

Errallrent Scaling !

Efficacy Evaluation® W eziculation baszeline value

) Y J Wigit Date chg from bazeling
Final *izit Label % chg from bazeline

Labs endpoint value
Lab Chemistry i rizginalMUILL) _ILI
| ab Hemataloon j 1 _’I 1 d
— Walue:
Save Filter | A0D exprezsion | [hzplay Stats I— |tem Compare |
Result Filter (Text) | Result Filter (SQL) =
1 Efficacy Evaluation.¥isit Ho. =1, ... THE.VISIT IN [1.4) _I

4. Click Save Filter. The Filter Output button in the Patient Profile
Output Filter window toggles to Filter is ON. The output filter is
applied to the patient profile when you click Create Profile.

For each individual panel selected and a result filter entered, an
asterisk displays next to the panel name flagging the panel has an
active output filter.

Patient Profile display

Expanding spreadsheet columns

When Review displays multiple observations in the panel view
spreadsheet, each column is automatically sized to a fixed width size.
You can expand or contract the columns in the spreadsheet just as you
would in any window’s spreadsheet program.

1. Click and drag the cursor on the line between the column heading tabs
(between B and C if you're expanding column B in the example
below), and drag the cursor to the width desired.

2. If you want to size all the columns in the spreadsheet, you can
highlight the entire spreadsheet by clicking on the upper left
spreadsheet column tab, and then size column B and each of the
subsequent columns will then be the same width as column B.
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Print Preview
To display a print preview of a patient profile in the Patient Profile out-
put window:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click either Print or Close.

Note: The Print Preview function is applicable to all browsers with output
results.

Printing a patient profile

To print the patient profile of the selected patient:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click % , or from the File menu, select Print.
Review displays the standard Print dialog box.
3. Click OK.

Note: When you select Print Preview or Print for the selected Patient Profile, a
signature line with the date is printed at the bottom of the worksheet.
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Exporting a patient profile

To export your table in Excel 4, 5 and 7, tab delimited files, HTML format

or PDF files:

1. From the File menu, select Export.

Review displays the Export dialog box.
Export Data¥iew Spreadsheet 7] x|

Save in: | 3 My Documents ~| « &= cF E-
|5 My Pictures

File: name: | Save I
Cancel |

)
Tabbed Text [*.tat]
Tabbed Text Walues Only [*.txt]
HTHAL [* ki)
HTHL Data Only [* hikm]
Formula One 2.0 [F.wtz]
Excel 4 [*.ulz]

2. Enter the storage location.
3. Enter the storage type.
4. Click OK.

Your patient profile is exported to the currently selected disk directory.
(See Chapter 12: Common Topics: Export Browser Display Spreadsheets; Copy
and Paste Browser Results; Copying to Clipboard.)
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Formatted Patient Profile

Select formatted profile

When you select the Formatted Profile type the format options menu
displays for you to apply setting changes. Initially if you click create
profile the default settings are organized by panel and visit
representation as by row. The formatted profile default is generated with
all panels including all items for a single selected patient.

E? patient Profiles Browser
Type: Fanels: FPanels Included: Items: Items Included:
‘“Workboak, Prafils Medical History ;I R andomization -
Graphic Profile Mycological Fesults Medi_cal Histur__l.J .
- F'lewous_ Medlcah_on J
o - a ] .-"' Concomitant Medica
Previous Medicatior Diozage ﬂ
R andomization D_emngraphy
REVIEWADMIN. P > |Final
| | » Lab Chermistry j
Add Panels > | {--- Remove F'anel4 Add lkems ---» ¢--- Remove Itemsl
— Organized By Wizit Representation _> Page Header/Fouter... I
¥ Panrel ¥ By Fow =
Vit & 3y Celum Farmat Column Headlngs...l
[ Activate Page Breaks | | € Customized Format Column... I
Sort Order... I
| Lreate Profile. . i Create Frafile for All Cases | Freview/Page Setup. . I
196 Cases Selected: Diefine batris.. | Filter Dutput I
Study FID
1 |[KA201 2010184101 |Patienl visit information not vet retrieved.
2 |KA201 2010184102 |Patienl vigit information not vet retrieved.
3 |KA201 2010184103 |Palienl visit information not yet retrieved.
4 |KAZ201 2010184104 |Patienl visit information not vet retrieved.
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This example is a partial enlarged view of a formatted profile with
default settings. There is a scroll bar located on the right to move between
pages for a single patient. To move between patients use the page by
buttons for plus and minus to go to the next or previous patient. A Zoom
In button is available and a scale to enlarge or reduce the view.

E' Patient Profile [KA201-2010184101]

[ B B B

Zoom In | 1005
Y
Formatted Profile
KA201-2010184101
Randomization . ||
Pat 1D Visit Ho. Visit Date Visit Label Protocol Investigator
2010184101 1 15-JUL-1991 BASELIME 201 015
Medical History
Pat ID Visit Ho. Visit Date Visit Labed Protocol Investigator  Pat. Ho.
2010184101 1 15-JUL-1991 BASELINE 201 01g 4101
- Cardiovascula . . RenalHepatic Pulmonan
Pat ID Diabetes I Disease Hypertension Epilepsy Disease Disease
2070184101 Mo Mo =] Mo Mo [
Other Skin
Pat 1D Dizease Other
2070184101 U] Mo
Previous Medication
Pat ID Visit Ho. Vigit Date Visit Label Protocol Investigator  Pat. Ho.
2010184101 1 BASELIME 201 018 4101
Pat ID Drug Code Route Doze Dogage Unit Frequency
2010184101
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Activate Page Break

The activate page break default is set to OFF. However, you can select to
turn ON page breaks for Organized By Panel or Visit.

Organized By
* Panel
£ Wisit
[~ Activate Page Breaks

Apply Page Header and Footer

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Profile Page Headers
and Footers window.

2 profile Page Headers and Footers 10| =
Dizplay é‘/ oK |
’7 g " Footers |

Cancel

FPanels: |tems: Functions:

Demog Import SEL ;I

DEMOGRAP [545)
Dermography J

Final
FIMAL [S45)
Medical History
P andemizatine ﬂ
| Add Test Edit Modes
Fant... | Page # | D ate | Fatient Selection Eriteriel |3.c|c| ke and Descriptiml &+ Replace
" Append
Patient # | Pagetiof ]  Time | Fiker | L | i
Left Center | Right ;I
| Formatted Profile &D [
&Patient &T

The default settings for headers are:

a. Default title is the profile type displayed in the center cell as
Formatted Profile with PatientID below.

b. Date and Time on the right.
c. Fontis BOLD 10.
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2. Click a particular column/row cell within the template for your item
or text entry location. Each cell can contain up to two items.

3. Use the Edit Modes to Replace or Append changes.

4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions. You may click on a
cell and use the scissors icon to delete the contents.

5. Click the Font button to change font, style and size.
6. Click Display Footers.

[E? profile Page Headers and Footers [=]
Dizplay - 0. |

- )
’7("' Headers v Faoter Underline

Cancel

Panels: Iterns: Functions:
Demog Import SOL ﬂ

DEMOGRAP [5A5)
Demography

Final

FINAL [S45)

tedical Histary

Randomization ﬂ

| et Edit Modes

Fant... | Page # I Date | Patient Selection Critena | | Add tern and Descriptionl ' Replace
LY d
Patiert # | Pagetiof#|  Time | Filter | b ltem [[= ="
Left Center | Right
[<Patient Selection Criteria> Page &P of &N

< 0Output Filter=

7. Follow the same steps to enter and make changes to the footer. The
default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.
c. Underline above the footer.
d. Fontis BOLD 10.
8. Turn the Footer Underline ON or OFF.
9. Click OK to apply format changes.
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Format Column Headings

To open the Profile Column Headings Formatting window click on the
Format Column Headings button. The default settings for all column
headings are:

= Fontis BOLD 8.

= Overall Alignment - Center.

= Individual Panel Alignment - Center.
= Borders set to Underline is ON.

To apply Overall Column Header Formats:

1. Click the Font button to change font, style and size.
2. Change the borders.

3. Apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

4. Change Overall Alignment or Individual Panel Alignment.
5. Click OK to apply format changes.

E? Profile Column Headings Formatting -Ic

Owerall Calumn Header Formats

Owerall Alignment

£ Top line and Underline

“i| [Sample Text Il Borders————————— LI

Cancel
' |nderline

IEenter

Fanels

=

|rdividual Panel Alighment

Center j

Medical Higton
Previous Medication
Concomitant M edication
Dozage
Demoaraphy
Final

| =k Clarnicken

=

Specific Column Header Farmats

I I I B

Column
Heading

Pat ID Wisit No. Yisit Date Yisit Label Protocol

Alignment

Center

L |

Center j Center j Center j Center j
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Format Columns

To open the Profile Column Formatting window click on the Format
Column button.

= Fontis Regular 8.
= Overall Alignment - Auto.
< Individual Panel Alignment - Auto.

1. Click Overall Column Formats to apply overall formats to font, style
and size.

2. Change Overall Alignment or Individual Panel Alignment from auto
to left, center or right.

3. Click the Alignment drop down list to align the item display for auto,
left, center, or right.

4. Click Row Results to apply Print Change for a particular column.
5. Click OK to apply format changes.

E? Profile Column Formatting =|r

Overall Column Faormats

| [Sample Tex I 4|DK

Cancel

Overall Alignment

Auto j

Panels |ndividual Panel Alignment

Auto j

M edical History

Previous Medication

Concomitant Medication

Dozage

Dermography

Final

Lab Cherniztry j

Specific Column Farmats

Column Pat ID Wisit No. VYisit Date Yisit Label Protocol
Heading

[»

Alignment Auto Auto - |Auto -~ |Auto -~ |Auto

-
Row results - - - -

4]«
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Preview/Page Setup

Click Preview/Page Setup to view the Preview window of the formatted
profile. It is recommended to apply any settings in the following
sequence since sizing of the individual columns on the grid in design
mode will change the column widths. It is advised to set Page Setup
before the setting of the column widths since changing the page
orientation, left margin size or right margin size will set the column
widths back to their default settings.

1. Start with Page Setup.

2. Apply Number of ID Items.

3. Apply Individual Panel Orientation for horizontal versus vertical.
4

. Column width can be set in one of three ways: Shrink to fit columns,
Autosize or adjust individual columns.

5. Click Refresh to view changes.

:? Patient Profile [KAZ01-2010184101] ;I

[ B e
@ &l Included Panels = Individual Panels 0K
Zanelz Mumber of [D [tems —_—
. . . Cancel
" Mone " First ltem € First 2 item |
Medical History ’7 o S
Frevious Medication
Concomitant b edication o . . ) B .
Diosage Individual Parel Drientation I awirnum Wizits Dizplaved in Fow Shrirk ta fit _
Autozize
Demography I jl j columng
Firal ) ;I

=
Zoom In I TRE - Frefresh |

Formatted Profile
KAZ01-2010154 101
Fandom|zaion
Pat D Wit Ho wintoets wintLapsi Protosal nvarigator Fat Mo cata
i ) Randomizat
ANO1E4101 1 15~JUL-1991 BASELINE k] oz am 1e-JUL-19
Madaal Hrory
Cru Eren,
FatiD Wit b winltCate vintLabal Pratacal nvarigatr  Pat woo - “tﬁ Allang  Nowe, "
A01Edm 1 15~JUL-1991 BASELINE an s am el 3]
cardiovareuls . Ranal-tepatc Pulmonary Garfoims iin Genlfournar; Muiculo
Fatio Dt B1 r O1s3 18 Hypartsmian Epllsp1y Oed s O 143 18 31 O 1nd N O 143 18 310
A01Edm No ) 3] 3] 3] No ) 3]
otiher SHin
Patio Direans otier
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Page Setup

The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the profile. The default number of
columns is “11’of all equal widths.

— Paper
Size: M
Source: I.-‘-‘«utumatic:all_l,l Select j
— Orientation M arging [inchez)

" Portrait Left: |1 Right; |'|
' |Landscape Top: |1 B ottom: |1

0K I Cancel | Printer... |

Number of ID items

The option to display Number of ID items as represented by the
PatientID and VisitNo has selections for ‘None’, ‘First Item’ or ‘First 2
Items’. If a panel row wraps beyond the maximum number of columns
defined, you can repeat the display of ‘First Item’ or ‘First 2 Items’ onto
the next row. If you select ‘None’ then only the initial row contains ID
items. The selection can be made from All Included Panels or Individual
Panels.

The default setting is for ‘First Item’ where the first row of all panels
always displays the PatientID and VisitNo with any wrapped row
displaying the PatientID.
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Panel Orientation

Changing the individual panel orientation is restricted to visit oriented
data collection where one record is collected once for each visit. For
example, vital signs or laboratory results may be collected once for each
patient at a visit. Data collected only once or multiple times for each
patient and not related to a particular visit is restricted to horizontal
display, i.e., Concomitant Medication, Medical History, etc.

1. To change an individual panel orientation, select Individual Panels.
2. Select the panel. The default setting is horizontal.

3. Click the individual Panel Orientation drop down list to change the
panel orientation.

El Patient Profile [KAZ01-2010184101]

& & B B

= Al Included Panels + Individual Panels

Panelz Mumber of [D [tems

Lab Chernigtmy ;I i~ Mone f* Firstltern € First 2 items
Lab Hemataloagy

Lab Urinalyzis

A Ewvent

Eff- E'-I-l.in:-r'n Individual Panel Onentation Pl Exinnuim Yisits
Mycalogical Results :

Witals & Physical Exam = Honzontal k

=l

4. Change the Maximum Visits Displayed in Row selecting from the
drop down list. The choices are 5 to 9.

El Patient Profile [KAZ01-2010184101]

5 B B B

" Alllncluded Panels * |ndividual Panels

Fanels Mumber of [D ltenms

Lab Chernizsty ;I = Mone f* First ltern € First 2 item Page Setup |
Lab Hematalogy
Lab Urinalysis

Adverse Events . . . . . .

Efficacy Evaluation Individual Panel Qrientation b aximum Yisits Dizplayed in Row
Mycological Besults - - -
Wikals & Phpsical Exam - I'\r"ertlcal J ; J
[- ] 3 ﬁ

5. Click Refresh to view panel orientation change.

Note: The grid in design mode only displays when you select Individual Panels.
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Column width

E' Patient Profile [KA201-2010184102]

F & & &3

= Click the Shrink to Fit Columns and Refresh to view all columns to fit
on the page. All columns are of equal width with horizontal default set
to 11 columns.

Click the Autosize Columns and Refresh to expand each column to
it’s maximum width. The individual data column width is adjusted
for heading and data.

Click Individual Panels to display the design grid. Select a panel and
resize individual columns within the selected panel. Click and drag
the cursor on the line between the column heading tabs to the desired
width. Click Refresh.

=18

= AllIncluded Panels

Panelz

% |ndividual Parels

(] 9 |

Mumber of [D [tems

Cancel |

Lab Chernistmy ;I = Maone " First ltern €% First 2 iterr Sage Setup..l
Lab Hematalogy
Lab Urinalyzis
Adverse Events . . . : L )
E fficacy E valuation Individual Panel Orientation R aximurn ists Displaved inBow  Shink ko fit ;
Mycological Results IH izontal JI J columns Al
- -
Yitals & Physical Exam = orieanta
, / i
Last Column in =
Column Pat ID " Wisit No.  |Visit Date  Visit Label | Protocol Investigatm_ Pat.
Heading
2010184102 1 15-JUL-1991 BASELINE 201 018 410:
4| | 1
Zoom In | Thk - Eiefrezh I
-~
Formatted Profile
KAZ204-2010184 102
Effleacy Evaluation
Patio Wt b, winltCats Winltlabel Protocol nuarigatr  Pat Mo Ervtema Prurtu
TIEE i TE-JUL-1a51 BASELNE AN BIE] [E]ix 3
ToEHm 2 22JUL-1991 DAY B i 0ig um 2 2
TSI 3 20JUL-1931 DAY 1S il 0ig um 1 2
TmEm + o OS-AUG-1981 Doy 22 i 0ig W 1 2
ToEHm S 12AUG-1991 DY 23 il 0ig v 2 2
0B £ 26-AUG-1931 DAY 43 i [ill:] um 1 3
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= & B 3

= When you select Individual Panels and select a panel you can apply a
row break at a particular item by selecting ‘Yes’ for Last Column in
Row. Click Refresh to view your changes.

=7 Patient Profile [KAZ201-2010646112]

" AllIncluded Panels

Parels

Medical Histary
Frevious Medication
Concomitant Medication
Dogzage

Dernography

Final

[

=

¥ Individual Parels

Murnber of 1D [terns
’7 " MNone

* First ltem € First 2 iterr

Individual Panel Qrientation

il Einnurm Yisite Displaved in Fow

[Rased

Page Setup..

IHnrizontaI

=i

y a4

Shrink, to fit

Cancel

il .

Autozize

j columng

Last Column in [Tes - ‘res - - - - - -
Row
Column Pat ID Yisit No. Visit Date ¥isit Label Protocol Investigator Pat. No. Date of Randc
Heading
2010646112 1 20-5EP-1991 BASELINE 201 064 6112 20-SEP-1991
1| [»[
Zoarm Ik | 753 hd Fefresh |
Formatted Profile
KAz01-2010846112
Randamizaion
Patin
ATOEAED 12
PatiD winit Mo b
AOEET 12 1 h
Fat D Wit Cete Wintlabel Protocol Reerdgatr  Pat bo. Cats of Randomi@ton  Treadm ent
AOEAE112  AI-SEP-1981 BASELINE 201 L B112 ZIHGER 1941 [T
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Object Storage: saving your work

Obiject storage location

You can store patient selection criteria at four user access levels: Private,
WorkGroup, UserGroup, or Public.

Private storage is at the local PC level. The private objects are saved
on the user’s home drive in a directory (folder) called “irpat”.
Review handles all creation, access and deletion of the private
objects in this folder. Therefore, the user should not be concerned
with the contents of the irprivat folder.

WorkGroup storage is PC based and stored at a shared network
drive, to which a select group of personnel would have access.

Note: The WorkGroup storage location was supported in earlier Review
releases. UserGroup storage location is extensively used for later releases.

UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Obiject storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for WorkGroup or UserGroup
storage.

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables.
(See Chapter 12: Common Topics: Shared Object Storage- Locations)
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Save Patient Profiles Browser

|
Ohject Storage Location Shars wilh usergoups: _
; - CTIA]
C Pivate © wokboup © UselGroup(dh] & Publcldb] |5 TacuT S
anc
Object Level
’75' Sty O Pmject T Global

[~ Siore Patiert Selection Critzria? [~ Stored Patiert Selection Criteria Flequirsd? [~ Owernide selected Project/Global object?

Fielarme: Calegoryltaior binor. Subl; Froject or Glabal Dbiect: to ovenide
| [ =] DosedE
E xisting Files: Cescription. E}Egﬂ‘!ﬁhpgj‘gﬂl‘;ﬁgfd Lab Chem
chiiztian | Project GPF with Vertical Leb Chemn
comphf e
dose Summany Infamation:
globgppl
appSafaty =
prejgep]
projappe
ety
studvgppl
When you select the UserGroup object storage location, the ‘Share
with usergroups’ ListBox is made available for selection.
Obiject level

You can store your output specification at three levels: Study, Project, or
Global. The Object Level box is only enabled and highlighted when you
select an Object Storage Location designated as ‘db’ for database.
Therefore, when you select either UserGroup or Public for database
object storage location, you can assign an object level to restrict access to

a specific study level or share access between multiple studies at Project
or Global levels.
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Saving Patient Profile specifications

To save the patient profile specification you have defined for later use:

1. Make certain that the Patient Profiles Browser window is the active
window by clicking on its title bar.

2. Click , or from the Eile menu select Save.

3. Review displays the Save Patient Profiles Browser dialog box where
you can specify the storage location.

Save Patient Profiles Browser

— Object Storage Location
" Private © WokGroup € UserGroup(db) € Public(db)

— Object Lewel
% Study " Project " Glabal

4. Select object level type. The default is Study.

5. Click Store Patient Selection Criteria if you choose to save the current
patient selection criteria with the output specification. When a user
selects the stored object specification they can modify the selection
criteria and still run the output. If the particular patient selection
criteria is specific and required for the output, click Patient Selection
Criteria required. In this instance, the patient selection criteria cannot
be modified when this stored object specification is selected. If none
selected, then no patient selection criteria is saved with the output
specification.

[ Store Patient Selecton Criena? [~ Stored Patient Selection Criteria R equired?

6. Enter a FileName for future reference to be displayed in the list box for
Existing Files. The Filename is for internal use and not displayed in
the Object Explorer window.

7. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. For
example, the major folder for ‘Safety’ has two minor folders
‘Safety.AEs’ and ‘Safety.Labs’. Folder names are case-sensitive and
after the folder(s) are initially created, they are selected from the drop
down listbox.
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Category(t ajor. Minor. Sub):

S afetn AE 2

Safety Labs

8. Next enter the appropriate description which is displayed in the
Object Explorer window.

9. You can include summary information for future reference to be
viewed by yourself or others later.

10.Click Save.

Review stores the output specification to the designated PC, WorkGroup,
UserGroup, or Public storage location.

Obiject Explorer window

Once you have saved your patient profile specification and assign folder
information, your stored object will display in the Object Explorer
Window under Output Specifications.

Output Specifications IF'uinu: [db]

e L

[:l Farmatted Detail Fpt

[:l Farmatted Summary Fpt

ElD Graphic Patient Profile

P GPP & Study GPP, -4 to 4 weeks, Conbed Categony
GPP 7: Graphic Profile with Time J
GPP1: Filter Qutput for A1 Included for Visit = 1

GPPZ: Filter and PSC for AE coded = 2285, PSC not Required

=

GPP3: All Cateqories
o g GPP4: Project GPP, 0-40 day ~|

Order output specifications by:

Execute
& Tupe " Description

Execule Objects | Review Ouput | Schedued |

Review displays a list of folders for previously saved output
specifications at the selected storage location. Simply select one of the
storage locations as Private, UserGroup or Public to display it’s specific
folders and contents.

Note: Graphic Patient Profiles can not be scheduled or the output saved.
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Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon.

Saved objects and their associated icons can be sorted to display in the
their folders by icon type or description. Simply click sort by Type or by
Description.

Object Explorer quick execute

The Object Explorer window aids users to quickly locate and launch
previously saved objects stored within organized folders. This shortcut
allows users to bypass opening the individual browsers to launch saved
objects.

If you want to retrieve a saved output specification:

1. Double click to open a folder.
2. Click on the output specification and click Execute.
Your stored output specification will be launched.

Output Specifications | Public: [db) =l

-1 Formatted Surmary Fipt

El-[Z3 Graphic Patient Profile

: GPP 5: Study GPP, -4 to 4 weeks, ConMed Categomn

= GFPF 7: Graphic Profile with Time

= GPPT: Filter Qutput for All Included for Wiat = 1 J
e GFPP2: Filter and PSC for AE coded = 2285, PSC not Required
GPP3: All Categories

i GFP4: Project GFF, 0-40 day
GPPE: Study gpp, 0-50 days, 4 Cat, Contded with BY =]

il

il

il

L]

Order output specifications by:
' Tupe " Description

Execute

Execute Objects | Review Ouput | Scheduler |

If you want to apply a saved patient selection criteria to your output
specification:

1. Double click to open a folder.

2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window. Then follow the above steps to
retrieve and execute a stored output specification. Or create your own
selection criteria for a stored output specification.
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Retrieving a saved Patient Profiles specifications

Open Paticnt Profiles Browser

= Object Stoiage Location
= Private © WokGroun © UserGroupldb]  Publicfdb]
Chenge WorkGnoup Location |

Another way to retrieve a previously saved Patient Profiles specifications
from the Patient Profiles Browser:

1.
2.

Make the Patient Profiles Browser window as the active window.

Click Open, or from the File menu. The Open Patient Profiles Browser
window displays.

. Select the object storage location. Review displays a list of stored

Patient Profiles Specifications.

. Select a Patient Profiles description and click the Open button or

double click on the description.

Note: You must use the Open Patient Profiles Browser window to access the
object storage location for “WorkGroup’.

)
Opan

[ Dizplay &l studiss? Cancel

O e | e | P | S
el —111-10-= 10 -}

n
Ml

53

;
-~

Protocel |

KAZD
KAZD
KAZ201
KAZD1
kA2
KAZ2D1
FAZD]
KA2D1
KAZD1

Description |Fienar|e | Aulhur| Cieated Summary =

PP 7.00 §ave w/!2-line AE PS cfpptd 102201 2 06-MAR-2003
PP 7.01 Save w/Z-line AE P35 cipptd 102201 2 06-MAR-2003

PP10:- Default PP for Demog i ppl Dezas (021001 11-SEP-2003 Retaved with 7.0.4 [test n
PFP11: Org by Yizit with Filter  ppjr 1021013 30-JUL-2003 PP11: Org by Yisit with Fil
PF12: AE Panel Onlp. PSC ar PP12 A0 21 4-N0V-2003

PP1: Default PP For Demog & pplresawe (021011 11-SEP-2002 had to resave with 7.0.4 |t
PF2: Oig by Panel, Vizit by B PP2 1000001 12-JUL-2001 PP2: Org by Panel, Yisit by
PP3: Dig by Yizit. Visit by R PP3 1000001 12-JUL-2001 PP3: Org by Visit, Vizit by
PF4: Oig by Vizit, Vizit by Ro PP4 1000001 1 2-JUL-2001 PP4: Org by Vizit, Vizit by J

a. If you want to browse and/or select a file from the WorkGroup,
UserGroup or Public storage sites, click on the site and the files
available to you are displayed in the following window.

b. Click Change WorkGroup Location, and you are enabled to
browse various Patient Profiles object storage sites.

5. You can browse through the Patient Profiles specification by

reviewing the summary text. Click on the Patient Profiles
specification, and click Open. Review pastes the Patient Profiles
layout specifications into the layout spreadsheet, clearing the current
spreadsheet contents.

By default, Review displays only saved Patient Profiles specifications
created while reviewing the current Study Protocol(s). You may also
import Patient Profiles specification created for other Study
Protocol(s). Check “Display all studies?”” and open any available
Patient Profiles Browser specification. Review will validate the data
structure to verify that the foreign Patient Profiles specification is
compatible with the current study protocol(s).
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Object properties

You can view information about an object when you select “Properties”.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

Sehiedule

3. Then click Properties. A dialog window displays the object properties
for the output object. It works for ‘Private’, “Workgroup’, ‘UserGroup’
or ‘Public’ objects equally.

Object Properties
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Quick remove

You can quickly delete a saved Patient Profiles Browser object under the
Output Specifications window.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

3. Then click Remove. You are prompted “Are you sure you want to
delete the object?”.

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘Private’, ‘Workgroup’,
‘UserGroup’ or ‘Public’ objects equally.

Output S pecifications I Public: [db]

@ Demaography - ALL Patients (REQUIRED] :
@ Demography with age filter and sawved suh&f
- Demography with saved subset
& Dizcontinued - [with requlred patient Seleu:tl

. Final Repart with subset sto
B Treatment, Se Cut Summal_l.:
- T Al Patients: © £opy and AE';

28 Data extract - Paste
T Traatment by

&~ [:| Groups Remove
-2 LabTestGroup .
o 1 R — .Ffr.'j.'.:'f'.t.'?.s. ...............

Removing a saved Patient Profiles specification

Another way to remove one of the saved Patient Profiles specifications if
you decide it should be deleted:

Open the Patient Profiles Browser to make it the active window.
From the File menu, click Remove.

Review displays the Remove Patient Profiles Browser window.
Click on the object storage location.

Select the stored Patient Profiles description you want to remove.

S A

Click Remove.

Review deletes it from your local PC, WorkGroup, UserGroup or Public
storage sites as you designate and have security clearance to do so.

184 Chapter 4: Patient Profiles



Remove Patient Profiles Browser

"Dbiect Storage Location Bemove |
1]

 Private ¢ workGroup © UserGroup(dh) € Publicfdb) | T Visual Subsets?

Description Filename | Author | Created Category
Short Patient Profile IEREGOH EIDINNDE DEEAISSITNETE I -1

Cancel

|

Printing the Patient Profiles specifications

To print the currently active Patient Profiles specification, make certain
that the Patient Profiles Browser window is active by clicking on.

1. Click Print, or from the File menu, select Print. Review displays the
standard print dialog box.

2. Click OK. Repeat column headers are printed on each page in the
printout.

3. To change the printer, select Print Setup from the File menu.

Closing Patient Profiles Browser

Closing the Patient Profiles Browser

If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles

Browser window.

Review closes all Patient Profiles windows currently opened.
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Patient Profiles Browser

Open Patient Profiles Browser

Optionally define a patient selection criteria to quickly capture a subset
of the patient population that you wish to view.

Click , or from the Browse menu, select Patient Profiles. Review
opens the Patient Profiles Browser window which displays a list of
patients who meet the patient selection criteria or all patients if no
selection criteria was defined. The study and PID (patient id) are listed
for identification. The default profile opens in Workbook Profile type.

o
Type: Panels: Panels Included: Items: Items Included:
_Define Sub Panel | |Fandomization -
Graphic Proflle Ad Events — |Medical History
Formatted Profile vare ven Previous Medicatior J j
AE [5A5) . -
Concomitant Medic
AE 2(345) Dosags | =
Euncum|tant tdedic = | | Demography
Fin_al__ ) j
Add Panels - | - Remove F'anell Add ltems --» | <--- Remove Itemsl
— Organized By Wisit Representation ‘wiorkbook Generated Define Header... |
f* Parnel f* By Row  Multiple Warksheets =
£ Wisit = By Colurmn {* Single Worksheet Customize... |
{ Customized Sort Order... |
Filter Qutput |
Create Profile... | Create Profile for &l Cazes |
196 Cases Selected: Diefine Matris. . |
Study  |PID =
1 [KA201 2010184101 Patient visit information not yet retrieved.
2 |KAZ201 2010184102 Patient visit information not yet retrieved.
3 |KAZ01 2010184103 Patient visit information not yet retrieved.
4 |KA201 2010184104 Patient visit information not yet retrieved.
5 |KA201 2010184105 Patient visit information not yet retneved.
6 |KA201 2010184106 Patient visit information not yet retrieved.
§ |KA201 2010184107 Patient visit information not yet retrieved.
8 |[KA201 2010184108 Patient visit information not yet retneved. -
Al 4
Prew CASE | Mext CASE I Fretriewve 4Yizits fon Selected Patients Eretrieve Al Wisits | Eieset Case&l
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Graphic Patient Profile

Access Graphic Patient Profile

Users with access to the Patient Profiles have the option to access Graphic
Patient Profiles where the data is viewed in intuitive, graphic format. You
can create, execute and save graphic patient profile objects at the global,
project and study levels and in either local, usergroup or public object
locations. The user can create graphic patient profile specifications within
the limits set by the currently defined graphic patient profile templates.

The patient data is displayed from multiple data domains and plotted
against a common time axis. The display style for each domain depends
upon the kind of data, for example, duration events such as Adverse
Events are plotted as horizontal bars showing the duration of the event,
from onset date to end date.

Define Graphic Profile Template

Graphic Profile Template

A Graphic Patient Profile template must be defined first before users can
create graphic patient profile specifications. SuperUsers with the
privilege to “Create Graphic Patient Profile Templates” access the
Graphic Patient Profile template feature from the Patient Profiles
Browser window and create a graphic patient profile template. If none
exists, a message displays and the user is exited from the graphic patient
profile option.

If you have privileges to define a graphic template; this message box

displays asking if you wish to create a template now. Click Yes and the
Graphic Patient Profiles Template window opens.

Integrated Review

& Mo saved templates exist at any level Do you wish to create a template?

Yes Mo |
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Note: The Review Administrator application must be updated to allow the
granting of these privileges to specific users or groups.

| E? Graphic Patient Profile Template =1

— Study Start

Date Itern ---> |

¥ Calculate Felative Days bazed on Study Stark Date ltem [and possibly Date Criteria)?

i

| Cray: =0 1 ‘ [Wate Criternia |

Categary:

_Header_*

Adverze Events
Concomitant Medication:
Dozage [Exposure]
Efficacy

Labaratory Tests
Previous Medications
Text

Treatment

Wikal Signz & Physical Ex

Panels:

Adverze Events ;I
AE [5A5)

AE 2[545)

Concomitant Medica
Diemag Impart SOL
DEMOGRAP [SAS)
Demography

Dozage

Efficacy Evaluation
Final

FIMAL [545])

Lab Cherniztry W
L

4

— Template

— Category Info [bolded items are required)

Clear |

'|Level: " Global " Projest & Study |

Save | | Eemone I ‘

Super Users are able to save templates at the object storage level for
global, project and study levels as only one per level. The templates are
saved at the object storage location for public only.

Once a graphic patient profile is saved the template information is saved
with the profile. Therefore, a saved profile uses the original template
information that existed at the time it was created to avoid conflicts with
updated or newly created templates.
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Graphic patient profiles are very complex due to the different types of
data can best be represented by different types of graphs. The individual
graphs are aligned along a similar time axis, however, each graph may
consist of a different plot type based upon the type of data “event” that is
depicted. Each graph may be based on data from multiple tables in the
underlying database.

Define study start date

The Study Start check box is defaulted ON for “Calculate Relative days
based on Study Start Item (and possibly Date Criteria)?”. When checked,
you must define an item that contains a unique single value for each
patient’s study start date as Day 1 or Day 0. For example, a date item
located on a single record per patient such as the Demography data
panel. If a multiple record data panel is chosen, then the selected date
item requires the Date Criteria applied to filter down to a unique patient
study start date such as visit label is baseline, visit number is 1, etc.

When the Study Start box is unchecked, then all other items in the Study
Start box are disabled and buttons previously labeled as “Date” display
as “Day”. Enter the precalculated Day item created in your database (not
Review). You are required to select at least one item per defined category
that contains numeric values denoting relative days from study start (i.e.,
for a single event category such as “Laboratory Test” you would enter an
item containing values of the relative day the lab test was performed).
The relative day item would be another item located in the same panel.
For duration events such as “Adverse Events” you would enter the item
containing the values of the relative day each Adverse Event started and
a second item containing the relative day each Adverse Event ended.
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1. Select the Template level for global, project or study.

2. To enter the Study Start Date Item, select a panel and date item. Click
Date Item.

3. Enter the date item as Day 0 or Day 1.

4. If you need to further specify the date, click Date Criteria. The Date
Criteria is required if you had selected a multiple record data panel for

your selection of date.

E? Graphic Patient Profile Template [=]
— Study Start
Iv Calculate Rielative D ays based on Study Start D ate Item [and possibly D ate Criteria)?
‘Dateltem> Dosage. Start Date | Dar 0 O | Date Criteria |
KN i
Category: Subcategony: — Category Info [bolded items are required)
_Header_*®
Adverse Events Clear
Concomitant Medication:
Dozage [Exposure]
Effizacy
Laboratory Tests
Previous Medications
Test
Treatment
Wital Signz & Physical Ex.
Panels: Itemms:
Adverse Events  a| |Doss N
AE [545] Doge Change - Reas
Dosze Units
AE 2[SA,S] ) Investigator
Concomitant Medica MissingStart
Demog Import SOL MI_dozedur
DEMOGRAF [S45] Mot issing Start
PatID
Dremagraphy Pat Mo
L= Pratocol
Efficacy Evaluation Start Date
Final Stop Date
Wizit D1ate b
FINAL [Sﬁ‘-:S] Wizit Label -
Lab Cheristry i LN Y|
4 3 4 I I ]
— Template
| Level: " Global 1 Froject * Study | Save Femaove ||
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The Study Start Date Criteria window opens for you to specify details

such as a visit label.

E? 5tudy Start Date Criteria

Parels: |terns: Functions: Operators:
ALL_COL_COMMEMTS <:| Pat 1D ;l
CODE_INDE- E?ﬂt-topuion-l bazeline value
EDDELIST—ASSD_E . = Start Date endpoint value
Concaornitant Medication Stop Date Baze?
Demography izit D ate End2
Dozage
" . - | |Yizit Mo, o doesn't contain: |
L fFirmean Eosh isbioes i
Li I » 4 | | » 3
5 Walue: |
Save Filter I ADD exprezzion | Dizplay Stats I— |ter Compare E
Result Filter [Text] Rezult Filter [SQL] -
1 Dosage.Vigit Label =BASELINE T4 VISIT_LABEL ='BASELINE"

5. Click Save Filter and close the window.

The Date Criteria button status changes to MI.

E? Graphic Patient Profile Template =)
Study Start
I Calculate Rielative Days based on Study Start D ate [tem [and possibly D ate Criteria)?
Dt [t | Dasage. Start Date - | Dax &0 1 | |;"""'Eié[t'é"Er'i't'é}ié"ié"ti'r!i"'""§|
4 I I 3
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Define header items

Adding a header is optional. The PatientlD defaults if left blank.

1. Click Header from the Category list.

2. Go to the Panels list and Items list to select and add header items to
display in the graphic patient profile.

3. Click Header Items button to add items. Highlight and click scissors
in the tool bar to remove items.

E? Graphic Patient Profile Template =1

— Study Start
v Calculate Relative Daps bazed on Study Start Date Ibem [and pozsibly Date Crikeria)?
D ate [bem - | Dozage. Start Date ‘ Day: g 1 ‘ Drate Criteria is OM |
« »
Categony: Subcategony: — Category Info [bolded items are required]

Adverse Events Clear |

Concomitant Medication:
Dozage [Exposure]
Efficacy

Labaratory Tests
Frevious Medications
Tt

Treatment

Wital Signz & Physical Ex.

Patnels: |bems:
Adverse Events ;I )
AE [545) AEE"Z | Heaer ltems — | |Face
AE 2(5A5) .-’-'I.G_E“3 ) ] : Sex
" ) Childbearing Potentia Age
Concomitant Medica Date of Birth
Demog Import SOL Evalu@bility at Bazelir
DEMOGRAR [SAS) Investigatar
Dermography Pat D
eiiat. = Fat. Mo.
Dosage Pratocal
Efficacy Evaluation Race
Final 3?3 5
131t D ate b
FINAL [S'éfs] Yigit Label -
Lab Cheristry l (R
4] | » A I | 3
— Template
| Level: " Global 1 Project ¢ Shudy | Save Remave ”
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Category types

Different types of data can be best represented by different types of
graphs. Data with start and stop dates (i.e., duration events) are graphed
as horizontal bar charts over time. Data collected on a given date(s) as
time point events (i.e., labs, vitals) are graphed as scatter plot graphs.
Data with no date associated are displayed as text.

Different information about data panels/tables and items/fields are
needed in order to create each type of graph (bar, line or scatter). This
database information may come from multiple database panels/tables
and are organized into a data category. The data category “bucket”
contains the type of data (or event) to be graphed; the type of graphs to
be plotted for this type of data (or event); and additional necessary
information on panels/tables and items/fields to get the correct data
from the database to generate the desired graphs (i.e., lab normals).

= A data category contains specifications about the
data for a specific type of data “event”.

= Allows for these specifications to be based on multiple database
tables restricting that only one-to-one or one-to-many table
relationships be allowed.

= Associates the type of data event to be graphed with the
appropriate types of plots.

The following table lists the data categories.
Category Type Definition Plot Type(s)

Duration Data collection event that has a start and Horizontal Bar
stop time point.

Time Plot Data collection event that occurred at a Data Value
specific point in time. Line Plot
Lab Lab test data collection event that can be Scatter Plot
compared to normal range values if they are Line Plot
defined in the data. Trend Plot
Data Value
Dosage Dosage data collection event that has a Vertical Bar
standardized dose value and start and stop
time points.

Non-Time Data not associated with a specific pointin  Free form text
Aligned or time (i.e., gender, sex)
Text
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Define Category Information

The SuperUser specifies the category information from a pre-defined
categories list and can further specify subcategories for laboratory tests,
text, Vitals Signs and Physical Exam.

1. Select a category to display the corresponding template for entering
category information.

2. If the category collects time data, click the check box to activate the
time items to display along with the date items.

3. Select the Panel(s) and items to define the category information.

4. Repeat the steps to add another category. An asterisk displays next to
the category in the category list noting it has been defined.

E? Graphic Patient Profile Template =]
Study Start
¥ Calculate Relative Days based on Study Start Date ltem [and possibly Date Criteria)?
Date Item - | Dozage. Start Date | Daw: =0 1 | D ate Criteria is ON |
4 I I 3
Categary: Subcateqgary: — Category Infa [bolded items are required)
Header *
..-:-..-:I E-...-Er.r- / Clear |
Concomitant
Dosage (Expozure) ¥ Include time items (a5 well a5 date]?
Efficacy %
Labaratory Tests
Previous Medications Add ltem - | | AE Coded
Test
Treatment
Vital Signs & Physical Ex. \ Start D ate [kem - | |I:Inset Date
Panels: Items: Start Time Item - | |Dnset Time
iy, E &| |Intensity |
AE (545 Investigator Stop Dateltem > | [End Date
e 2[5 a]S] NI_AEDUR F I
. . Orgoing AE? \
Concomitant Medica Onget Date Stop Time [tem -~ | IEnd Time
Dermog Impart SEL Orzet Time
DEMOGRAP [545) Outcome . :
Demogranh Jutcome being treate Onagaing Item - | |I:Ingn|ng AE?
drapty PatID
Dosage Pat. Mo, 3 -
Efficacy Evaluation Frotocol | B Wanables —» | Intenzity .
Final Related to Inv Med? Rielated to |rv Med
FINSL (545 Serious?
) TOUR =
Lab Cherniztry il [ Y
4] | 3 | I >
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Time AXxis scale

If you include time data items in any category definition by clicking the
‘Include time items’ checkbox, then Start and Stop Time Items will
display for entry. In addition, the Time Axis scale in the graphic patient
profile will include hours. The default displays the date items and
‘Include time items’ as unchecked for displaying time items.

IV Include time items (a3 well as date]?

The following conditions are true with time items present:

Existing templates and objects without the option for time are still
processed from a prior release.

Time is stored as days.hours in saved graphic patient profile objects so
prior versions of the Review client will retrieve correctly in days.

New templates will include the time option but you cannot go back
and edit an existing template from a prior release.

Time items of type character, numeric or time will process.

Hours are included in the Time Axis scale if the time item was
included in the opened template and graphic patient profile object.

Hours are not included in the Time Axis scale if no time items were
included in the opened template and graphic patient profile object.

If a new graphic patient profile object is opened with hours as the scale
with an older Review client, then the scale will present in days and the
data will display accurately.

Negative days and hours are handled.
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Duration Category Type

Duration type categories include Adverse Events, Concomitant
Medications, Previous Medications and Treatment require the following
item information to be entered. The Add Item is the field to be graphed.
Ongoing Item and BY Variables are optional.

E? Graphic Patient Profile Template =1
Study Start
[ Calculate Relative Days based on Study Start Date Item [and possibly D ate Criteria)?
Date bem > | Dosage. Start Date ‘ Day: g 1 ‘ Date Criteria is ON |
KN i
Categon: Subcategaon: — Cateqgory Info [bolded items are required)
_Header_*
Adverse Events” Clear
C it art b it
Dasage [Exposure] [ Include time items (as well as date)?
Efficacy
Laboratory Tests
Previous Medications Add ltem - | |Drug Code
Text
Treatment
ital Signs & Physical Ex Start Date ltem ---» | |Start [rate
Panels: |tems: Stop Date ltem ---» | IStDp Date
Adverse Events | |Dosage Urit -
AE [SAS] Oragoing ltem - | |Dngning?
AE 2(505] Dirug Code
- . . Dirug Mame _
Concomitant Medica Frequency | BV Vaniables —> | Dose
Demog Impork SEL In_vesligatur :
DEMOGRAP [S45) NI_D:_nM?ed Dura
Dermography E:ﬂ%ﬂg !
Dosage Pat. Mo.
Effizacy Ewvaluation PRM [
Firal Protacal
FINAL (545) 2part Date
Lab Chemiztry x| |oopr hat
4] | B 1 v
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Dosage Category Type

The dosage category is a special case of duration requiring a numeric
field representing dosage values for the item to graph. The dosage
category supports multiple dosing regimens when you add
subcategories.

E? Graphic Patient Profile Template =1

— Study Start

[ Calculate Relative Daps based on Study Start D ate Ibem [and possibly Date Criteria)?

Date ltem ---»

Diogage.Start Date |Da_|,-: e g 1 ‘ Drate Criteria iz OM |
] »

Categon: Subcategony: — Category Info [bolded items are required]

_Header_* Add

Adverse Events* Clear |
Concomitant Medication:
|E :I_lrE.l

[ Include time iterns [as well as date]?
Efficac

Labaratory Tests

Previous Medications Dose ltem - | Dose
Text
\'I;ir:;tg?;:; 4 Physical Ex. Start Date Item ---» | |Start Drate
Fanels: Items: i Stop Date ltem ---> i IStDp Date
Adverse Events  a| |Doss &l
AE (345] EDSE Bh_c‘;nge - Rieas Ongaing ltem —> | [
oze Units
AE 2[SA_S] ) |westigator
Concomitant Medica MizsingStart B Yariablas -5 |
Demog Impaort SEL M|_dozedur
DEMOGRAP [SA5) Mot Mizzing Start
Demography E:E.Iﬁn.
ZEERE Pratocal
Efficacy Ewaluation Start Date
Final Sta
FIMAL [5';_.‘5] Wisit Date

Lab Chemistry i EIS" I[.abEI bt
S | T
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Text Category Type

The text category is a text type which initially contains no subcategories.
The SuperUser defines subcategories and assigns specific database
items/fields from the panels/tables to either categorize itself or a
subcategory. The items are displayed as non-time aligned data.

To add a Text Category:

1. Select Text in the Category list and click Add under Subcategory.

2. The Subcategory Name window opens for you to enter the
subcategory.

3. Click OK.
4. Select the Panel(s) and item(s).
5. Click the Text Items button to add.

— Study Start
v Calculate Relative Days based on Study Start Date Item [and possibly Date Criteria)?
Date [kem -3 | Dazage.Start Date ‘ Day: 0 1 Date Criteria is OM |
: »
Categony: Subcateqgony: Category Info [bolded items are required]————————————
_Header
Adverse Events® Al Clear
Concomitant Medication: ;
Dasage [E xposure)* Subcategory Name il
Efficacy
Laboratory Tests I.t'-‘«dverse Ewvent Text
Previous Medications

T et

| Tewt |
Treatment Ok I Cancel |

Yital Signz & Physical Ex

Panels: [tems:
Adverse Events  a| |[Dose -]
AE (5AS) Dose Change - Reas [ Tesltems— |
AE 2(585] Dose |__|n|ls
i : Investigator
Concomitant Medica MizsingStart
Demog Impaort SCOL MI_dozedur
DEMOGRAPR [SAS) EE‘: |hE|jiS$ing Start
Uemogiapty P:t. Mo,
Protocol
Effizacy Evaluation Start Date
Final T
1zit D ate b
At [SAS] Yizit Label =
Lab Chemiztry ball (NN PPN
4] | b [ | | »
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Text subcategory is added.

r— Study Start

k¥ Graphic Patient Profile Template

¥ Calculate Relative Days based on Study Start Date ltem [and possibly Date Criteria)?

|Da5l: 0 (‘1‘
3

Date Critenia is OM |

— Categomny Info [bolded iterns are required]

Dogage [Exposurel®
Efficacy

Labaratory Tests
Previous Medications
Texst

Treatment

Wital Signz & Physical Ex.

Concamitant Medication:

Date ltem - | Diosage. Start Date
KN
Categaony: Subcateqgany:
_Header_* _édd_
Adverse Events®

Al

ze Ewent Text

Concomitant Medica
Demog Import SEL
DEMOGRAP [SAS)
Dermography

Dozage

Efficacy Evaluation
Final

FIMAL [545]

Lab Cherniztry 4
4 I 3

AFE Tupe [dezcnption]
Change in lrew Med
Duration Dangs
End Date

End Time
|ntenzity
|rvestigator
MNI_AEDUR
Ongoing AE?
Onzet Date
Onzet Time

[ PO

Il |
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Panels: Itemns:

&| |AE Coded ] :
AE [545] AE Duration [ Tetliems > | [EText
AE 2(545)
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Laboratory Category Type

The laboratory category is special due to the fact that lab data can be
structured in either a horizontal (a separate field for each lab test) or

vertical (one field for the lab test name and a second field for the lab result
value for all labs) format. In addition, vertical lab data has each lab test
associated with a lab normal range which may or may not be in another
table.

Horizontal panel structure requires:
= Date Item - the field containing the date of the event.
= Item(s) - the fields which the user may select for graphing.

E} Graphic Patient Profile Template

— Study Start

Date Item --->

v Calculate Relative Daps based an Study Start Date lbem [and possibly Date Crikerial?

Dozage Start Date

|

_PI | Day:

oo O | Date Criteria is ON

Categony:

Subcategory:

_Header_®

Adverse Events®
Concomitant Medications®
Dosage [Expozure]®

E fficac

Labaratony Te

Frevious Medications
Temt*

Treatment

Wital Signz & Phusical Exam

_Add_
&

Lab Hematology
Lab Unnalysis

Lab Unnalyziz

LAB CHEM [S45)
Medical Histary
Mypcological Results
Muycology Summary Yiey
Previous Medication

R andomization bt
4 3

Panels: Items:
Efficacy Evaluation | [|ASAT [SGOT) ;l
Final Eiliru.bin, total
FINAL [SA3) gﬁ:ﬁ'ﬁg
Lab Chemiztry Cholesteral, tatal
Lab Hematology C02 Content

Creatinine

Gamma Glutl Tranzpepti
Glucosze

| Frveztigator

Lactic Delwdrogenase
PatID

Pat. Mo.

Phosphorug Inorganic | &
Plable e et me
1 | 3

4
— Category Info [boldec%a required)—————————————

| Panel Shucture: ¢ Harizantal ©© Yertical ‘

Clear |

[~ Include time items [as well as date]?

Date Item ---> | |Vi$it Date

Glucose
Cholesteral, total
Triglycendes
Sodium
Potassium
Chilaride

C02 Content
Urea Mitrogen
Creatinine

| Lab Test ltems -
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Vertical panel structure requires:
= Date Item - the field containing the date of the event.
= Lab Test Name Item - the field containing the lab test name.

= Lab Result Name Item - the field containing the lab test result or
value.

= Lab Test(s) - the list of lab tests which the user may select for
graphing. The overall list of lab test names is derived from the lab
test name field.

To select multiple contiguous values, click on a value and drag over
the other values. To select multiple non-contiguous values, click on
a value and hold down the Ctrl key when clicking the other values.

E—Unique ¥alues for Labs.Lab ¥ariable Name - |EI|5|
Decode Text | Code ﬂ
ALAT [SGPT] 1 .
2 |Albumin ALB
3 |Alkaline Phosphatase ALK
4 |ASAT [5G0T) SG0
5 |Bilirubin, total BT
B |Calcium CAB
7 | Chloride CLBE
8 |Cholesterol, total CHO
9 |CO2 Content coz2
10 | Creatinine BC3
11 |Gamma Glutl Transpep GTP
12 | Glucose GLU
13 |Lactic Dehydrogenase LDH
14 |Phosphoric Inorganic P04
15 |Potassium KB
16 | Protein, total serum ZTP
17 |Sodium NAB
18 | Trnglycendes TRI
19 |Urea Nitrogen BUN
20 |Urnic Acid BUA -
4| LIJ
I Subset using Select Criter | ADD expression |

= Unit Item - are the units associated with the lab tests.

= Normal Ranges - are the normal ranges for the lab tests. Click this
box to enter the Normal High Item and Normal Low Item.

Note: This assumes that a join criteria has been previously defined between the
lab and normal range panels.

= Normal High Item - the field containing the lab normal high value.
= Normal Low Item - the field containing the lab normal low value.
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Categony: Subcategony: r— Category Info [bolded items are required]%
_Header_* _Add_ . )

Adverse Everts® Al Panel Stucture: € Horizontal £ Yertical | Clear
Concomitant Medications™

Dozage [Exposure]”
Eflicac

Laboratorn T

Frevious Medications

Text

Treatment

ital Signz & Physical Exam

Parels:

Lab Hematology
Lab Unnalysis

[tems:

Date Item --->

Lab Test Hame Item --»

Efficacy Evaluation ;l

Abnarmal?

Lab Result Walue Item --> |

[~ Include time items [as well as date]?

|Vi$it Date

I Lab Y anable MName

|Lab Walue

E rrallment Lab Marmal - High L rit Iben - |
Final Lab " alue
FINAL [SA3) Lab % ariable M ame Lab Tests > Glucose S
Lab Cherniztry Obzervation Ehole&te_rol, batal
Lab Hematology ﬂ?"gfnitﬁm gga'{":r:"des
. . izit Date
Lab Unnalyzis Visit Label Patassium
Vit Mo ¥ Momal Ranges? Chlnride ll
Medical History
Mycological Fesults Maormal High Ikem - | ILab Mormal - High
Frevious Medication
Randamization S i Momal Low ltem > § Lab Mormal - Low
Witals & Physical Exam =| |4 | | | I !
— Template
Level " Global " Project (% Shudy | Save | Remave

Time Point Type category

Time point type categories also includes Vitals and Efficacy panels and
may be either vertical or horizontal. Subcategories may be applied if
needed.

Panel Structure: ¢ Horizontal € Yertical

Horizontal panel structure requires:
= Date Item - the field containing the date of the event.
= Item(s) - the fields which the user may select for graphing.
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B Graphic Patient Profile Template

— Study Start

Date ltem >

[ Calculate Relative Days based on Study Start Date Item [and possibly D ate Criteria)?

Diozage. Start Date

| 2

‘Day: LO T ‘

Date Critena is OM

Categon: Subcategony:
Adverse Events® - Add
Concomitant Medication
Dozage [Erposure)® ECG
Efficacy FPhysical Exam
Laboratory Tests® Wital Signg
Previous Medications
Text*

Treatment

Panels: Items:

Lab Urinalysis || |Radial Pulse - Sitting. | |
LAE_CHEM [545) Ratio BR
tdedical Histor Rectum
) ¥ Reflexes

Mycological Results Respiration Rate
uycology Summary Vie Spine
Previous Medication Temperature
Fandomization ¥EL?§itdand Mot
REVIE W ADMIMN PATIE Yisit Date

Wizit Label

igit Mo,
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— Category |nfo [bolded items are required)

| Panel Stucture: % Horizantal & Yertical ‘

Clear

Date Item ---»

[~ Include time items (as well as date]?

| [ViDate

|
| Measuremert: ltems >

Blood Pressure - diastolic
Blood Pressure - systaolic
Fadial Pulse - Sitting
Fespiration Fate
Termperature

Weight



Vertical panel structure requires:
= Date Item - the field containing the date of the event.

= Measurement Name Item - the field containing the measurement

name.

= Measurement Value Item - the field containing the measurement

value.

= Measurements - the list of measurements which the user may select
for graphing. The overall list of measurement names is derived

from the measuremen

t name field.

E? Graphic Patient Profile Template

Categony: Subcateqgaon: — Categony Info [bolded itermg are required]
Concomitant Medication::l Add ; ;
Dasage [Exposurel* ‘ Panel Structure; ¢ Horzantal  Yertical ‘ Clear
Effizacy ECG_
Lahqratory TE_StS“, F'hymclal Exam [ Include time iterms [as well as date]?
Previous Medications Wital Signz
Test
TF:atment Date ltem ---» | I\-‘isit Date
z & Phyzical ExES
tdeazurement Mame [tem ---> | |Culture D
Panels: |tems:
E.nrollmenl il Eu:ture ”:TV] = teasurement Y alue [tem - | IFinaI Culture Result
Final Date Cuure Read (Inv]
ate Culture Read [Inv
FINAL [S'&fsl [Date Sent to Central Lab Uit It
Lab Cherniztry Exception? rit [tenm --> |
Lab Hematology Final Culture Besult
Lab Urinalysis KAH Exam (Irv] | Measurements > I Candida sp.
Labs Observation E. floccosum
M edical Histary ique Yalues for Mycological Resulk O] x| Edt.h%}['pseum
; ] Decode Text Code ;l Pernicillium zp.
Previous Medication [ 1] _| Pzeudomonas #p.
‘[ 2 |Candida sp. 20 T. mentagrophytes
3 |E. floccosum 03 $ putlllalanS
. rubrum
; gl.h%l,:pseum gg Tric_:hnphyh:un Ip.
6 | Penicillium sp. 40 Unident Contam
¥ |Pseudomonas sp. 50
8 |T. mentagrophytes o2
Templat 9 |T. pullalans 08
[l 1SMPEE 10 |T. rubrum 01
4| 11 | Trichophyton sp. 09
12 |Unident Contam a0 hd
4] | r
[ Subset using Select Criter A0D0 exprezsion [: I

Note: In this example we used the Vital Signs & Physical Exam category for a
Mycology panel because the category format best fitted our data model. Later
when you create the graphic patient profile you can modify the category name for

display purposes.
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Save template
When you have added all categories and subcategories to the template,
click Save. A message window displays the template has been saved.

Integrated Review

& Template haz been zaved!

The template is saved at the level selected. The available template levels
are highlighted in the Patient Profiles Browser window in the template
level list. If no template exists for a level then the template selection is
shaded as disabled.

Edit graphic template

The Edit Graphic Template button becomes available if you need to edi
the existing template.

it

LY Patient Profiles Browser

Type: Categories: Categories Included: Iterns: Items Included:
‘whorkboaok. Profile _Header_ _| _Header_
Ad Event: -
Farmatted Profile VEIEE EVETE j
Eoncomltant Medlca
4] 4
Add Categories - | - Remowe Eategoriei Add lkems - | <--- Remowve Itemsl
Category Title: B Itenms: B Item Included:
Template Level - Time dxis————— -~ Flot Types—————— - Bemove BY Ite:l
" Global Geellr IDEI_'r' j Lirnit: Igg [T | Scatter [T Trend
! Project [T Line 7| Walue Al B [bem > |
o s Day: Start: ID Stop: |14
‘ Marmal Range ><:|‘| vl |
Create Profile... | Create Profile for Sl Cazes | Filter Qutput | Edit Graphic Template...
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Define Graphic Profile

Select defined template

Once a template is saved you can select from the available template

levels to define your graphic patient profile. Shaded template levels
haven’t been defined and saved yet.

—Template Level
[ Glatal

" Eroject
& Shudy

Change Time AXxis

You can define the Time Axis before or after you select your categories
and items. When you enter the Time Axis once for any category, it will
default across all the selected categories as the common time axis.

1. You can change the Time Axis defaults for the graph plots by selecting
from the dropdown Scale list and entering the Start and Stop range.

Time Asis

Limit: |90

- Stop: |14

Simply enter the Start and Stop value for the selected time scale.

= Time Axis
Scale: |Day v| Limit [30

Day: Start: IEI Stop: |5EI
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If time items are included in any of the defined categories then the Time
Axis will include hours.

= Time Auis

Change Limit value

The Limit value denotes how much of a duration event to show before
and after the first and last time point event. The limit feature “limits”
how far out the time axis will go past “time point events” such as a lab
test, or vitals or efficacy measurements. For example, if you have a long
running Concomitant Medication with a stop date past your defined stop
range, you can limit how much you want to see.

The default is 240 for hours, 90 for days, 12 for weeks and 1 for years. You
may change it to any positive number to show more of the duration
events that occurred before and after the first and last time point event.
Choosing a limit of zero will show the shortest time axis possible (only
from the first to last time event). Entering a negative number, (-1 for
example) will show the entire time axis from the beginning to the end of
the first and last duration.

Display Time items

210

If you had defined a template category to display time items you may set
the scale to Hours. The Start and Stop Hours scale displays with a
dropdown list to select within a 23 hour range before changing to the
next day.

Timne iz
Scale:  [Hows x| Limit |240

= Project
o sl Day: Start: IEI Stop: |4
Hourg: Start: |0 Stop: ID vl

Eate Profile far A

Create Prafile. .. |

196 Cazes Selected:

D P —

Note: When selecting the Hours Scale it is best to applied to a minimal day
range duration of not more than 4 days for meaningful results.
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Select categories for display

Type:

E? ratient Profiles Browser

Categories:

After you select an available template from the template levels you are
able to select those categories to be included in the graphic patient
profile. The header is defaulted as the first category and is required.

Categories |ncluded: |terms: Itemsz Included:

wiorkboaok Profile

Farmatted Profile

_Header_ &| | _Header_
Adverse Events
Concamitant Medica

Dozage [Exposure] | -
S b

Add Cateqgaries >|

-
4

- Remove Eategnriel Add ltems > <~ Remaove [tems

2. Highlight the categories to be included in the graphic profile and click
Add Categories. Use the Remove Categories button to remove. You
can highlight and move single or multiple categories with the SHIFT
or CTRL key for multiple selections.

3. Reorder the Categories Included with the up and down arrows.

Panels Included:

|| _Header_

Adverse Events
Concomitant Medicatior
Dozage [Exposure]
Adverse Ewvent Test
Lab Chernigtry

Categories:

Header_

2
K]

[

.ﬁdd[ﬁategorles ¢--- Remove Eategoriesl

Select Items for display

4. Select each included category and view the list of items and by items
(where applicable) for the graph plots.

E? patient Profiles Browser

Type: Categories: Categories |ncluded; |tems: Items [ncluded:
W orkbiook, Profile _Header_ a | [Adverse Event Text ;I Chilaride -

Lah Cheristr | |Adverse Events Chaolesteral, total
Formatted Profile Y Concomitant Medicati J CO2 Content

Adwerse Events J Creatifing

Cancaomitant b"'|'3':“'3‘5"_|v Dozage [Exposure] | Glucoss

LI I L4 Wital Signz & F'hl.JsicaILI Fotazsium LI
&dd Categones >| ¢--- Remove Eategoliel Add ltems - | <~ Remove ltems
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You must go through the entire list of Categories Included and select
each category and the items(s) you want included in the graphic

profile. Otherwise, a message displays alerting you of an included
category without items or BY items included.

Integrated Review

& Pleaze select at leazt one item for categorny “bdwerze Events text” befare creating a profile.

Type:

5. Highlight the item(s) and click Add Items button to select from

available items to be included in the graphic profile.

6. Reorder the Items Included with the up and down arrows.

E' Patient Profiles Browser

Categories:

Categories Included:

" orkbook, Beport

Category Title:

_Header_

Adverse Events
[Dozage [Exposzure]
Adverse Events text
Concomitant Medice

Wital Signg & Physice =
N B

Add Categories >|

[

Header

Adverse Events
Adverse Events text
Dozage (E xposure]
Concomitant Medical
Lab Chermistry

=

Lab Hemato!ogy
- Remove Eateguriel

Add ltems ---> |
BN Eens:

[temsz Included:

KN

i

<--- Remove Itemsl

B ke [ meluded:

==

IMedicaI Ha best

Elatipes
I~ Seatter [T Trend

= Lire [T WaElie

— Template Lewvel — Time Agig
) [Ebal Start ID Stap |-|4
) Projest S cal
1l
£+ Study IDE'-"' jv
Create Prafile. ..

| Create Profile for All Cazes |

Filter Qutput |

Sl B (ke === |

== Hemaowve B Ite[l

Edit Graphic Template...
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7. Enter the BY Item (if applicable) for the selected category.

E' Patient Profiles Browser

Type: Categories: Categories Included: |terms: Items [ncluded:
W orkbook, Report _Header_ || | Header_ - &E Coded AF Coded
Adverse Events Medical Hx text =
Dozage [Exposure] . J
Adwerse Events tex Concomitant Medice ﬂ
Concomitant M edic Dozage [E.Hpnsure]
Vital Signs & Physic x| |Lab Chemistry
Kl | b Lab Hematalagy ;I
4dd Categories >| --- Remove Eategnriei Sl d benme > | < HEemawe Item$|
Cateqory Title: B Itema: B [tem Included:
|.~’-'«dver$e Events Related ta Inv Med? |Helated to lny Med?
| nterzity
Dutcome - Remove BY Ite]

Template Level Time fusiz Elat Types

) (ks Start ||:| Stap |3EI ™| Ezatte [T Trend
7] Fraject Seal Iﬁ T Line ] 5alue
& Study Day

8. You can change the title of any included category (except for the
header which will always display the PatientID).

El Patient Frofiles Browser

Type: Categories: Categories Inchided; Itemns Included: -
Workbook Hepart _Header_ ;l Adverse Events ! Candida sp.
Adverse Events Adverse Events tex E. floccosum
Dasage [Expasure] Concomitant Medic. J
9 P Dozage [Exposure] ﬂ
Adverse Events tes Lab Cherniztry Penicillium zp.
Concomitant kMedic Lab Hematology Pzeudomonas sp.
Yital Signs & Physic 7| |Lab Urinalusis T. mentagrophytes
4] | b Yital Signs & Physic T. pullalans ;I
4dd Categories { --- Remowve Eateguriel Add Items - | < Remove Itemsl
Categony Title: Eiltemms: B lermml melhded:
- Bemaye B Itel
Template Level Time fwiz— 1 Plot Types
) Glabal Starl ID Stop |14 I™ | Seatte [T Tirend Al 80 lizn |
%) Fraject ceal Iﬁ [T Line [V “alue
' Study Day
Category Title:
tdycology Results
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9. You can add or change the default Plot Types. The available plot types
are dependent on the category type defined.

! Patient Profiles Browser O] >
wiarkbook Report _Header_ ;l _Header_ Alk.aline Phnsphatasﬂ Glucose
Adverse Events tedical Hx text ASAT [SGOT) Chalesteral, total
D € J Adverse Events J Bilirubi, tatal Triglycerides
g34g8 (L Aposure Adverse Events text ﬂ Cholesteral, total Bilirubir, tatal ﬂ
Adverse Events tex Concormitant Medics Creatinine Urea Mittogen
Concomitant Medic Diozage [Exposure Eil_ucu:nse_
Vital Sigris & Physic * Triglicerides
I b Henatobey o]
4dd Categories >| --- Remove Eategnriel Add ltemns - | < Remove Item$|

Category Title: Eiiltems: B en | el idEd;

|Lab Chermiztry |
- EEmaye B Ite]

Template Level Time Axis——— - Plot Types———————
) Glabal Stark ID Stop Iﬁ [T GScatte W Trend A B (ke |

| Froject

¥ Line v Malug
= Study SCEIIDE'P :I' E@ —

Normal range multiplier

A normal range ‘multiplier’ option for labs allows you to specify if you
only want to ‘flag’ or mark as low or high, those labs that are outside N
times the normal range values. It is implemented as normal high times N
versus normal low divided by N.

10. You can only select 1, 2 or 3 for the normal range multipliers with the
default set to 1.

Flot Types
[~ Scatter W Trend

v Line v Walue

Mormal Bange »:

| Cazez |

Note: The Multiplier feature applies to Vertical Labs only where Lab Normals
may be entered.
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For comparison, first view out of range labs for Normal Range multiplier
set to 1 and then change the normal range multiplier to 2. Select Plot Type
of “Scatter” for labs and notice some points that were out of range
previously changed to in-range from the up/down triangle to box plot
point. If you selected Plot Type of “Line” you will notice the normal
range “band” within the line graph has expanded for the normal range.

Normal Range set to 1. The scatter plot shows triangles indicating the
values outside the normal range. Also, the Line Plot type for glucose and
triglycerides shows values above the colored band for normal range.

Patient I0: 201 0657 206
Age: 65 Completed Evaluation?: Mo
Sex: Male

Lab Chemistry

Glucose | a A a a a
Cholesteral, total | o o o o &
Triglycerides & a a & &

Lak Chemistry
446

Glucose

i

Cholesteral, total

13

Triglycerides

258

i
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Normal Range set to 2. The scatter plot shows boxes indicating the values
inside the normal range multiplier of 2. Also, the Line Plot type for
glucose now shows values within the colored band for normal range.

Patiert ID: 2010657206

Age: 65 Completed Evalustion?: Mo
Sex: Male
Lakb Chemistry
Glucose & & A o o
Cholesteral, total | o o o o o
Triglycerides o & &
Lak Chemistey
daf
Glucose i
Cholesterol, total
Triglycerides
s

216 Chapter 5: Graphic Patient Profiles



Create Graphic Patient Profile

After you have defined all included categories and items included:
11.Select a patient and click Create Profile.

The Graphic Patient Profile displays all labels on the left and legends on
the right side of the graph plots.

Red arrows display in the right margin to identify additional graph
display if you scroll up or down with the arrow keys.

E? Graphic Patient Profile Display
[ [#] vz pdf

]

Patient ID: Z010565113

Hedical Hx text
Cardiewarcular Disease: Ho Diabetes: Ho
Hypertenzion: Ho

Benal-Hepatic Disease: Ho

Heurcpsychiatric Disease: Mo

Adverse Ewvents

LIG :Sore throat

Adverse Ewvents text
&F Tewt: Z0EE THREOAT

Concomitant Medications
EUFFERED ASPIRIN —

Dosage (Exposure)

Lab Chenistry

i

ALAT (EGPT)
i

0

ABAT (3CGOT)

i
5.0

taline Phosphatase

4.0
1.4

Eilirubin, total

Adwerse Everts
B Time= Walue
O (Missing)

Comcomitart Medications
B Time Walue
O [Missing)

Dorage [Exposure]
B Time= Walue

Lab Chemistor
- ALAT [3GFT)
= A3AT (30T
«= Alkaline Fheorsphatase
4 Filirdbin, tetal
& [reatinine
== Urea Ritrogen

- Hematocrit

= Hemoglobin

= Lymphocytes

M Hewtrophil, Segs
@ Platelet Count
== Eed Cell Coumrt
@ White Cell Couart

- BECSHFE

= Reaction pH

= fpecific Graviey
4= WECSHFE

Days=
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12.0nce you have finalized the design of your Graphic Patient Profile,
you can save your object specifications. (See Chapter 4: Patient Profiles
Browser: Object Storage: saving your work.)

Missing data

Missing data is displayed for line plots and scatter plots as blank.
Duration plots as an empty box for missing BY variable value. ‘B’ if it has
a start date but no end date. ‘E’ if it has a stop date but no start date and
no bar if it has no start and stop date.

Basic graphic user interface

Once the graphic patient profile displays, the following functions are
available to assist you in further examining each graphic data display.

= Use the keyboard up and down arrows to scroll through the multiple
graphic plots for the patient.

= Use the keyboard left and right arrows to scroll x-axis on the graph
across the time scale, or click-and-drag the scroll bar.

= Use the Next Case and Prev Case button on the Patient Profiles
Browser window to move between patient profiles.
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= Select a data point on a graph display and left mouse click to select
and invoke drill down.

ﬂ-ﬁlaphic Patient Profile

B I B B [ irs paf

Patient ID:

Medical Hx te
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= To select multiple points, click and hold the left mouse button, drag
the mouse to create a “box” and let go of the left mouse button. This
will invoke a drilldown for all the points in the box.

= Click the left mouse button to deselect all previously selected points.
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= Zoom in and zoom out with the ‘+’ and ‘-’ icons on the left of side of
the scroll bar.

]

4.0
1ii. 0
Alkaline Phosphatase
1i0.0

l.ﬂ

%122‘155?8910]_112

= On the Control bar (left side of categories); use the left mouse to
minimize and maximize the category.

gl
I

= When you create a workbook for multiple case, in the Toolbar use the
icons with the appearance of little pages with + and - signs to move
between patients. The first button always takes you to the first patient.
The second button moves you one patient back. The third button
moves you one patient forward. The last button always takes you to
the last patient.

Losage (Exposure)

]

E—Graphic Patient Profile Display

B |F 3 B e et

2 ¥
* —

= You can save the graph image to JPG or PDF from the Toolbar. Simply
click the file icon to open the save window.

= The last buttons decrease or increase row size by compressing or
expanding the rows.
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Filter Output

Patient Profile Filter Output

After you define the specifications of your Graphic Patient Profile, you
can use the Filter Output as a data exploration tool by filtering data
inclusion, then comparing filtered and unfiltered results.

Filter Output works in the Patient Profiles (both workbook and graphic)
where only included panels (or panels behind included graphic
categories) are viewable and selectable for filtering in the Filter Output
window. So if you did not include any panels/categories in your graphic
profile, even if they are defined in your template, you would see nothing
in the Filter Output window.

The reason behind this is that in a patient profile, each panel is displayed
individually and is not joined with any other panel. Therefore, filtering
criteria from any other panel would not apply to a panel used in profiles.

The only exception to this is in Graphic profiles when a category is
defined by more than one panel (i.e. dosage and treatment). In this case,
both these panels will appear in the Filter Output window and filtering
criteria from one panel would affect the other panel.

1. Click the Output Filter button in the Patient Profiles Browser window.
The Patient Profile Output Filter window opens.

F Patient Profile Dutput Filter

& All Included Panels " Individual Panels
Itermns: Functions: Operatars:
Investigator - Mew Event Function
Pat 1D

Fat. Mo,
Frotacol

YWizit O ate
|Misit Label
Azt Mo,

=

i migzingMLLL] -
DK >

4
Walue:
Save Filker | A00 exprezzion I Digplay Walues | I—

Result Filter (Text) | Result Filter (SQL) =
1 Visit Mo. =1. ... YISIT IN [1.3.5] _

2. The All Included Panels option allows you to define an output filter
based on those items present in all the included panels. This option
will apply the output filter across all panels in the Graphic Profile and
filter all graphic displays.
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3. The Individual Panels option allows you to define an output filter
based on specific panels and items. This option will apply the output
filter across to specific graph displays.

F Patient Profile Dutput Filter =]

Al Included Panets " |ndividual Panels
Panels: Iterns: Funchions: Operatorg:
Dozage :l Fustules ;l [ew Event Function
Errallrent Scaling !
Efficacy Evaluation® W eziculation baszeline value
) Y Wigit Date chg from bazeling
Final *izit Label % chg from bazeline

Labs endpoint value
Lab Chemistry i rizginalMUILL) _ILI
| ab Hemataloon j _’I d
— Walue:
Save Filter | A0D exprezsion | [hzplay Stats I— |tem Compare |
Result Filter (Text) | Result Filter (SQL) =
1 Efficacy Evaluation.¥isit Ho. =1, ... THE.VISIT IN [1.4) _I

4. Click Save Filter. The Filter Output button in the Patient Profile
Output Filter window toggles to Filter is ON. The output filter is
applied to the graphic profile when you click Create Profile.

For each individual panel selected and a result filter entered, an
asterisk displays next to the panel name flagging the panel has an
active output filter.
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Graph settings

Select settings

Settings

take selection on left...

~ Mise.
[T Display Crozzhaire

Usze Gradient
¥ Backagrounds

4
¥
Appearance | F'linb’F'DFsI Colars I HEadE[.-"FDDtEII
—Sizes
Fant
External: —
CategoryTitley; ——F———
Internal —
Legend Titleg: ——F———
Bz Labels: —
bize
Line width: -
Paint Wwidth: —F——

v Diraw labels on
normal regions.

r Drraws nurmberic

labels on the v Axis.

Border ‘width:

Dwuration \Width, ———pF——

-—l—

Legend height ——F——
Scroll Bar Sizer —F——

On the Toolbar, click the first button to bring up the settings options.

E? Graphic Patient Profile Display
o |[F & & @ | e et

o]

Cancel

oy Help
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Appearance options

Each of the sliders, when moved with the mouse, will change the
contents of the white box to help the you visualize the setting. For
example, when you click and move the ‘External’ slider under 'Fonts’.

Settings
Appearance I F'rint.v'F'DF$| Colors I Header.‘Fcu:terI
Sizes
Extemal Text Font
Exrternal: —_—
= b . CategoryTitles: ——F——
Internal: —
Legend Titleyy ——pF——
— Misc. Asig Labels: —
I Display Crosshairs Misc
|Jze Gradient : .
i~ Line width: e
St Paint width, ~——f————
W~ Ciraw labelz on Duration “Width, ———F——
narmal regions. Border wWidth: —p———
r Draw numberic Legend hEithi !
labels o the v Az, Scroll Bar Sizer —fF——
QK I Cancel Lepp Help

The size of the text “abc” will be the actual size of the text on the graph.
The same occurs for the 'Misc.' size settings, except the white box will
contain a line of the appropriate width.

The 'Display Crosshairs' checkbox toggles a crosshair following the
mouse. This is good for visualizing alignments. 'Use gradients', when
checked, will display gradient backgrounds to almost all rectangles
drawn on the display. 'Draw labels on normal region' toggles the little
markers that display the value of the normal range border. 'Draw
numeric labels on y axis' label each row.
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Printing and PDF output settings

There are many options that allow you to customize how the Graphical
Patient Profile prints. The printing options are found on the "Print/PDFs’
tab in the settings window.

Settings
tppearance  Frint/PDFs |Cnlu:ur$| Header!anterI

—Wizual Optiokg ——— — Paging Options

T [1]3] [s]z] [s]n]
[2]] [6]8] [1o]r2
3]

r Frint hash marks

! ™ Vertical First
instead of colors

) [1]2] 5] 6] [o]tu]
u \;T:;zrﬁzhtlng uze 3 EI E IEI

" Harizonkal First

Frivit anly the current
[¥ patient, even if many
patients exigt.

ok I Cancel Spply Help

The most important of these options is the first, 'Fit to page when
printing’. This option has precedence over all other printing options. If it
is selected, then a page will be printed on one page regardless of the view
range or the height per row. The default for “fitting” is true. ldeally, it is
easiest to visualize the data when it is contained on one page. When this
is not possible, the other paging options come in to play. The paging
options are used to change the order in which the pages print. Basically it
allows you to choose between moving horizontal or vertical first. The
picture on the dialog is pretty self explanatory, across many patients.

You can chose to print the current patient only, or all pages. A print job of
multiple patients, each of which is multiple pages, can get extremely
large very quickly. These options like this have been added to help the
you have control.

Finally, if color printers are unavailable, there is the print hash marks
option. This makes it easy for the user to distinguish between the
different by-variables and categories without the use of color.
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Color settings

There are 15 icons on top, each of which controls a certain aspect of the
screen. Each button contains a little image, which highlights the part it
refers to. So for example, the background button (top left) has a

highlighted blue background, while the rest of the graph remains
unchanged.

Settings

Appearancel Print/POFs:  Colors |Header!Fnoter|

g[l Er‘" T

Eackground CatEorder LegBorder  MiscBorder  ScrolBar

B i
E H EE —
THeTest  IntermalTest EsternalTest  Selection MNomalRagn

| IS

g N (il '
Graphtarke Grid ConrolBar  TickMarks Shadow

] I Cancel I Spply | Help |

The color of the background is not blue however. The actual color of the
background is white, which is shown by the little circle in the bottom
right corner. This method of conveying the color clearly distinguishes
each part of the graph while at the same time gives you a sense of color.
So to change a color, simply click on the button.

The Category Colors at the bottom of the tab is used to modify the order
of the category colors. These colors work from left to right (so light blue

is the color of the first category). To change the color, simply use the left
mouse button over the appropriate button.
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Headers and footers

You can control the information that is printed on the top and bottom of
the graphic display. There are seven entries which allow you to insert
'special strings'. For example, if you type “p3$P” into one of the edit boxes,
it will appear as p1 on a printout (where 1 is the number of the page. This
allows you to control both static and dynamic strings.

Settings
Appearance I Print/PDFs I Colors  Header/Footer |
“ou can customize the headers and footers on printed pagesz. To

do thiz, zimply fill in the boxes to the left with the infarmation that vou
want. [includes parameter substitution]?

$5="¢ $P =<page #f>  $D=<dap of the week>  $p={pid>
Fm =<monthz Fd=<day> fy=<pear>

Example: "Date: $m/$d g0 would be "Data: 08/09/2002"
—Header Footer

Left: IF'atient 1D: $p

Center: I I

Right: ILlser: s Ipage 3P

ak. I Cancel | o | Help

Category settings

Each category has its own category settings dialog box. In the Graphic
Patient Profile window use the right mouse button on the control bar
next to the category title.

]

s5.0] Ly

Lab Chemistry
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Each graph’s dialog has unique characteristics. Every category contains a
category color box, on the bottom left of the dialog box.

—StepOpe——— ~StepTwo—————————————————
Chooge a by wariable: Colar: [hione]

ALAT [SGPT) -
ASAT [SGOT) b axirmuim: ﬁ
Ak aline Phozphataze
Bilirubin, tatal M iriiriuarn: =]
Creatinine
Urea Mitrogen LI

Category Color: ’TI Cancel |
Lines Per Fiow: |3

Line, trend, and block graphs also contain the ’lines per row option’
which is used to modify how many graph lines each display will use.
The list box under 'Step One’ contains a list of the BY variables for the
current panel. When the user clicks on one, the variables on the right side
will be populated.

~StepOpne——— StepTwor——————————
: | Choose a by wariable: Color -
ALAT [SGPT) -
Maximum: 121,00 ﬁ
Bilirubir. tatal Minirur: 120,00 =
Creatinine
Urea Mitrogen LI

Category Colaor: ’TI Cancel |
: Lines Per Row: [

You can change the color of the particular BY variable by clicking on the
color with the left mouse button. You also have the ability to modify the
maximum and minimum. There are no limits on the minimum and

maximum except that the min must be less than the max. The range on
lines per row’ is 1 to 10.

228 Chapter 5: Graphic Patient Profiles



Graphic Patient Profile display

Print Preview

To display a print preview of a patient profile in the Patient Profile out-
put window:

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen. Print
Preview for a graphic patient profile displays a detailed cover page
before the graphic profile pages. The following information displays
along with the Filter Output definition if applicable.

ﬂe:-:tF'agel F'legF'agel IwoF‘agel Zoom |n I Zoumgutl LCloze |

Profject: K

Study: Kazol

Tser: ilong

Date/Time: 1271572003 22:07
Patient IL: 2010154101
Filter: WVisit No. =1

3. Click either Print or Close.

The Print Preview function is applicable to all browsers with output
results.

Printing a patient profile

To print the patient profile of the selected patient;

1. Click on the title bar of the Patient Profile window to make it the active
window.

2. Click |§ , or from the File menu, select Print.
Review displays the standard Print dialog box.
3. Click OK.

Note: When you select Print Preview or Print for the selected Patient Profile, a
signature line with the date is printed at the bottom of the worksheet.
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Exporting a patient profile

To export your table in Excel 4, 5 and 7, tab delimited files, HTML format

or PDF files:

1. From the File menu, select Export.

Review displays the Export dialog box.
Export DataView Spreadsheet 2 x|

Save in: | 3 My Documents ~| « &k E-
5] My Pictures

File: name: | Save I
Cancel |

Save as type: |Fnrmula Ore [.wts)

Formula Dne |
Excel 5 ar 7 [*.uls
Tabbed Text [* tat)

Tabbed Text Waluas Only [7.txt)
HTHL [* hitrn)

HTHL Cata Only [* htm]
Formula One 2.8 [*.wtg)

Encel 4 [*xl]

2. Enter the storage location.
3. Enter the storage type.
4. Click OK.

Your patient profile is exported to the currently selected disk directory.

(See Chapter 12: Common Topics: Export Browser Display Spreadsheets; Copy
and Paste Browser Results; Copying to Clipboard.)
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Object Storage: saving your work

Obiject storage location

You can store patient selection criteria at four user access levels: Private,
WorkGroup, UserGroup, or Public.

Private storage is at the local PC level. The private objects are saved
on the user’s home drive in a directory (folder) called “irpat”.
Review handles all creation, access and deletion of the private
objects in this folder. Therefore, the user should not be concerned
with the contents of the irprivat folder.

WorkGroup storage is PC based and stored at a shared network
drive, to which a select group of personnel would have access.

Note: The WorkGroup storage location was supported in earlier Review
releases. UserGroup storage location is extensively used for later releases.

UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Obiject storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for WorkGroup or UserGroup
storage.

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables.
(See Chapter 12: Common Topics: Shared Object Storage- Locations)
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Save Patient Profiles Browser

|
Ohject Storage Location Shars wilh usergoups: _
; - CTIA]
C Pivate © wokboup © UselGroup(dh] & Publcldb] |5 TacuT S
anc
Object Level
’75' Sty O Pmject T Global

[~ Siore Patiert Selection Critzria? [~ Stored Patiert Selection Criteria Flequirsd? [~ Owernide selected Project/Global object?

Fielarme: Calegoryltaior binor. Subl; Froject or Glabal Dbiect: to ovenide
| [ =] DosedE
E xisting Files: Cescription. E}Egﬂ‘!ﬁhpgj‘gﬂl‘;ﬁgfd Lab Chem
chiiztian | Project GPF with Vertical Leb Chemn
comphf e
dose Summany Infamation:
globgppl
appSafaty =
prejgep]
projappe
ety
studvgppl
When you select the UserGroup object storage location, the ‘Share
with usergroups’ ListBox is made available for selection.
Obiject level

You can store your output specification at three levels: Study, Project, or
Global. The Object Level box is only enabled and highlighted when you
select an Object Storage Location designated as ‘db’ for database.
Therefore, when you select either UserGroup or Public for database
object storage location, you can assign an object level to restrict access to

a specific study level or share access between multiple studies at Project
or Global levels.
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Saving Patient Profile specifications

To save the patient profile specification you have defined for later use:

1. Make certain that the Patient Profiles Browser window is the active
window by clicking on its title bar.

2. Click , or from the Eile menu select Save.

3. Review displays the Save Patient Profiles Browser dialog box where
you can specify the storage location.

Save Patient Profiles Browser

— Object Storage Location
" Private © WokGroup € UserGroup(db) € Public(db)

— Object Lewel
% Study " Project " Glabal

4. Select object level type. The default is Study.

5. Click Store Patient Selection Criteria if you choose to save the current
patient selection criteria with the output specification. When a user
selects the stored object specification they can modify the selection
criteria and still run the output. If the particular patient selection
criteria is specific and required for the output, click Patient Selection
Criteria required. In this instance, the patient selection criteria cannot
be modified when this stored object specification is selected. If none
selected, then no patient selection criteria is saved with the output
specification.

[ Store Patient Selecton Criena? [~ Stored Patient Selection Criteria R equired?

6. Enter a FileName for future reference to be displayed in the list box for
Existing Files. The Filename is for internal use and not displayed in
the Object Explorer window.

7. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. For
example, the major folder for ‘Safety’ has two minor folders
‘Safety.AEs’ and ‘Safety.Labs’. Folder names are case-sensitive and
after the folder(s) are initially created, they are selected from the drop
down listbox.

Obiject Storage: saving your work 233



Category(t ajor. Minor. Sub):

S afetn AE 2

Safety Labs

8. Next enter the appropriate description which is displayed in the
Object Explorer window.

9. You can include summary information for future reference to be
viewed by yourself or others later.

10.Click Save.

Review stores the output specification to the designated PC, WorkGroup,
UserGroup, or Public storage location.

Obiject Explorer window

Once you have saved your patient profile specification and assign folder
information, your stored object will display in the Object Explorer
Window under Output Specifications.

Output Specifications IF'uinu: [db]

e L

[:l Farmatted Detail Fpt

[:l Farmatted Summary Fpt

ElD Graphic Patient Profile

P GPP & Study GPP, -4 to 4 weeks, Conbed Categony
GPP 7: Graphic Profile with Time J
GPP1: Filter Qutput for A1 Included for Visit = 1

GPPZ: Filter and PSC for AE coded = 2285, PSC not Required

=

GPP3: All Cateqories
o g GPP4: Project GPP, 0-40 day ~|

Order output specifications by:

Execute
& Tupe " Description

Execule Objects | Review Ouput | Schedued |

Review displays a list of folders for previously saved output
specifications at the selected storage location. Simply select one of the
storage locations as Private, UserGroup or Public to display it’s specific
folders and contents.

Note: Graphic Patient Profiles can not be scheduled or the output saved.
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Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon.

Saved objects and their associated icons can be sorted to display in the
their folders by icon type or description. Simply click sort by Type or by
Description.

Object Explorer quick execute

The Object Explorer window aids users to quickly locate and launch
previously saved objects stored within organized folders. This shortcut
allows users to bypass opening the individual browsers to launch saved
objects.

If you want to retrieve a saved output specification:

1. Double click to open a folder.
2. Click on the output specification and click Execute.
Your stored output specification will be launched.

Output Specifications | Public: [db) =l

-1 Formatted Surmary Fipt

El-[Z3 Graphic Patient Profile

: GPP 5: Study GPP, -4 to 4 weeks, ConMed Categomn

= GFPF 7: Graphic Profile with Time

= GPPT: Filter Qutput for All Included for Wiat = 1 J
e GFPP2: Filter and PSC for AE coded = 2285, PSC not Required
GPP3: All Categories

i GFP4: Project GFF, 0-40 day
GPPE: Study gpp, 0-50 days, 4 Cat, Contded with BY =]

il

il

il

L]

Order output specifications by:
' Tupe " Description

Execute

Execute Objects | Review Ouput | Scheduler |

If you want to apply a saved patient selection criteria to your output
specification:

1. Double click to open a folder.

2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window. Then follow the above steps to
retrieve and execute a stored output specification. Or create your own
selection criteria for a stored output specification.
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Retrieving a saved Patient Profiles specifications

Open Paticnt Profiles Browser

= Object Stoiage Location
= Private © WokGroun © UserGroupldb]  Publicfdb]
Chenge WorkGnoup Location |

Another way to retrieve a previously saved Patient Profiles specifications
from the Patient Profiles Browser:

1.
2.

Make the Patient Profiles Browser window as the active window.

Click Open, or from the File menu. The Open Patient Profiles Browser
window displays.

. Select the object storage location. Review displays a list of stored

Patient Profiles Specifications.

. Select a Patient Profiles description and click the Open button or

double click on the description.

Note: You must use the Open Patient Profiles Browser window to access the
object storage location for “WorkGroup’.

)
Opan

[ Dizplay &l studiss? Cancel

O e | e | P | S
el —111-10-= 10 -}

n
Ml

53

;
-~

Protocel |

KAZD
KAZD
KAZ201
KAZD1
kA2
KAZ2D1
FAZD]
KA2D1
KAZD1

Description |Fienar|e | Aulhur| Cieated Summary =

PP 7.00 §ave w/!2-line AE PS cfpptd 102201 2 06-MAR-2003
PP 7.01 Save w/Z-line AE P35 cipptd 102201 2 06-MAR-2003

PP10:- Default PP for Demog i ppl Dezas (021001 11-SEP-2003 Retaved with 7.0.4 [test n
PFP11: Org by Yizit with Filter  ppjr 1021013 30-JUL-2003 PP11: Org by Yisit with Fil
PF12: AE Panel Onlp. PSC ar PP12 A0 21 4-N0V-2003

PP1: Default PP For Demog & pplresawe (021011 11-SEP-2002 had to resave with 7.0.4 |t
PF2: Oig by Panel, Vizit by B PP2 1000001 12-JUL-2001 PP2: Org by Panel, Yisit by
PP3: Dig by Yizit. Visit by R PP3 1000001 12-JUL-2001 PP3: Org by Visit, Vizit by
PF4: Oig by Vizit, Vizit by Ro PP4 1000001 1 2-JUL-2001 PP4: Org by Vizit, Vizit by J

a. If you want to browse and/or select a file from the WorkGroup,
UserGroup or Public storage sites, click on the site and the files
available to you are displayed in the following window.

b. Click Change WorkGroup Location, and you are enabled to
browse various Patient Profiles object storage sites.

5. You can browse through the Patient Profiles specification by

reviewing the summary text. Click on the Patient Profiles
specification, and click Open. Review pastes the Patient Profiles
layout specifications into the layout spreadsheet, clearing the current
spreadsheet contents.

By default, Review displays only saved Patient Profiles specifications
created while reviewing the current Study Protocol(s). You may also
import Patient Profiles specification created for other Study
Protocol(s). Check “Display all studies?”” and open any available
Patient Profiles Browser specification. Review will validate the data
structure to verify that the foreign Patient Profiles specification is
compatible with the current study protocol(s).
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Object properties

You can view information about an object when you select “Properties”.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

Sehiedule

3. Then click Properties. A dialog window displays the object properties
for the output object. It works for ‘Private’, “Workgroup’, ‘UserGroup’
or ‘Public’ objects equally.

Object Properties
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Quick remove

You can quickly delete a saved Patient Profiles Browser object under the
Output Specifications window.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

3. Then click Remove. You are prompted “Are you sure you want to
delete the object?”.

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘Private’, ‘Workgroup’,
‘UserGroup’ or ‘Public’ objects equally.

Output S pecifications I Public: [db]

@ Demaography - ALL Patients (REQUIRED] :
@ Demography with age filter and sawved suh&f
- Demography with saved subset
& Dizcontinued - [with requlred patient Seleu:tl

. Final Repart with subset sto
B Treatment, Se Cut Summal_l.:
- T Al Patients: © £opy and AE';

28 Data extract - Paste
T Traatment by

&~ [:| Groups Remove
-2 LabTestGroup .
o 1 R — .Ffr.'j.'.:'f'.t.'?.s. ...............

Removing a saved Patient Profiles specification

Another way to remove one of the saved Patient Profiles specifications if
you decide it should be deleted:

Open the Patient Profiles Browser to make it the active window.
From the File menu, click Remove.

Review displays the Remove Patient Profiles Browser window.
Click on the object storage location.

Select the stored Patient Profiles description you want to remove.

S A

Click Remove.

Review deletes it from your local PC, WorkGroup, UserGroup or Public
storage sites as you designate and have security clearance to do so.
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Remove Patient Profiles Browser

"Dbiect Storage Location Bemove |
1]

 Private ¢ workGroup © UserGroup(dh) € Publicfdb) | T Visual Subsets?

Description Filename | Author | Created Category
Short Patient Profile IEREGOH EIDINNDE DEEAISSITNETE I -1

Cancel

|

Printing the Patient Profiles specifications

To print the currently active Patient Profiles specification, make certain
that the Patient Profiles Browser window is active by clicking on.

1. Click Print, or from the File menu, select Print. Review displays the
standard print dialog box.

2. Click OK. Repeat column headers are printed on each page in the
printout.

3. To change the printer, select Print Setup from the File menu.

Closing Patient Profiles Browser

Closing the Patient Profiles Browser

If you are finished with all Patient Profiles, and do not want to define any
other Patient Profiles: double-click on the close box of the Patient Profiles

Browser window.

Review closes all Patient Profiles windows currently opened.

Closing Patient Profiles Browser 239
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Patient Selection Criteria

Selection set
After building the patient selection criteria, you can explore customized
groupings of items for each of the patients who meet the criteria by using

the Report Browser. To open the Report Browser, click , or from the
Browse menu, select Reports. Opening the Report Browser

Review displays a new window where you can specify the type,
contents, and presentation of your report(s):

i

Type: Panels: |terms: Funchions:

Detail D
Sumrmary Listing
Formatted Detail Data Listing

_Define JoinLagic_ | &
_Define Pivat Panel_

Formatted Summary Listing _I!'np!:urt SOL
Patient Visit P epark Clintrial TAGS
Adverse Events
AE [545)
AE 2(545]

AGGREGATED_COD
Ll COL_COMMEMNT |
CODE_IMDEX
CODELIST_ASS0OC
Concomitant Medicati
CTSCODES.IMPORT.
Demog Impart SOL
DEMOGRAR [SAS)
Demography

Dogage

Efficacy Evaluation
Firal

-
CIkIAL TCTACT
o LlJ

ADD ltem I Add Al ltems I Filter Qutput Create Hepnrtl

HgﬁethSubtutal I j

Lmande | o | with change

5 < 2l [ Suppress duplicate rows? V¥ AutoSize Columns?

- -
Col.Head 1 _I
Col.Head 2
Sort Order
Row rezults

_ Wamn low |
Warn -High

_ Panic-low |
Panic-High

Include? prompt

Heading
|Detail Data Listing
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Report types

Selecting a report type

The Report Browser facilitates customized groupings of item values for
patients currently included in the patient selection criteria. Review
provides point and click report creation, without panel join limitations.
Multiple study reporting is supported in each of the report types.

You select a Type of report from the Report Type ListBox by choosing one
of the following:

ﬁ Report Browser

Surnmary Listing
Formatted Detal O ata Lizting
Farmatted Surimany Listing
Fatient Wizt Bepart

= Detail Data Listing generate one report line for each patient
observation.

= Summary Listing generate one report line containing summary
information such as summary category, counts, mean, and so on.

= Formatted Detail Data Listing and Formatted Summary Listing
provide the same basic functions as Detail Data Listing and Summary
Listing. In addition, extensive formatting features are available for you
to make changes over default settings which are initialized when you
select a formatted listing. Refer to the section in this chapter on
Formatting Reports when you select Formatted Detail Data Listing or
Formatted Summary Listing.

= Patient Visit Report contains patient results organized by patientid
and visit where multiple visit panels are easily joined and displayed
per row.
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_loix
Type: Panels: [tems: Functions:
Detail D ata Listing _Define Join Logic_  ~
Surnmary Listing Difife Pivot Pangl ||
Formatted Detail Data Listing _I emfsgf N
:Format summary Lizting - !T'pfjr -
Patient Wizit Feport Clintrial TAGS
Adverse Events
AE [SA5]
AE 2[545)
AGGREGATED_COD
alL_COL_COMMENT_|
CODE_IMDE=
CODELIST_ASSOC
Concamitant b edicati Group Functions:
CTSCODES.IMPORT.
Page Header/Footer. .. I BEEEI;IQGIQE?[SESL]
Group Header... I Demography
Farmat Colurn Heading&...l Dosage
Efficacy Evaluation
Farmat Column. .. I Final
Sort Order... I _':'r'*\' reAc _Iﬂ
4 I k
Preview/Page Setup... I
ADD tem Filter Qutput LCreate Report I
Fhaset Subtotal I j
Layaut: LI _>| with change
A 1=
Col.Head 1 N
Col.Head 2
Row results
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt

The setting changes can be applied to:

Fage Header/Footer. ..

Group Header...

Format Column Headings. ..

Farmat Column...

Sort Order...

Freview/Page Setup...

Report types
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Steps for report building

_Defive New llem,_ _Hew Everd Furctio_
ummary Li Diefine Mew R actusl value
Fommathed Dotoa Dt Listing -F"'f'“"“ boge_ || i =
Foimaited Summaty Listing | — et SOL_ Pa D
Patiert Visk Report Randomizabon Wisit Nio
Wisit O
ist Label
Protocol
Irwveshigatos
st Mo
S
Date of Bith
(Childbe srrg Potertisl
Evakuablity at Baseline
T A LR N R N e (Date Diffesence
Foemat Cobamnn.. Efficacy Evalustion ol
T Mycological Resuls
L ——enhnlnty Wital: & Phypsical Exarr
Preview/Page Setup... Clininal TAGS
REVIEWADMIN TJ\!.BI|llI
J 1DIFH'I:'HI‘A.i LAIR) nD:& ﬂ " : . E
Heading
——— ADD heen | Addapiems | FhecOups | Crests Repon |
E;:ism [ =]
: = F] ™ Suppress dupbcate rows? [ AutoSize Columns?
- A B | c | b | E -
Col Head 1 =
ColHead 2 | Irveshgato Pat Mo, Sex fge Face
Sort Ordes 1 2 3 4
Row results | Pt chg
‘Warn -Low
Warn -High
Panic-Low
Panic-High
Include?
1. Select a Report type.
2. Select a Panel.
3. Select an Item(s).
4. Select a Function.
5. Click ADD Item or double-click on the item to add. (Repeat steps 1-4

as needed to add items.)
6. Optionally, create an Output Filter.

7. For unformatted reports - Edit the column order, column headings,
report heading, sort order, row results or range checks.

8. For formatted reports - Edit the column order, column headings and
row results or range checks. Apply detailed formats with menu.

9. Click Create Report.
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Defining Report Specifications

Selecting a panel, item, and function
You define the contents of a report using the same method that you used
to build the patient selection criteria:
1. Select a panel.
2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.

_ioix

Type: Panels: Iterms: Functions:
Detail Data Listing _Define Pivat Panel_ & | | _Define New ltermn_ a | Mew Event Function
Surmmary Listing : ; | | _Define New Range |
Farmatted Detail D ata Listing _FEHHT;EIE Logic_ <Study 1D bazeline value
Farmatted Summary Listing —mpar - Pat 1D cha from bazeline
Fatient Visit Fleport Fandamization izt Ma, % chg fram baszeline

Medical History Wizit Date endpoint value

Frevious Medication Vigit Label chg from previous

Concomitant Medicati Frotuc_ol itest

nveshigator

Dosage Pat. Mo

Dermography __| | Pratein, tatal serum

Final Alburmin

L Tl Alkaline Phosphatase

- Creatining

Lab Hematology Bilirubin, tatal

Lab Urinalyzis Uiz &eid

Adverse Events rea Mitrogen

Efficacy Evaluation Calcium b

Mucalogical Besul Ehole_sterul, total

#Co0QIcal higsuls Chlonide
Witals & Physical Exarr CO2 Content
Clhintrial TAGS Glucosze

REVIEWADMIN. TABI | |Gamma Gt Tramitl;l
3

D AC eA R kA RO T | Potassium
] i i }I 4 I I 4 I I

ADD Item | Add Al ltems | Filter Output | Create Hepurtl

Feset Subtatal I
Layout: LI _>| with c:hlﬁ'uge

Suppress duplicate rows? ¥ sutoSize Columns™?
A B | c | o | E | F

i

Heading
| Detail Data Listing

L

L1

Col.Head 1

ColHead 2 |PatID  Visit No. Visit Date Creatimim Bilirubin, |Urea Mitr

Sort Drder 1 2 3 4

Row results  |Pnnt chg

Warn -Low

Warn -High

Panic-Low

Panic-High
Include? prompt
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Adding items

Select individual items and click ADD Item to add the selected item to
the report content spreadsheet. Or double click on the individual items to
add each item to the report content spreadsheet.

A short cut for adding non-contiguous items within the same panel:

1. Select the items you want while holding the Ctrl key.

2. Click ADD Item and Review adds the items to the report content
spreadsheet in the order they appear in the panel.
OR

3. Click Add All Items to add all items in the selected panel to the
current report. You can select and combine items from all panels.

Default and new events

Review provides predefined functions, and you can select from any
function value listed. You can utilize the *_New Event_’ function that
facilitates the creation of new user-defined functions. (See Chapter 12:
Common Topics: _New Events)

The predefined function ‘Chg from previous’, calculates the change from
the last measure. All other default functions are pre-configured in the
Review Administrative Configuration Tables. (See Review Configuration
Guide)

New item, new ranges, and new events are fully supported in the Report
Browser. (See Chapter 12: Common Topics: Derived Items and New Range
Variables)

Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for building reports.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same report.
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Column autosizing

Optional column autosizing is available, click ‘AutoSize Columns?’.
When the report is created the columns will default to the width of the
column heading. The default is AutoSize Columns on.

Edit report sort order

To make changes to the sort order;

1. Click on the default sort order values.

2. Delete, replace, edit or add sort order values.
The sort order 1 will be the item in which the primary sort will take
place, sub-sorted by sort order 2, and so on.

3. Optional descending sort is specified by a trailing ‘D’ after the sort
order number.

Note: Formatted reports use a different definition for how items are sorted. See
sort order for Formatted Reports.

Edit report column order

To move a column:

1. Click on the column you want to move, or click and drag to highlight
over the columns you want to move.

2. Use the directional arrow buttons to place the highlighted column in
the columnar position(s) you would like.

Heading
|Detail Data Listing

ADD Them | Add Al lkems | Filter Output I LCreate Repart
Feset Subtotal I j

L k- ] - with change
S il _>I [™ Suppress duplicate rows? V¥ autoSize Columns?
A | B | ¢ | b | E | F | & | H -

Col.Head 1

ColHead 2 |Inv. Site  |Fat No.  Vizt Mo, |Glucose  Ma K Cl coz2

Sort Drder 1 2 3 4

Row results | Frint chg

Warn -Low

Warn -High

Panic-Low

Panic-High
Include? prompt
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Changing the report specifications

To change the report specification that you have defined:

1. Click anywhere in the report layout (heading, sort order, column
headings, row results, delete or add panel item function values, or
define (or re-define) join logic.

For example, in a column that you want to delete (and perhaps replace
later).

a. Click | clﬁla or from the Edit menu, select Cut. This deletes the
column from the report specification.

b. To place the column in a new order location, click on a column and
from the Edit menu, select Insert. The cut column is inserted to the
left of the highlighted column. Or, highlight the column(‘s), and
use the directional arrows to reposition the columns highlighted.

2. To clear the entire report specification, click | |__"|

Edit column heading
You can edit the column headings for Col. Head 1 and Col. Head 2. To
edit a column heading:
1. Click on the text.
2. Edit the text.
3. Press Enter.

Defining a report title

Edit the report heading to easily identify the report window and
printouts. You can enter a title for your report that will be displayed as
the caption in the report window, as well as, in any printouts. By default,
the Report Browser assigns the report type as the heading of the report.
Enter the title text in the ‘Heading’ field.

Heading
|Lah Chemistry Listing
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Create report

When all report specifications have been entered click Create Report. The
report is displayed in a Report Browser window containing a
spreadsheet of your report.

-1 x]

b <%
A B | © | p | E|F |G| H] I |
1
2 |In¥. S5ite Pat. Mo. ¥igit No. Glucose BUN Ha K Cl Co2 |
3 (M8 41m 1 9%6 16 144 4.4 102 28
4 41m 4 97 18 139 43 1M 28
5 4102 1 126 20 144 41 104 26
[ 4102 4 90 20 141 4.7 100 27
7 4103 1 93 12 141 4 1M 28
8 4103 4 110 18 143 4.2 103 28

Find menu command
You can perform a search for a key word in the Report Browser. Non-for-

matted reports use the dialog box below.

1. Click the Edit menu, select Find.

2. Enter the search criteria and Review will locate the first occurrence. If
you select search by column, highlight the column in the spreadsheet.

Find What: Find Mext I
IBurnind
_ e |

% Beplace... I

Search: IBy Rows vl [ Match Caze
. ™ Find Entire Cells Only
Loak in: I Forrmulas vl

Formatted Reports do not require the column to be highlighted. Simply
enter the search criteria in the dialog box.

Find

Find what. ~[burming
[T Match case Cancel |
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Detail Data Listing features

Defining row results

By default, the first sorted item’s ‘Row results’ is set to the ‘Print change’,

which means that the row will only print on a change in that item value.

The row results options vary with each item type. ‘Row results’ for a non-
numeric item type is limited to 'Print change'.

Col.Head 1

" ColHead 2
: Sort Order
| Row results

Investigato Pat. Mo
1 2
Frint chg

. Warn -Low
;. Warn -High
:  Panic-Low
. Panic-High
‘Include? prompt

A numeric type provides clinically pertinent options, such as mean or
sum. Numeric row results generate report summations (for example,
Selecting Sum or Mean), or break point summations that the report will
generate in summation or at break points for example, change in PID,
Sum at Change and Mean at Change. The Row Results drop downlist
below is for non-formatted report types.

: ColHead 1

i Col.Head 2
Sort Order

. Fow results

: Warn -Low

;. Warn -High

;. Panic-Low

: Panic-High

4l

igit Mo, Edema Buming | Pain

3

Ervthema

Investigata Pat. Mo,
1 2
Frint chg

Note: Mathematical row results options are different between non-formatted
and formatted report types.
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Formatted reports have more mathematical options. In addition,

formatted reports support Sum at Change, Mean at Change, Mean at

Change and Mean, and Sum at Change and Sum.

A B

C

| D | E

Col.Head 1

i ColHead 2
. HRow results

: Warn -Low
. Wwarmn -High

:  Panic-Low

. Panic-High

glnclude? prompt

Investigata Pat. Mo
Frint chg

izt Mo,

Erythema Edema

Sum at chg

I

Mean

Mean at chg

Mean at chg and Mean
Sum at chg and Sum

Using mathematical row results

You must select the item to ‘break on' when utilizing the mathematical
row results. This required selection is enforced when you have selected a
mathematical row result ‘Sum at change’ or ‘Mean at change’ or ‘Mean at

Change and Mean’. The possible break items are listed in the ‘Reset

Subtotal with Change’ drop-down list.

The mathematical row results options are available in the Detail Data

Listing and Summary Listing.

Detail Data Listing features
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10 x

Type: Parnels: |terna: Funchions:
Detail Data Listing _Define Pivat Panel |« | | _Define New ltem_ Mew Event Funchion
Surmmary Listing Defing Join Logic | | | _Define New Range_ ™
Faormatted Detail Data Listing _I LSOl g <Study 1D haseline walue
Formatted Summary Listing —Impar o= Pat D chg from bageling
Fatient Vizit Report R andomization Wizt Mo, % chg from bazeline
Medical Histary YWizit D ate endpoint value
Previous Medication Visit Label chag from previous
Concomitant Medicatio F'rotocpl st
Investigator
Losage Pat. Mo,
Demography | |Emthema
Firal Pruritus
Lab Chemistry Sca_llng .
Lab H | Wegiculation
a e.rnatn.ng_l,l Edema
Lab Uriralysis Exuidation
Adverse Events M aceration
Effic Papules
Mycological Results _Bumln
Vitals & Physical Exam Fissures
Clintrial TAGS Puzstules )
REVIEW/ADMIM. TABL préarka_ratosm -
O I AT kA TR P DA urning
™ i o 2l

Heading

- — ADD [tem I Add Al lkems | Filker Qutput I LCreate Hepartl
|Detail Data Listing

Feset Subtatal j
Layout: LI _>| 2l l:hanlgE Suppress Investigator

A B | € | e
Col.Head 1 Erpthierna
Col.Head 2 |Irvestigato Pat. No.  Vist Mo, Emth Edemna
Sort Order 1 2 3 4 |Burning
Row rezults | Print chg Pain
Warn -Low
Warn -High
Panic-Low

Panic-High
Include? prompt
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The mathematical break point is applied to the Pat No. with 'Sum at
change’ row result selected for Efficacy Evaluation items.

ﬁ Symptoms Scores Detail Data Listing Ol =
ey 5%
A B | c | b | E | F & |-
1
2 Investigator Pat. Ho. ¥isit No. Erythema Edema Buming Pain &
3 o8 410 1 2 0 1 1]
4 410m 2 1 0 1] 1]
5 41m 3 1 0 1] 1]
[ 41m 4 1 0 1] 1]
Fi 41m 5 1 0 1] 1]
8 41m b 1 0 1] 1]
9 Subtotal 7.00 0.00 1.00 0.00
i0 (018 4102 1 2 0 1] 1]
11 4102 2 2 0 1] 1]
12 4102 3 1 0 1] 1]
13 4102 4 1 0 1] 1]
14 4102 5 2 0 1] 1]
15 4102 [ 1 0 1] 1]
16 | Subtotal 9.00 0.00 0.00 0.00
17 018 4103 1 2 0 2 1]
18 4103 2 1 0 2 1]
19 4103 3 1 0 1] 1]
20 4103 4 1 0 1] 1]
21 4103 5 0 0 1] 1]
22 4103 b 0 0 1] 1]
23 | Subtotal 5.00 0.00 400 0.00 ,,:.',.]
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Highlighting data check ranges

When you define a report, for example, which includes numeric
parameters such as laboratory data, vital signs or scores, you can enter
warning and panic ranges that will be used to color highlight the data in
the report display. Variable values outside the ranges you define will
show up in yellow and red. If the report specifications are saved, these
data check ranges are also stored within the report.

Simply enter your data check ranges within the spreadsheet cells labeled
“Warn-Low”, “Warn-High”, “Panic-Low” and “Panic-High”.

Type:

Dietail Data Ligting

Surnmary Lizting

Formatted Detail Data Listing
Formatted Surnrmary Listing
Patient Yisit F epart

Heading

|lab Chemistry Listing

El Report Browser

i m] 4]
Panels: |termns: Functions:

_Define Pivat Panel_ | | Protocol ;I | Mew Event Funchion
_Define Join Logic_ Irvsestigatar i

lmport SOL Fat. P_Jn. bazeline value_
~!mp U= Pratein, tokal zerum chg from bageline
Randomization Alburmin % chaq fram baseline
tedical Histary Alkaline Phozphataze endpoint value

Previous Medication
Concomitant Medicatio
Dozage

Dermography

Final

3 ({1]

Lab Hematology

Lab Uriralyzis

Adverse Events
Effizacy Ewaluation
tucological Results
‘italz & Physical Exam
Clintrial TAGS
REVIEwaDkIM. TABL

DT, AT AT DA
Ei——

Creatinine

Bilirubi, tatal

Uric Acid

Urea Mitrogen

Calcium

Cholesteral, total
Chloride:

COZ Content

Glucose

Garnma Glutl Tranzpept
Potazzium

Lactic Dehydrogenaze
Sodium

Phosphorus Inorganic
ASAT [SGOT)

ALAT [SGPT

chag fram previous
rtest

A |

||

ADD ltem I Add Al lkems I EilterDutputI LCreate F!eportl

Hg:lethSubtntal I j
Layaut: | | with change
¢ LI _>I [ Suppress duplicate rows? ¥ futoSize Columns?
A | B | £ | b E F -
Col.Head 1 |
Col.Head 2 |Investigato Pat. Mo, Wigit Mo, | Glucose | Cholesterol Trighycerids
Sort Order 1 2 3 4
Row results | Frint chg
Warn -Low E0 =] E0
Warn -High 200 230 200
Panic-Low i} ] A0
Panic-High 250 275 250
Include? prompt |
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E? Lab Chemistry Listing o ] 74

& 57
A B C D E F -
|
2 |Investigator Fat. No. ¥igit No. Glucose Cholesterol Triglycerides
43 |030 m 1 93 241
44 3101 4 93 J
45 o2 1 95 258 195
46 o2 4 29 241 182
47 3103 1 98 168 114
48 303 4 113 146 84
49 3104 1 109 258 62
50 3104 4 118 199 50
LY | 3105 1 83 159 55
Livd 3105 4 a5 148 92
h3 3106 1 111 174 75
Lt} 3106 4 93 209 168
hh oy 1 111 203 86
LT oy 4 90 211 76
LT 3108 1 105 131 96
58 3108 4 85 168 72
59 3108 1 97 227
60 3109 4 100 249 -
61 3110 1 90 170 130
62 3110 4 106 176 86
63 3111 1 g6 [ 199
64 iz 1 93 235 162
65 iz 4 108 258 205
(3153 313 1 29 213 116
&7 313 4 60 191 187 -
1| |L|J
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A B C D E F G H I
1 Rad Pulse [BP BP
1 2 |lnw Pat. Ho. |Wizit Ho. [Weight |Temp Resp Rate |Sitting systolic |diastolic
1119 |06 6106 1 240 988 16 90 140 86
1 120 (064 6107 1 192 988 12 76 128 80
1121 |o6a 6108 1 165  98.6 18 72 132 86
1122 |06 6109 1 172 98.8 12 64 128 62
1123 064 6110 1 165 986 14 84 128 78
1124 |64 6111 1 185  98.2 12 84 120 64
1125 |06 6112 1 130 988 12] s8] 100 60
1126 064 6113 1 200 98 12 76 134 74
{ 127 |04 6114 1 175 98.8 14 72 104 68
1128 |o64 6115 1 180 97.8 14 64 120 64
1129 064 6116 1 215 988 14 84 130 80
1130 064 6117 1 185 986 14 72 118 64
1131 |os4 G118 1 185  98.2 12 76 158] 80
1132 (064 6119 1 155  97.8 14 74 128 76
1133 064 6120 1 180 986 14 80 136 78
{ 134 |64 6121 1 220 98 14 64 122 80
1135 064 6122 1 240 98 14 72 138 82
1136 |o64 6123 1 170 98.8 14 68 100 68
{137 064 6124 1[___255] 988 18 7o G 102
1 138 064 6125 1 200 986 16 84 138 86
1139 |o64 6201 1 144 988 16 80 138 86
1 140 |o64 6202 1 168 99.2 12 68 124 70
1141 [osa 6203 1 190 9ss8[ 10 72 108 74
1142 064 6204 1 150 97.8 12 so R 64
1143 |06 6205 1 169  98.8 12 84 130 80

Suppress duplicate rows
If you want to display only unique rows (unique based on all items being
displayed), click on the checkbox for ‘Suppress duplicate rows?’. When
you turn this feature on, it includes “DISTINCT” in the select statement
generated which has the effect of only displaying unique rows.

™ Suppiess duplicate rows?
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The examples show the difference between this report when the suppress

duplicate rows is turned off versus turned on.

ilIN¥ 063 AElist. SUPPRESS DUP OFF

-3 | E? [Snapshot] INV 063 AElist,. SUPPRESS DUP ON [

& W8 & 8
A B C A B C
1 1
2 |IN¥ PatNo |AE Coded 2 |IN¥ PatNo |AE Coded
.3 |063 2103 BODY:Unevaluable reaction 3 063 2103 BODY:Unevaluable reaction
4 (063 2103 BODY:Surgery 4 063 2103 BODY:Surgery
5 |063 2104 M5 :Arthritis 5 063 2104 M5 :Arthritis
b |063 2105 SKIN:Pruritus 6 063 2105 SKIN:Pruritus
¥ |063 2106 NER :Headache ¢ 063 2106 NER :Headache
8 063 2107 SKIN:Burning sensation skin 8 |063 2107 SKIM:Burning sensation skin
9 |053 2108 DIG :Tooth disorder 9 063 2108 DIG :Tooth disorder
A0 063 2108 DIG :Tooth disorder 10 063 2113 SKIM:Burning sensation skin
11 063 2113 SKIN:Burning sensation skin 11 063 2123 MER :Headache
12 063 2123 MNER :Headache 12 | 063 2125 RES :Sinusitis
13 |053 2125 RES :Sinusitis 13 063 2127 SKIN:Burning senszation skin
14 (063 2125 RES -Sinusitis 14 (063 22m NER :Headache
15 063 2125 RES :Sinusitis 15 (063 2204 MER :Headache
16 |063 2127 SKIN:Burning sensation skin 16 063 2204 RES :Upper respiratory infectio
A7 |063 220 NER :Headache 17 |063 2207 RES :Upper respiratory infectia
18 |063 22m MER :Headache 18 (063 2207 RES :Sinusitis
19 (063 2204 MNER :Headache 19 (063 2208 MAN :Peripheral edema
20 063 2204 RES :Upper respiratory infection || 20 | 063 2208 SKIN:Burning senzation skin
21 |063 2207 RES :Upper respiratory infection || 21 |063 2209 SKIN:Burning zensation skin
22 |063 2207 RES -Sinusitis 4] |
23 063 2208 MAN :Peripheral edema
24 063 2208 SKIN:Buming senszation skin
25 063 2209 SKIN:Burning sensation skin
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Include? prompt

The ’Include? Prompt’ allows you to facilitate a 'generalized’ version of a
report where the data items are collected in English or Metric units, and
recorded in the database in separate fields corresponding to the
collection unit. For example, create a demographic listing with height
and weight fields included for height-metric, height-english, etc. If this is
the case, you can create a ‘general’ report, using the include prompt as

follows:

A | B | £ | b | E
Col.Head 2 |PatID Height Height Wwieight  ‘wieight
Sort Order 1 mekric english metric english
Row results | Frint chg
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt mekric english metric Ienqlish

When the report is created you will see a spreadsheet with the following:
Include? Yes/No
Metric Yes/No
English Yes/No

If you toggle ‘YES’ for Metric and ‘NO’ for English and click Create

report, you will see a 'Metric' version of the report which includes only
the set columns for Metric as the 'Include Prompt'.
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Summary Listing features

The Summary Listing have different Group functions available
dependent upon the item selected:

_iix

Heading

Type: Panels: [terms: Functions:
[etail Drata Listing _Define Pivat Pane | | _Define Mew [berm_ M ey Event Function
Summary Ligting Defing Jain La ic_ _Detine Mew Range_

Farmatted Detail D ata List _I ESOL 9 <Study 1D

Farmatted Summary Listin | =/ MPO 2= Fat 1D

Patient Vizit Fleport Fandamization Wizit Mo,
Medical History Vi$it Date
Previous Medicatior Wisit Label
Concomitant Medic, rlutaqal

rvestigatar

Dosage — |Pat Mo,
Dermography Race

Final Sex 4 | i
Lab Cherniztry Dae of Birth
Lab Hematology hildbearing Patential

Lab Urinalysis Evaluability at Baseline [ Sount
Adverse Events Drate Difference count distinct

Group Functions:

Efficacy Evaluation ﬁgg:g calnt iterr! value
Mycological Results count subjects
Vitals & Physical Ex. m:;

Clintrial TAGS = mean

B

[T B0 | Kl

ADD ltem | Filter Output I LCreate Report |

|Summar_l.J Listing

A

Layaut: il __>rth change

L«

Feset Subtotal I

V¥ autoSize Columns?

Col.Head 1

Ll

Col.Head 2
Group Order
Row regults
Warn -Low

Warn -High
Panic-Low

Panic-High

Include? prompt

L«

Group Functions:

count
count diztinct
count item value
count subjects
min

mas

mean r
4| | »
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When building a Summary Listing it is typical to first select an item with
a group function of ‘none’ and then follow it by the item with a group
function applied. This method displays the item first as a row label
followed by the items with group functions applied.

A | B | ¢ | p | E | F | &6 =~
Col.Head 1 count subié min T mean sddev
ColHead 2 |Investigato Sex Sex Age Age Age Age
Group Order |1 2
Row results  |Frint chg  Print chg
Warn -Low
Warn -High
Panic-Low
Panic-High

Include? prompt

14

El Summary Listing by Investigator for Sex/Age

& %
A B | C p E| F | @
1 count subjects min max mean std dev
2 |Investigator Sex Sex Age Age Age Age
3 (018 Male 14 18 64 3593 1315
4 Female 8 20 6O 36 13.79
5 (030 Male 15 19 80 478 18.88
[ Female 5 2?2 BB 436 16.83
7 |056 Male 29 17 80 4762 19.26
g Female 11 200 V6 5155 15.81
9 |063 Male 25 200 2 434 13.61
10 Female 4 35 49 3875 6.85
11 |D64 Male 3 25 73 4584 14.51
12 Female 4 33 83 42 959
13 |065H Male 22 29 74 b45h 12.23
14 Female 3 18 70 48 26.91
15 |DG6 Male 25 18 70 3296 13.45

The item ‘AE Coded’ is entered first with a group function of ‘none’
followed by the group functions ‘count’ and ‘count subjects’.

A B | ¢ | D

i ColHead 1 count count subjects

: ColHead 2 |Investigator AE Coded AE Coded AE Coded

: Group Order |1 2

{ Row results | Print chg Frint chg

i Warn -Low

:_wam -High
Panic-Low

:__Panic-High

Include? prompt
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El.-ﬁummaly Lizting for AE s by Inveshgator

i =]

G <%
A B C D

1 count count subjects
2 Investigator AE Coded AE Coded AE Coded
3 oms SKIN:Bumning zenszation skin 1 1

4 SKIM:Pruritus 1 1

5 030 DIG :Diarrthea 1 1

6 SKIN:Burning zensation skin 2 2

7 DIG :Duodenal ulcer 1 1

8 DIG -Yomiting 1 1

9 056 DIG :Periodontal abscess 1 1

10 BODY:Allergic reaction 1 1

11 BODY:Body odor 1 1

12 RES :Cough increased 1 1

13 MER :Headache 2 2

14 UG :Urinary tract infection 3 3

15 BODY:Back pain 1 1

16 DIG :5ore throat 1 1

17 RES :Sinusitis 1 1

18 BODY:Surgery 2 2

19 063 M5 :Arsthnhis 1 1

20 MAM :Penpheral edema 1 1

21 HER :Headache LT 4

22 RES :Upper respiratory infechion 2 2

23 SKIN:Bumning zenszation skin L b

24 SKIM:Pruritus 1 1

25 BODY:Unevaluable reaction 1 1

26 RES :Sinusitis 4 2

27 BODY:Surgery 1 1

Count distinct

{0 L B

The group function for ‘count distinct’ is the same as the count subjects,
except the value being counted are the unique values of the item
specified. For example, if you selected Adverse Event text and specified
‘count distinct’, you would only display the number of unique adverse
event text values. The select item phrase generated: count (distinct

<item).
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El.-l:uunt distinct AEText Summary Listing - |I:I|_X

&
A B ¢ | D B
1 count count distinct
2 |Inwvestigator AE Text AE Text AE Text
21 |063 BURNING ON APPLICATION 2 1
22 BURNING UPOM APPLICATION 2 1
23 BURNING UPOMN APPLICATION [FISSURED AREAS 1 1
24 COLD SYMPTOMS 1 1
25 COLD 5YMPTOMS/SINUS PAIN 1 1
26 FLARE OF ARTHRITIS 1 1
27 HEADACHE 5 1
28 ITCHING OM APPLICATION 1 1
29 PAIN WITH WISDOM TOOTH GROWING IN 2 1
30 POSSIBLE REACTION TO HMORFPHINE 1 1
k] ROTATOR CUFF REPAIR [R) SHOULDER [[SURGE 1 1
32 SINUS PAIM 1 1
33 SIMUSES PAIN/PRESSURE 3 1
34 SWELLIMG OF 2MD TOE [MOM-TARGET FOOT) 1 1|+
1] [

Count item value

The group function for ‘count item value’ counts the number of entries of
a particular item, which has a particular value. This feature is especially
useful for reports counting patients having different categories. It enables
you to select items from ‘Unique Values’ as a column to count the item.

1. Select a panel.

2. Select each item with group function for ‘count item value’. Click
ADD Item and the ‘Unique Values’ window opens.

3. Select the individual value for a column where you want to count item
value and click Select value.

4. Repeat the same steps to continue to add columns to your report with
ADD Item and the Display Values window. These values will be
counted as different categories.
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ﬁ Report Browser

=10l

Type: Panels: |tema: Funchions:
Detal D ata Listing _Defire Pivot Panel a| | _Define Mew lbem_ _Mew Event Function_
Summary Listing Define J oin Loagic = | _Define New Range_ actual value
Formatted Cietal O ata Lizting _I F50L s <Study 1D
Formatted Surmmary Listing —!mpor e Pat D
Fatient izt Report R andomization Wizt Mo,
tMedical History \-"isit Date
Previous Medication Wisit Label
Concomitant Medicatior F'rotocpl
Investigator
Dosage — |Pat. Mo.
Demography Completed Evaluation?
Final Fie 1 For discontinuation LI_I _}I
. Date of Discontinuation )
Lab Chemistry Edverse Events? Group Functiors:
Lab Hgmatn!ng}l Concarnitant Meds? nane -
Lab Urinalysis Type of Safety Event count
&dverse Everts Dizcontinued by count distinct

Heading

ISummary Liztifig

Layout:

Clintrial Tz

Col.Head 1
Col.Head 2
Group Order |1
Row results | Frnt chg
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt
4

[ |

Reset 5

il _>| with che

= .

Efficacy Ewaluation
Mycological Results
YWitals & Physical Exam

Unique ¥alues for Final.Reason for

Decode Text

count item value
count zubjects
ik

mAaY

Lack of Efficacy
Moved or LTF

Other

Protocol violator
Safety

Subject Requested DC
Subject unreliable

Lmﬂmm-ﬂ-wm
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Heading

ADD Item | Filter Qutput | Create Hepnrt|

|Summary Listing

Reset Subtaotal I j
Layout: <| | withchange
_I _I v AutoSize Columns?
A | B | ¢ | p | E | F | & | H -
Col.Head 1 Reazon for Reazon for Beason for Reason for Reason for Reason F Reason £ _I
Col.Head 2 |Investigato Lack of Eff Moved or L Other Protocal it Safety Subject F Subject |

Group Order |1
Row results | Frint chg
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt I | ﬂ

The results are the patient counts for the various Reasons for
Discontinuation from the decode file.

El Summary Lizting Beazon for DAC | =]

& 58

A B | C | D | E | F |§
Reason D/C Reason D/C Reaszon D/C Reason D/C Reaszon D/C
Inv. Lack of Efficacy Moved or LTF Other Protocol violator  Safety

L= == S B = R R R TS ]
=
n
=r]
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5. To change an existing value, double click on the column in the Report
Browser window and the unique values window display for that
column. Then change your value selected.

Type:

E? Report Browser I

=101 %]

Panels:

Items:

Functions:

Detail Data Listing

_Define Pivot Panel_
_Define Join Logic_

-

_Drefire Mew e
_Define Mew Range_

_Mew Event Funchion_
actual value

Panic-High

Include? prompt
1

<Study D>
1ol x|
Decode Text | Code ;I
1 i
2 |Lack of Efficacy &
3 Moved or LTF 2
4  |Other 9 ion?
5 |Protocol violator 1] e
tinuahion k
B_|Salety 4 e &
7 |Subject Requested DC 7 Group Functiohs:
.:-Suhiect unreliable [T 1 -| |7 e T
LIJ [}\, L =hit count
| A I count distinct
FpER S a PR
Witals & Physical Exam
Clintrial TAGS P
i s i
Heading
Surnmary Lizting
I Hpset Subtatal I
Layout: LI _>| with change
A | B | £ | D
Col.Head 1 Reason for Reazon for Reazon for Reason for Reason for Reason fReazon
Col.Head 2 |Irvestigato Lack of Eff Moved or L Other
Group Order |1
Row rezults | Frint chg
Warn -Low
Warn -High
Panic-Low
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Snapshot output

Multiple population mode

Review has an optional multiple-population mode available in
throughout all the output browsers. The Snapshot output function allows
you to lock the results window and make changes to the patient selection
criteria, output filter and/or report definition contents. Then create and
view the different output within the report browser at the same time. The
Snapshot function allows you to view multiple open results within the
same output browser. (See Chapter 12: Common Topics: Snapshot output)

When the results are executed and displayed from the browser output
window, two icons are displayed in the toolbar at the top for “Snapshot
Output” and “Who?”. Simply click the Snapshot button to lock the
current results output window. The report heading changes to display
Snapshot for the current window status.

W

Click the Who button to display a message box showing the current
patient selection executed if any.

To reverse the results window snapshot status simply click on the
Snapshot button to display the message box.

Integrated Review

& Wwhould wou like to return this output to active state [remaove snapshot status]?

Tes Mo |
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El [Snapzhot] Elevated Glucose Data Li - |EI|5
BB é

A e | ¢ | b | E | F | 6 |=]
1 =]
2 Investigator Pat. Mo. Diabetes  ¥isit No. Glucose Cholesterol Trg.
3 063 2106 Yes 1 423 185 178
4 2106 Yes 4 460 183 273
5 2113 Yes Patient zelection criteria of results
| 6 213 Yes Lab Cherniztry. Gl 300
7 065 7206 Yes @ ab Chermistry. Glucose »=
8 7206 Yes SOL:
3 |06 109 No T7.6LU =300

| mEN

E? Diabetic Patient Listing 1S
G %
A B | ¢c | b | E | F | &6 |«
1 [ ]

2 Investigator Pat. No. Diabetes  ¥isit No. Glucose Cholesterol Trig.

3 063 2106 Yes 1 423 1856 178

4 2106 Yes 4 460 183 273

5 2113 Yes 1 276 241 287

[ 2113 Yes 4 346 239 611

¥ 065 7106 Yes 1 180 202 185

] 7106 Yes 4 149 197 168

9 7107 Yes 1 172 321 295
| L A 7 Yes ... 4008 200 204]
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Join Order

Join order in multi-panel reports

By default, the Join Order of a multi-panel report is ordered by the
sequence in which you selected panels and items. The patient records
displayed in the report are determined by the first panel selected.

Instead of creating multiple reports to obtain different patients in the
output, simply change the Join Order of the report and save for your
different output requirements.

For example, if you create a multi-panel report with panels selected in the
order first Demography and second Adverse Events then Final, the join
order will default in the same sequence. When the report is created, all
patients with demography panels will display in the report even if they
do not have Adverse Events records. Had you selected the Adverse
Events panel first, then only patients with Adverse Events would display.
This report would show fewer patients than when the Demography
panel was ordered first. This example assumes all patients have a
Demography panel, but not all patients had Adverse Events.

A | B |cl|lp| E | F | =&

Col.Head 1
Col.Head 2 |Inv.
Sort Order 1 2 4 3

DEMOG DEMOG DEMODEMOIAE AE FINAL
Pat. No. Sex Age |OnsetDate AE Coded Completed?

Fow reszults

Print chg

Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt
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ﬁl.-Demng, AE, Final Listing

G <%
A e | ¢ | b | E | F | G
1 DEMOG |DEMOG DEMOG DEMOG AE AE FIMAL
2 Inv. Pat. No. Sex Age Onset Date AF Coded Completed?
3 030 3Im Male 67
4 3oz Male 36
L] 3103 Male 19
b 3104 Male 62
7 3105 Male 43
8 3106 Male 49
9 o7 Female 47
10 3108 Female 33
11 3109 Male 80
12 3110 Male 47
13 3111 Female 66 | 04-5EP-1991 DIG :Duodenal ulcer No
14 3112 Male 27 |08-NOV-1391 SKIN:Bumning sensation skin  No
15 3113 Female 22
16 EIRE! Male 25
17 z2m Male k1|
18 3202 Female 50
19 3203 Male b1
20 3204 Male 63
21 3205 Male T2 16-5EP-1991 SEKIN:Burming zenzahion skin  Yes
22 3206 Male 35/08-0CT-1991 DIG :Diarrthea Yes
23 3206 Male 35 D8-0OCT-1991 DIG :Vomiting Yes

Notice the last column for ‘FINAL Completed?’ displays as a blank row
when the Adverse Event record doesn’t exist. The Final panel data is not
truly missing but unable to link in the report due to the previous non-
existent record. The patients who show Adverse Events records are able
to link and display their Final data.
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You can change the Join Order by selecting Edit menu and click Join

Order.

ﬁ Report Browser

Type:

Detail Data Li

Summary Lizting

Formatted O etal Data Lizting
Formatted Surmary Listing
Fatient izt Report

=10l %]

Functions:

Panels: Items:
_Define Pivat Panel_ 4| | _Define Mew ltem_
_Define Jain Logic_ _Define New Range_
Import SOL <Study [0
= mort 9t Pat I
Randomization Wigit Mo,
tedical Histary \-’isit Date
Prewvious Medication Wisit Label
Concomitant M edicatior F'roh:ucgnl
Ihvestigator

E? 10in Order Definition

_Mew Event Function_
actual value

=10l x|

Current Join Drder

<p>AE_DATA T10
<p>FINAL DATA TG

<p>DEMOGRAPHY DATATH

Save |

e

Panic-High
Include? prompt
4
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Heading .
- — ADD Item | Add Al lkems | Filter Output | LCreate Fieportl
|Demng, AE ., Final Lizting
HgﬁethSubtntal I j
Layot: | | ‘withchange
Y LI _>I [~ Suppress duplicate rows? V¥ AutoSize Columns?
A B | ¢ | o | E | F G -
ColHead 1 |DEMOG DEMOG DEMOG DEMOG AE AE FINAL | _I
ColHead 2 |Irnvestigato Pat. Mo, | Sex foe Drset Date AF Coded | Completed)|
Sort Order 1 2 3 4
Row results  |Frint chg
Warn -Low
Warn -High
Panic-Low




The Join Order Definition window displays. Click on the panel you want
to reorder and use the arrows to the left. Click Save to apply the new
Join Order to the report. The revised Join Order is saved along with your
report specifications.

E-Jnin Order Definition

Current Join Order ;I
g <p>AE DATA T10 | | Save |
] <p>DEMDGRAPHY_DATA TS

<p>FINAL_DATA Th

-l

This report shows the revised join order where Adverse Events is
assigned the first order position. Any blank records for Adverse Events
are dropped from the listing.

El AE. Demog. Final Listing

A B | c | b | E | F | G
1 DEMOG |DEMOG DEMOG DEMOG AE AE FINAL
2 Inv. Pat. No. Sex Age Dnset Date AE Coded Completed?
3 030 EiR Female 66 D4-5EP-1991 DIG :Duodenal ulcer HNo
4 iz Male 27 D8-NO¥Y-1991 SKIM:Burmning sensation skin Mo
L] 3205 Male 72 16-5EP-1991 SKIN:Burning zensation skin  Yes
[ 3206 Male 35 D8-OCT-1991 DIG :Diarrhea Yes
_____ 7..l.....3206  Male | 35080CT-1991 DIG:NVomting Yes

The last example revises the Join Order as the Final panel in the first
order, Demography in second and Adverse Events as last. Notice how
the previously blank data for Final panel and completed study contain
data. In the first example, the Final panel was unable to link to the non-
existent Adverse Event panels and displayed as blank data.

E-Jnin Order Definition

Current Join Order
<p>FINAL DATA T6 _ Save |
<p>DEMOGRAPHY_DATA TS

<p>AE_DATA T10
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El Final. Demog. AE Listing

b %
A B | ¢ | b | E | F I
1 DEMOG |DEMOG DEMOG DEMOG AE AE FIMAL |
2 Iny. Pat. Ho. Sex Age Onset Date AE Coded Completed?
3 030 Im Male 67 Yes
4 3102 Male 36 Yes
L 3103 Male 19 Yes
[ 3104 Male 62 Yes
7 3105 Male 43 Yes
g 3106 Male 49 Yes
: 9 noz Female 47 Yes
: 10 3108 Female 33 Yes
: 11 o9 Male 80 Yes
12 3110 Male 47 Yes
: 13 I Female 66 D4-SEP-1991 DIG :Duodenal ulcer Mo
14 iz Male 27 D8-ND¥-1991 SKIN:Bumning senzation skin No
: 15 313 Female 22 Yes
: 16 314 Male 25 Yes
: 17 J2m Male k] Yes
: 18 3202 Female 50 Yes
: 19 3203 Male 61 Yes
; 20 3204 Male 63 Yes
: 21 3205 Male 72 16-5EP-1991 | SKIM:Burmning sensation skin Yes
: 22 3206 Male 35 08-0CT-1991 DIG :Dharthea Yes
23 3206 Male 35 08-0CT-1991 DIG :Vomiting Yes
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Output filter

Subset on observation and/or visit

The reviewing strategy of an Output Filter is to provide a tool that
instantly highlights and subsets a group of patients with a particular
observation (such as Adverse Event: Gastrointestinal) and/or visit
measures (such as Visit Label with a particular data Item value.) The
output filter is designed to focus in on particular observations and visits;
it is not designed to be used for the patient selection criteria.

For example, if you want to see all the patients who had Adverse Events
with an intensity of ‘Serious’, you need to decide whether to define the
data subset at the patient level or observation/Vvisit level. If you define
the data selection with a patient selection criteria and apply it to a detail
data listing, all the patients who have a serious adverse event in addition
to their other adverse events are displayed. This subsetting option
provides for a complete clinical profile of the patient when you apply a
patient selection criteria to the patient population. However, to view only
‘Serious’ adverse events and not display other adverse events you would
define an Output Filter. So when selecting from multiple
observation/visit data you need to determine which subset function to
apply for viewing at patient level or visit level.

The examples show a glucose data listing with a patient selection criteria
applied for values “>= 300" on the left. The same glucose selection was
defined instead as an output filter on the right.

-
& | | E? output Filter Glucose =300 Lisk =10l x|
- A B C D % #@
2 |Investigator Pat. Mo. ¥isit No. Glucose A B | C | D ]
3 [063 2106 1 423 1
4 2106 4 460 ? |Investigator Pat. Mo. ¥isit No. Glucose
L] 2113 1 276 3 (D63 2106 1 423
b 2113 4 346 4 2106 4 460
7 |D65 7206 1 3498 5 2113 4 346
8 7206 4 219 & |DB5 7206 1 398
9 |D66 1109 1 380 7 |D66 1109 1 380
1 1 |L|J
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The exact same patients are selected. The difference is the patient
selection criteria displays all the visits for selected patients, while the
output filter selected only the visits with the elevated values as defined.

You may apply patient selection criteria and output filters to a report
specification and both would be saved in the object specification.

Creating report output filter

Click Filter Output before you click Create Report. The Report Output
Filter window opens.

¥ Report Dukput Filter -|C

Panek: |tems: Funciices: Operatars:
_Define Fivot Panel_ ﬂ
_Define Join Logic_ —
_Irrport SEIL_
R ardomization
t=dical History
Previcus Medicaion f
N

Walue:
Sawe Filier | ADD erpression | Dizplay Stals Dizplay Yalues | I— Item Cormpare Define Paiameter |
Rezult Filter [T ext] | Result Filter [SGL] =
1 | | v
1N N

The output filter looks and operates similar to the patient selection
criteria window. You select the panel item and value or range value to
create a row filtering criteria. The selection of the values or range values
are supported by Display Stats and Display Values.

As in the patient selection criteria, Display Stats instantly provides the
basic descriptive statistics for the highlighted item, function, and value,
and Display Values provides a listing of all values possible for the
selected item, function, and value. Both Display Stats and Display
Values present their respective listings for the whole protocol(‘s)
population, unless you check Subset by Patient Selection Criteria. With
Subset by Patient Selection Criteria checked, the respective information
in these windows is limited to the patient subset created by the current
patient selection criteria. (See Chapter 2: Selecting Patients: Display Values
and Display Stats)
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Comparing items

Click Item Compare if you want to create a criteria expression that is
based on the relationship of two item values. (See Chapter 2: Selecting

Patients: Compare Items)

Adding expressions

Click ADD Expression once a row filtering criteria has been created. The
expression is immediately entered in the Result Filter (Text) and Result

Filter (SQL) columns.

Add as many row filter criteria as needed to limit the rows of
observations and visits included in the report analysis. Each result filter
expression is automatically joined by the AND operator. However, just as
in the patient selection criteria, the operator OR is also available for non-
dependent filter expressions. ANDSelect is not available in the output

filter.
i
Parels: Items: Furciiong O perators:
L_sb Hemaiobgy ﬂ Therapy lor AE ﬂ Hew Event Funchion
Lab Uliralysis Urgaing AE?
P 1 |End Date
— ] End Time
Efiacy Evaidin YT —
tpoologcal Result: Oukconme ¥=
Wital: #: Physical Exam w | | Outcome being treated? x i miszing(MULL] r
1| | R 1 | 3 3
Walle:
Sawe Filter | ADD erprassion | Dizplay Stals | Dizplay Walues I I— ltem Compare | Define Palameter |
Result Filter [Text] | Result Filter [SGL] =]

1

Al

E? unique ¥alues for Adverse Events.Related to Inv M

Decode Text

Highly Probable
Hot Related

Posgsible
Probable 1

=101 x|
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When the output filter is complete, apply it to the next report creation by

clicking Save Filter.

BRepnrt Dutput Filter

-iC

Qperators:

Parelz [ berns: Functions
Lab Hernatology ﬁ Therapy for AE d Few Event Funchon
Lab Urnalysiz Ungaing AE7
e Cuianbe =] End Dae
i End Tirme
Effcacy Evalclion T —
Mycologica Results Cubcorme
Witals & Physical E =| | Oulcore being treated? &
4 3 4 I I L3

Save Filter I ADD expression | Dizplay Statz | i |tzm Compare | Defre Paiameter |
Result Filter [Text) Result Filter [SGL) =
1 Adverse Events. Related to Inv Med? =Highly Probable

T10.SERELATD =" 2
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Apply report output filter

The report window’s Filter Output toggles to Filter is ON. The resulting
report is for patients meeting the patient selection criteria and the output
filter criteria(s).

ol
b <8
A B C D E 1=
1
2 |Investigator Pat. Ho. Onset Date AF Coded Related to Inv Med?
3 030 3205 16-5EP-1991 |SKIM:Buming zenszation skin Highly Probable
4 063 2105 04-0CT-1991 | SKIMN:Pruritus Highly Probable
L1 2107 21-0CT-1991 |SKIM:Buming zenszation skin Highly Probable
6 2127 25-FEB-1992 |SKIM:Burning sensation skin Highly Probable
7 2208 31-JAN-1992 |SKIN:Burning sensation skin  Highly Probable
8 2209 04-FEB-1992 |SKIN:Bumning sensation zkin Highly Probable
9 |064 6104 10-AUG-1991 |SKIN:Bumning sensation skin  Highly Probable
10 6110 05-5EP-1991 |SKIN:Bumning sensation skin  Highly Probable
11 6112 20-5EP-1991 |SKIN:Bumning sensation skin  Highly Probable
12 6112 28-5EP-1991 |SKIN:Bumning sensation skin  Highly Probable
13 6112 08-0CT-1991 |SKIN:Burning sensation skin  Highly Probable
14 6118 11-N0¥-1991 |SKIN:Burning sensation skin  Highly Probable
15 6120 14-NOV-1991 |SKIN:Burning sensation skin  Highly Probable
16 6202 12-AUG-1991 |SKIN:Bumning sensation skin  Highly Probable
17 6206 04-5EP-1991 |SKIN:Buming sensation gkin  Highly Probable
18 6208 11-5EP-1991 |5KIN:Burning sensation skin | Highly Probable
19 |066 1106 01-5EP-1991 |S5KIN:Burning sensation skin | Highly Probable
20 1121 23-0CT-1991 |S5KIN:Burning sensation skin Highly Probable

Save the report specification for later use and results validation. All
saved reports with an output filter ON are saved with the filter
specification, and the filter will be active when relaunched.

To turn the Filter Output off:

1. Click Filter is ON and the CrossTab Output Filter window opens.
2. Click New.

or

1. Click all of the Result Filter Rows.

2. From the Edit menu, select Cut. This deletes the rows from the output

filter specification. Clearing the output filter turns it off.

3. Click Save Filter to save the cleared filter status before closing the
Output Filter window.

Output filter




Define Parameter

Runtime parameter

Defining runtime parameters is another way to select Output Filters to
subset your patients and data observations. The object specification
(reports, graphs, crosstabs) are first saved with the defined parameters.
When the object specifications is executed the Output Filter View Choices
window with the defined parameters displays for selection to the user.

The same basic steps used to define an output filter are used to select the
panel, item and operator before you click Define Parameter. Initially
when you define the parameters you can specify the parameter type as
free text, between two values, choose from a specified list, or choose from
all possible values (Display Values). The defaulted parameter text can be
edited to an end-user prompt or question. Also, you can specify with a
checkbox if filtering is required for the parameter. Otherwise, when the
object is executed the user can click the ‘Disable Filtering’ checkbox prior
to creating the output to not include filtering on a particular parameter.
This feature provides flexibility for the user to select various
combinations of parameters to generate output containing different
patients or data values.

Create parameter

The Define Parameter function is accessed within the Filter Output
window in the various browsers (reports, graphs, crosstabs). You may
combine standard output filter definitions along with defining
parameters when you click Save Filter. The operating features of the
Define Parameter are similar to selecting a panel and item for an output
filter. You have access to all panels and underlying data items when
creating a parameter.

1. Click Filter Output from the browser window.
2. Select a panel.

3. Select an item.

4. Select the operator.
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EA Report Output Filker

Result Filter [T ext)

Panels: Iterrs: Funclicns: Qperatars:

Concomilant Medication ﬂ Wizt Mo ﬂ Hew Event Funclicn -
Dosage Wigh Date I

y—— _ | [Visk Label ¢

.l:r||_||__l._|:| (L Pretocdl N

Final iz

Lao Chemiztry Fat M. =

Lab Hematalogy Race cortdng

Lab Unnalyziz - ﬁefn i - EEE'S:‘.I.:'?LTH“: -
< Eomlk | ’ A 3

Walug:
Sewe Filter I ADD expreszion I Dizplay Statz | DisplayYalies | I— |lem Carnpare | Define Eagmeter

Result Filter (SOL)

5. Click Define Parameter.

The ‘Runtime Filter Definition’ window opens. You may replace the
default text in the End User Prompt for field value(s) by typing over

the description.

6. Select one of the Parameter Value Choices.

E? Runtime Filter Definition

End User Prompt far figld valuels):

-

=101x]

LClear Definition

IDengraphy.InvestigatDl = <{parms

r— Parameter ¥ alue Choices

ADD expression

™ Walue BETWEEN two value entries

" List of walue choices [comma separated)

SelectWalues

€ Allow user ta select from any walues [Display Values)

Define Parameter
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When selecting which parameter value choice to apply to your data you
must consider the data type. For example, whether the data is date,
numeric, free text ore references a data dictionary file. The option to
select a value between two value entries can be applied for date ranges or
numeric laboratory and vital signs data. Coded data referencing a data
dictionary file is best defined by allowing the user to select from any
values (Display Values) as the entry required is the coded value. The free
value entry can be used for free text data such as Adverse Event Text or
Concomitant Medication Text.

7. Check if filtering is required for item? (optional)
8. Click ADD expression and close the window.
9. Repeat the steps to add another parameter.

10.Change the Boolean Operators in the Output Filter window if needed.
Click Save Filter.

Note: You MUST save the Output Specification first in order to enter parameter
selections and create output.
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Parels: [bernz: Functiors: Operators:
Previous Medcation -~ _Define Hew ltem_ - Mew Event Function -
Concomitart Medication PatiD =
Dosage | [MEitNa. 4
it Wizit Dahe bl
Demogiaphy "isit Labed 4=
Firal Protacal =
Lab Chemisry cnntalln&: .
Lab Hematology - EzemtlFStan. -
A i 0| KT | .
Walug -
Save Flter I ADD expression | Display Stats | Dizplay Walues | I— |tern Campars
| Result Fillter [Text) Result Filter [SQL)
1 Adverse Events AE Coded = <parm> T10.5ECODE =<parm>
2 |AND Adverse Events Onzet Date = <parm>» T10.SEONSETD =¢parm>
3 |ANHD Adverse Events Intensity = <parm» T10.5ESEVERE =<pam>
4 |AND Demography Investigator = <parm3 TH.INVESTIGATOR =<paim>»



Enter runtime parameter

When the user executes a report, graph or crosstab object with runtime
parameter prompts define, first they see the Output Filter Value Choices
window prompting for all parameters. The user may select multiple
parameters with the CTRL or SHIFT key in the Display Values option.
The ‘Disable Filter’ checkbox allows the user the flexibility to ‘turn off’
filtering for a particular item.

Output Filker ¥alue Choices

Filter dezcriptior:

Wales:

[~ Dizable Filker |Adverse Ewentz AE Coded = cpamn:

HAL E cchymoss[1562]
hidsk - Perpheal edemal1630]

eadach

RES :|Jpper rezpirato

2]
1y infection[2932]

UG :Urnary tract nfzction]2940]
WS Myalgia[3470]

(I Dizale Filer |Sdverse Events.Orset Date = <pam> |01-GEP1 151 and  3N0Y-1991
v Diizable Filker Ihdverse Events Intensily = < pams kild[1]
Moderalel2]
Sevena(d]
I
o83

[ Dizanle Filter IDengraphy.Invesligatnl=<|Ja|m>

After making parameter selections, click Create to generate the output.

ol
& %
A E | € | D | E F G H I

1 Related to

2 |In¥. Pat. Ho. Sex Age Onszet Date End Date AE Coded Intenszity Inv Med?

3 063 2106 Male 65 28-0CT-1991 28-0CT-1991 HNER :Headache Mild Mot Related

4 2123 Male 55 11-HOV-1991 11-NO¥-1991 HNER :Headache Mild Mot Related

5 2m Male 27 08-S5EP-1991 08-5EP-1991 MNER :Headache Mild Mot Related

(] 2m Male 27 15-5EP-1991 15-5EP-1991 NER :Headache Mild Mot Related

¥ 2204 Female 49 20-0CT-1991 21-0CT-1991 MNER :Headache Mild Mot Related
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Patient Visit Report

Select panel visit report

The patient visit report supports joining multiple visit data into a single
report without the usual problems encountered with multiple joins. You
can select data from different panels containing multiple visit data and
the records are linked by the Visit Date. If a record contains several date
fields you have the option to select which date for reference in your
report specification. Initially when you select this report type the
PatientID and Visit Date are hard coded into the report and are required.

_lnix

Type: Panels: Iterms: Functions:
Dretail Data_ Li$ting _Defire Pivot Pane_« |
Summary Listing _Define Join Logic_

_Import SOL_

R andomization

Medical History

Previous Medication
Concarmitant Medicati
Dozage

Demography

Firal

Lab Cheriztry

Lab Hematalogy

Lab Urinalysis
Adverse Events
Efficacy Evaluation
Mycological Results
Witals & Physical Exan
Options and Patient Info... | F‘Egatlr;l'J:DGhle TAE

Date Merge Settings... | _le”"?"”‘ LENLT] nillj
4 | 3

;Ea_d'”gv_ — D0 lem | Addalitems | AddVerical | Create Repot |
Stient Vizit Report

Layout: | >
—I J ¥ AutoSize Columns?

A B -]

Col.Head 1 ]

ColHead 2 |PatiD Date
Sort Order 1 2
Row results
Warn -Low
Warn -High
Panic-Low
Panic-High

Include? prompt
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Define patient visit report

A

You define the contents of a patient visit report using the same method
that you used to build the detail data listing:

1. Select a panel.
2. Select each item of interest.

3. For each item, select an appropriate function or use the default
function type for the type of item selected.

B cC D | E Fl & | w1 | 4 K L

ColHead 1

ColHead 2
Sont Dider
Row results
‘wain -Low
‘Wain -High
Panic-Low
Panic-High

Include? prompt

FatDr Date Wit Mo, Ghucose Cholesternol Trigye'while Cell Hemogh Hematc Onget Date Onzet Time AE Coded

1

2

Report options

After adding all your items to the report template you can apply
additional report options, patient information, formats and date merge
settings.

4. Click Options and Patient Info. The Report Options and Patient
Information window opens.

Options and Patient Infa... I

Date Merge Settings. . I

(The image has been split for display purposes.)

5. Report Options supports multiple observations with the default set to
ON for ‘Display All Data Observations for each day?’. For example,
if there are multiple Adverse Events with the same Onset Date, they’ll
be listed on separate report rows as floating for that patient. The first
Adverse Event row listed displays the Onset Date details, the next
Adverse Event displays on the next row with the date field blank
implying that it’s from the same Onset Date.

If you uncheck ‘Display All Data Observations for each day?’ it only
displays one value on the specified date, typically the last one for that
date based upon the time/observation item setting.
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E‘ Report Dptions and Patient Information

Report Ophions
Calurmtn Head Font .. | Diata Fant ... |
v Display &l Data Observations for each day?
Sample Text Sample Text

6. Column Head Font and Data Font are available to control fonts for
Column Headers and Report Data.

ﬂ
Font |
Fant; Fant style:
M5 Sans Serif Baold
Arial a | |Regular
Arial Black
Avrial M arrow Italic:
Book Antiqua Bald Italic
Boaokman Old Style
Bookshelf Symbol 7
Century Gothic LI
— Effects Sample
[~ Shikeout e
[ Undedine a ¥Zz
Calar: o
crpk:
I Elack | | =

aK I Cancel |
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Add Patient Info Items

You can add patient information items to display as a column under the

PatientID. For example, demographic or medical history information.

7. Select the panel and item.

FPanels: Itermns: Functions:
Randomization | | _Define Mew ltem_ s | Mew Event Function
-al History Pfat_ o
Previ 2 b I' i Wizt Mo.
revious Medication Visit Dale
Concomitant Medicatic Visit Label
Dozage F'rntcu:pl
Diemagraphy Irwestigator
. Pat. Mo.
Final e
. Dirug Sensitivity
Lab Chermistry Allergy
Lab Hematology E_l,les,_Ear_$, Moze, Throat
Lab Urinalysis Thyroid Disease

Adverse Events
Efficacy Evaluation
Mycological Results

Cardiovascular Dizease

Yitals & Phyzical Exam—
REWIE'WADMIN PATI
hycology S ummary Y
Demog Immport SEL

AE [SA5) -

ns E

Diabetes
20K

Renal-Hepatic Diseaze

Pulmonany Dizease —
Gastrointestinal Dizease
Genitourinary Dizeaze
Musculozkeletal Diseaze
Meuropsychiatric Dizeaze

{I I »

Patient Visit Report
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8. Click Add Item and Remove Item to add or remove items from the
Patient Info Items list. Use the arrows to change the sort display.

9. Click PatID Font and Info Item Font to apply fonts for PatlD and Info
Items.

10. Click OK.

] |
Patient Info [tems Cancel

Column Name | Label in report | -
1 | Demography.Sex SEX

2 |Demography.Age AGE -
Add ltemn === | 3 |Medical Historp.Diabetes DIABETES "
4 | Medical Higtory. Cardioyasc CARDIAC .
5 > = =
<==Bemove ltem |

FatlD Fort... |
Samﬁle Text

Info [tems Font ... |

&y Fesf

KN ﬂj

Define Date Merge Settings

When you add items to your report specification the Visit Date is
defaulted for all selected panels. If a panel contains multiple date fields
you have the option to specify a more appropriate date. For example, if
Onset Date is preferred in the Adverse Events panel instead of the
default Visit Date. A message displays requiring you to select a specific
date item if you included panels containing multiple dates.

11.Click Date Merge Settings.
(This image has been split for display purposes.)
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12. Click on the Dateltem cell. If the panel contains multiple date items
the Items list displays.

E? verify Date/ ¥isit Merge Items

Included T ablesMiews

Table/View | Dateltem |I]hs!Time Ileml =
1 |LAB_CHEM VISIT_DATE  ¥ISIT |
2 |LAB HEM VISIT DATE _ ¥ISIT

3

13.Select the preferred date item and click Date Item to replace the
default Visit Date.

Cancel |
/ Items:

Pat 1D -
<==Date ltem | Wisit No.
= YWizit D1ate
Wizit Label
Pratocol
Investigator

¢== Time/0Obgervation [tem |

|nberzity
Change in lnw Med

Therapy for AE &
4 | | 3

14.1f you need to report by an observation or time item, click on the
Obs/Time Item cell.

15.Select the preferred item. Click Time/Observation Item to replace.

E} verify Date/¥isit Merge Items

Included T ablesfiewms

T ableView | D ateltem | Obs/Time Iteml
1 |LAB_CHEM YISIT_DATE  VISIT
2 |LAB HEM VISIT DATE _ ¥ISIT
]

16.Click OK.
17.Enter a report Heading.
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Create Patient Visit Report
18. Click Create Report. (The image has been split for display purposes.)

tient ¥isit Report

A B | C | D | E | F | G
PatlD Date Yisit No. Glucose Cholesterol. total Triglycerides White Cell G
l2010632201 08191991 1 95 204 149
| sEx: Male 09-08-1991
| aGE: 27 09-15-1991
| DIABETES:Ma | 09-16-1991 4 93 185 184
| CARDIAC: Na
| HYPERTEM: Mo
l2010632204 | 09-30-1991 1 78 226 125
| 5Ex: Female 10-13-1991
| AGE: 43 10-20-1991
| DIABETES: Mo |10-28-1991 4 124 207 139
| CaRDIAC: No
| HYPERTEN: Mo

Observe the Adverse Events where the Onset Date is different from the

Visit Date and displays on a new row. This distinguishes the Adverse
Event data from the scheduled visit data.

=Ic
i 3%
A B | H | I J K

1

2 |PatlD Date Hematocrit Onset Date Onset Time AE Coded
165 (2010632201 | 08-13197 4356
166 | SE: Male 09-08-197 08-SEP-1991 MER :Headache
167 | AGE: 27 09-15-197 19-SEP-1991 | 01-JUL-1395 08:00:00 MER :Headache
168 | DIABETES: Mo 09-16-1971 436
169 | CARDIAC: Mo
170 | HYPERTEM: No
171 (2010632204 | 09-30-197 41.4
172 | SE¥ Female 10-13-19: 13-0CT-1931  01-JUL-1995 07:00:00  RES :Upper respiratory infection
173 | AGE: 43 10-20-1971 20-0CT-1991 MER :Headache
174 | DIABETES: Mo 10-28-1971 401
175 | CARDIAC: Mo
176 | HYPERTEM: Mo
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Add vertical lab

If you have a vertical lab panel and need to access a ‘Lab Value’ item the
‘Add Vertical’ button functions to pivot the item. You are able to display
a list of all the lab variable names and select the item of interest. The lab
item will display a column for the selected lab test to the report while the
data is being pulled dynamically from the vertical lab table. Simply
repeat the steps to add more lab parameters to the report display.

1. Select a vertical lab panel.
2. Select the ‘Lab Value’ and click ADD Vertical.

(The image has been split for display purposes.)

Yertical Item Information

e refer to the item containing thiz specification az the Pivat lkem, and the value you wizh bo select for thiz column as the Pivaot [bem
Walue To add a Werhical lkem o a report, e, an item value [zuch a Lab Walue ), we need to determine which item containg the
gpecification az to which parameter [such a= Lab Test or Lab Parameter] will be uzed to zelect the entry for thiz column in the report

[the specific lab paramter).

3. Select the Pivot Item Value,i.e., the item which contains the test name

or description. Click Retrieve Values.

Select Pivot ltem;

Investigator

Pat D

Frotocol

Fat.Mo.

Wizt Mo,

Yizit D ate

Obszersation

page item

page block repeat key

CT 3 apztem item

Yizit Label

Lab Y ariable Mame

Lab*alue

Lab Mormal - Low g =
Lah Narmal - High MI
Abnormal?

Studylay

< | i
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4. Select the Pivot Item Value and click ADD Item.

Enter Pivat Iten W alue:

-0F -
Select Pivot ltenm Walue:
Value | Code ;I
1 |Albumin ALB (Il
2 |Alkaline Phosphataze ALK
3 |Creatinine BCH
4 |Bilirubin, total BT
5 |Uric Acid BUA
& | Urea Mitrogen BUM
7 |Calcium CAB
8 |Cholesterol. total CHO
9 | Chloride CLB
10 | CO2 Content co2
B Glucose [GLO |
12 Gamma Glutl Transpep GTP
13 | Potassium KB
14 |Lactic Dehydrogenase LDH
15 | Sodium MAB
16 |Phosphoric Inorganic PO4
17 |ASAT [5GOT) S5G0
18 |ALAT [SGFPT) 5GP -
i o
5. Repeat steps to add more lab parameters to the report.
A B | ¢ | o | E | F | & | H
Col.Head 1
ColHead 2 |FatlD Date Glucoze  Cholesterol Sodium | Potassium | Chloide | CO2 Conte
Sort Order 1 2
Row results
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt

6. After adding all your items to the report template, apply additional
report options for patient information, formats and date merge
settings.

7. Enter a report Heading.
8. Click Create Report.
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Formatted reports

Select formatted listing type

When you select the report type for Formatted Detail Data Listing or
Formatted Summary Listing the associated function buttons are
displayed. Overall report default settings are:

= Fontis Arial.

= Page Setup for landscape with one inch margins.

=loi x|
Type: FParels: |terms: Functions:
Detail D ata Listing _Defing Pivat Panel_ &
Summary Listing : : T
atted D ebail Diata Lisk _:Jehnnta;g: Logie_
ormatted Summary Lizting —mpar o=
Patient Wisit Report Rlandamization
M edical Histony
Previous Medication
Concomitant Medicatiol
Dozage
Dremography |-
Final
Lab Chermiztry
Lab Hematology
Lab Urinialyziz
Adverze Events
Page Header/Footer... | Efficacy Evaluation
Group Header... | Mycological Results
Formnat Column Headings... | Witals & Physical Exam
r ' Col | Clintrial TAGS
omat - ol | REVIEWADMIN. TARLI
Sclrt Drder“_ _Df‘ll’ll:\n'a\l'\l\ (1] nDi‘lj
4 I ]
Presview/Page Setup... |
ADD tem | Add Al ltems Filter Output Create Repart |
Rezet Subtatal I j
Lapaut: ¢-| | with change
_I J [ Suppress duplicate rows?
A 15
Col.Head 1 B
Col.Head 2
Bow results
Warn -Low
__Wam High |
Panic-Low
Panic-High
Include? prompt
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Apply Page Header and Footer

296

To enter descriptive information to the Header and Footer area:

1. Click on the Page Header/Footer button to open Report Page Headers

and Footers window. The default settings for headers are:

a. Default title is the report type displayed in the center cell as
Formatted Detail Data Listing or Formatted Summary Listing.

b. Date and Time on the right.

c. Fontis BOLD 10.

d. Page Report By Item.

Elllepurt Page Headers and Footers

=
N1 |
_ Carcdl |

Dizplay
 Headers " Footers
- Cancel
Panels: Items: Functions:
Hanu.jnmlztatlnn ;I ¥ Page
Medical History Repart By
Previous Medication ke
Concomitant Medication
Dozage
Dermography
Final Z
i|l|_ e PR S T LIJ
| Add Test Edit Modes
Faont... I Page # I D ate I Fatient Selection Elilerial |.-’-‘-.c|d Ikem and Descriptiorl ¥ Replace
" Append
Pagetioftt|  Time | Filter | addleem |5 TP
Left Center Right

Listing

Formatted Detail Data

2. Click a particular column/row cell within the template for your item

or text entry location. Each cell can contain up to two items.

3. Use the Edit Modes to Replace or Append changes.

4. Use the various item button selections to add Header information and
the Add Text button to enter free text descriptions. You may click on a

cell and use the scissors icon to delete the contents.

5. Select an item to generate a page break in your report for a specified
item with Page Report By Item.
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|

Note:It is not required to have an item be defined as a page by item, and more
than one item can be defined.

6. Click the Font button to change font, style and size.

7. Click Display Footers. Follow the same steps to enter and make
changes to the footer. The default settings for footers are:

a. Patient Selection Criteria and Output Filter on the Left.
b. Page number on the right.

c. Underline above the footer.

d. Fontis BOLD 10.
8. Turn the Footer Underline ON or OFF.

E? report Page Headers and Footers

Digplay
" Headers

Panels:

¥ Footer Underline

Functions:

=10

(1]:8 |
_Corcd_|

Cahcel

R andomization

Medizal History
Previous Medication
Concomitant Medication
Dozage

Demography

Firal
p—

LI

Fant... | Fage # |

Add Text |

¥ Page
Report By
Item

Edit Modes

Date | Fatient Selection I:riterial |Add|tem and Descriptinrl ¥ Replace

FPage # of ﬂl

Time |

Filter |

" fppend

Left

Center

Hight

[<Patient Selection Criteria>

<Qutput Filter>

Page &P of &N
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Enter a Group Header

The default setting for this function is font BOLD 10. There is a maximum

of 4 group headers consisting of 3 rows each.

1. Click on the Group Header button to open the Report Group Header

window.
_ipix
Panels: Items: Functions:
Randarization: [ ok |
Medical History _|
Frevious Medication ﬂl
Concomitant Medication [~ Group
Diazage Break [tem
Dermography
Firal Z
i|l|. Fn PP T LI_‘
I Add [tem and Text
Edit Mode
Fort... | | Add/Ibem and esenption I ' Replace

" Append

Group Header ;I

2. Click the Font button to change font, style and size.

3. Use the Add Item and Text button to enter items. If you do not enter a
free text description, the item will be added alone without text or
description. Text cannot be added alone without an item. You may
click on a row and use the scissors icon to delete the contents.

4. Enter panel and item selection to the Group Header with the Edit
Mode buttons to Replace or Append changes.

Note:One item must defined as the Group Break item.
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Format Column Headings

To open the Report Column Headings Formatting window click on the
Format Column Headings button. The default settings for all column

headings are:
= Fontis BOLD 8.
= Alignment - Center.

= Borders set to Underline and Underline Group Heading is ON.

El Report Column Headings Formatting

=10l

Owerall Column Header Formats

[Sample Text I Borders
" Top line and Underline
* Underline

Alignment

ICenter 'I

Specific Column Header Farmats

Ok |
_ Corcel |

Cancel

To apply Overall Column Header Formats:

A | B | C | D E | F
Col.Head 1
Col.Head 2 Inveshigator Pat. No. Wizit No. Glucoze BUM Ha
Alignment Center Center Center Center Center Center
r— Column Group Headings
Columnz Calurmn Group Heading Calurmn Group Headings

| Fveztigator

Pat. Mo,

Wizt Mo, :

Gllzlcn;e Add Eroup Heading)-» |

ﬁgN <-- Bremove Group Heading |

EI ¥ Underline Group Heading

CO2 Content

1. Click the Font button to change font, style and size.

2. Change the borders.

3. Or apply a Specific Column Header Format by clicking the drop down
list for alignment. Change from default center to auto, left, or right.

Note: Edit the column headings for Col. Head 1 and Col. Head 2 from the Report

Browser window. See edit column heading.
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To apply Column Group Headings:

1. Highlight the items you want included in the group.

2. Click Add Group Heading.

3. Use Remove Group Heading to make changes. If a Column Group
Heading is removed the items are added back to the list columns in

the original order.
4. Enter a Column Group Heading.
5. Click box to Underline the Group Heading.

E? Report Column Headings Formatting

Owerall Calumn Header Formats

Fort. | [Sample Text I Borders Ll
£ Top line and Underline Cancel |
Alignment & Underline
II:enter VI
Specific Column Header Formats
A | B | c© | b E | F
Col.Head 1
Col.Head 2 Investigator Pat. No. Yisit No. Glucose BUN MNa
Alignment Center Center Center Center Center Center

r— Column Group Headings

Columns Column Group Heading

Column Group Headings

Investigator STAT Labs

Pat. Mo

Add Group Heading -»

¢-- Bemove Eroup Heading |

W Underline Group Heading
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Format Columns

To open the Report Column Formatting window click on the Format

Column button. The default setting alignment is automatic based on the
data type. Break definition is set to none and font is regular 8.

= Click Overall Column Formats to apply overall formats to font, style
and size. The overall Alignment is Auto.
Or you can apply individual Specific Column Formats.

= Click the Alignment drop down list to align the item display for auto,
left, center, or right.

= Click the Break Definition drop down list for None, Skip line,
Underline, Page.

o
Owerall Column Formats
Font_ | [Sample Text | Ll
Cancel |
Alignment
IAuh:u 'I
Specific Column Farmats
A | B | ¢ | o | E | F
Col.Head 1
Col.Head 2 Investigator Pat. No. Yisit Ho. Glucose BUN MNa
Alignment Auto uto Auto Auto Auto Auto
Break D efinition Auto Mone Hone Mone Hone Hone
Numeric Format Left Hone Mone Hone Hone
Mean Numeric Format Cl.E:ntBr Mone Mone None Mone
Right
Al |
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Specific Column Farmats

Click the Numeric Format drop down list for any numeric item
included as a column in the report.

The best way to use the Percent Numeric format option is to apply
it to a calculated field that is a percentage which has not been
multiplied by 100. For example, if the calculated field is 0.67
percent and you apply the% format to display as 67%.

The Boolean numeric format would be used on a calculated field
where ‘O=False’ and all other numeric values will display as ‘True’.

A | B

c | o | E F
Col.Head 1
Col.Head 2 Investigator Pat. Mo Visit No. Glucose BUN Ha
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Mone Mone Hone None Hone Hone
Mumeric Format Mone None MNone None
Mean Numernic Format Mone Mone ~1Mone Mone
¥
.
A nann i
.y
#HHHHE
Specific Caolumn Formats
A | B | c | D | F
ColHead 1
Col.Head 2 Investigator Pat. Mo. VYisit No. Glucose BUN Ma
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Mone Mone Mone Mone Mone Mone
Humenc Format Hone None - INune Mone
Mean Humeric Format None Hans « INone Hone
Hann
b g d 0808
Al Percent i
Currency
Boolean -

The numeric formatting is also available for Change from Baseline
and %Change from Baseline items.
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= Click the Mean Numeric Format drop down list for any row result
defined as Mean, Mean at Change or Mean at Change and Mean.

Specific Column Formats

A | B | | D | E | F
Col.Head 1
Col.Head 2 Investigator Pat. No. Yisit No. Glucose BUN Ha
Alignment Auto Auto Auto Auto Auto Auto
Break Definition Hone Hone Mone None Hone Hone
Numeric Format None None None Hone
Mean Numeric Format Mone None * [|INone Hone
#u |
F 75
LI—I 550004 4
550044
Percent

Curren
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Sort Order

The default order of data items:

1. Headers

SR S N

Note:

Awailable Defined [kems

Footers

Group Headers
First 4 columns added to the report.
Items are defaulted in ascending order.

It is advised to define all areas of the report prior to defining the sort.

_iix

Sort Order

ok |

Report Colume

;. Lab Cheristry -

Inves a

Report Colum
Report Columt
Report Colurnn:
Feport Colurnn:
Feport Colurnn:
Feport Colurnn:

: Lab Chemigtry -
: Lab Chemigty -
: Lab Chernistry -
: Lab Chernistry -
: Lab Chernistry -
: Lab Chernistry -

Pat. K
Wigit
Gluce
rea
Sodi.

Report Column: Lab Chemistry - Investigs
Repart Column: Lab Chemistry - Pat. Mo [
Report Column: Lab Chemistny - Wizt Mo.[
Fepart Column: Lab Chemistry - Glucose]

-]

Potas o
Plemmat T e lvmeiee Loel Tl e s Tlalaar
1 I | » 1] | |
Add [tem --> | < Hemaowe [kem |
Panels: |bems: Functions:
R andomization ;l
Medical History =l

Dozage
Demography

Previous Medication
Concomitant Medication

4] | 3

= All items added to the report in the header, footer, group header or as
columns will display as Available Defined Items.

= The sort order can be changed by clicking on the item and using the
arrow buttons.

Cancel |

Sort Ophions
1 fzcending

) Descendin

Add [tem |

= Any item in the sort order can be identified as ascending or
descending by clicking the item and the Sort Options.

= An item can be removed or added to the sort order with the Add Item

and Remove Item buttons.

= An Item not displayed in the report can be added for sorting purposes

only by selecting the item from the Panels column.
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Preview/Page Setup

Click Preview/Page Setup to view the Design window or to Preview the
report. Both the Design and Preview functions allow you to view the first
200 records only from the database to determine column widths and
page setup for orientation and margins. This function is specific to
formatted reports only.

Note: See Print Preview function from the File menu for non-formatted reports.

The default display is landscape and the settings are maximum column
width of one inch. The width is set to fit all columns on a page depending
upon the number of columns in the report.

= Click the Reset Columns Widths to view all columns to fit on the page.

= Click the Autosize Columns to expand each column to it’s maximum
width.

= Click Page Setup window to enter paper size, changing the page
orientation for portrait versus landscape and setting the margins in
inches for top, bottom, right and left.

Note: Sizing of the individual columns on the grid in design mode will change
the column widths. It is advised to set page setup before the setting of the column
widths since changing the page orientation, left margin size or right margin size
will set the column widths back to their default settings. Use Preview for sizing
the columns as well.

' Preview Formatted Detail Data Listing - |I:I|_X

warning: Firgt 200 rows extracted onlyl

" Preview Feset Calumn “Widths Autosize Coluring FPage Setup... |

ok |
Cancel |
K
K

Investigator Pat. Ho. ¥izit No. Glucoze BUN Ma o
_ 2 |Investigator  Pat. No. Visit No. Glucose BUN Ha

2 ms 1M 1 96 16 144 44
"4 |ms a1m 4 97 18 139 43
‘5 |08 4102 1 126 20 144 41
6 (018 4102 4 90 20 141 47
7 |ms 4103 1 a3 12 141 4
‘g (M8 4103 4 110 18 143 472
"3 (ms 4104 1 77 12 144 4
10 |8 4104 4 91 8 143 41
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M=k
T 58

{~ Design ¥

Fiezet Column YWidths | Autosize D:ulumnsl FPage SEtup...I 0K |

Cancel |

Wwharning: First 200 rows extracted anll

W 17 s Q-] &

Formated Dell Corta Licdng O&-Jand4
10:18 44 AR
HIAl Ly

noanh gt e e Vi T o= B T L3 T T
ol i ' = n [ s m F]
o . ar a L] a o =
um ' ' F [ a ' F
am . = = wi - m ar
um ' = 12 wi L m F]
um . ] a g iz m =
' ' e 12 ' L m =
e . W a ng w m ]
vy ' ar "w ug Y] m =
wum . 'm 1] ng g = =
um ' = " g . m =
aigr ' m " 1w 23 ' N
wr « 'm = 2a L] =
um 1 n n i s m F
um v r n uz un o =
Lim O = ] L] iy 'm =
wn ' B L] ] iz m =
an ' m a ug i or =
wn . ar r L] g 13 =
anz ' W Iy ' i 'y ar
iz . = [ ng w2 m EY
wg ' 1] E ] w2 an 13 =
ang . o I i 2 m =
" ' = . = az = ar
an . = " g i3 m F]
wa ' e 1] g L] L] =
w . -] n g i m zr
azm ' = H un . m =
m ' LY Hl 1y LRl m ar
] . = " 1y 2z m zr
Al Falenk Fage 1017

The page you are currently viewing and the total number of pages for the
first 200 records in the report are displayed with arrows to move through
the listing. Use the magnify button to enlarge the report preview display.
You may use the Printer icon to print a sample of the first 200 records of
the report from the Preview window.

Note: You must use the Create Report to print the entire records contained in

your report. The Preview function is used to determine report layout dimensions
and specifications only.
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Create formatted report

You must Create Report to view and print the entire records contained in
you report. Click OK in the Preview window and return to the Report
Browser window. Click Create Report. Use the tool bar buttons to scroll
through the pages or change the image scale.

iBix
e <%

W 5 vin_Q -] &)

Fomatkd Dl Ce b Lirting n5-Jan-n4
10 21:06 FM
FIAl Luka
In“sasbnuier 1wk M. Mok M. Clueead BHUM Mu L a [

o um ' M " e ay oz F
wam . ar T ag ig m 23
um 1 mm 20 Ikl LAl Ll [ L.
am . @m 20 i ar oo zr
um ' = 1z w . m 2
um . g 2 g .z oa 2
wp ' o iz e . " 23
[ - o a g LA e o0
am ] ar " g az o3 23
m 0 m L] g i3 oz z3
um 1 = " g i 108 23
wgr 1 m " i 23 o Fi3
apr + m r 133 232 oz il
am 1 L) m (L) ad noa L.
um ' " i wa up m 22
wm . = a 3a sy ‘o3 23
wn ' = i3 wg .z " s
ann 1 @ a g dd mr 3
ann + ar r 38 g noe 3
g 1 o s e I 1. ar
&z - | LE-] g L) o Fi3
&g ] o 20 wa an o za
&g ) -l LF] (L) A mi a0
ani 1 = " e a3 a3 ar
wi . = e wg .g o E
2o 1 [ ] g g ] FL]
am . - 1.1 g s 10z ar
am ! = a g L) o3 3
m ! a z ny a0 oz ar
w2m . = i s az o3 zr

AlrFatenh Page 10f1F

Formatted reports 307



Exporting and printing report results

Exporting the report

Export your report in Excel 4, 5 and 7, tab delimited files, HTML format
and PDF files.

1. The created report window must be the active window. From the File
menu, select Export.

Review displays the Export Save As window.

Note: Only Formatted Report types can be exported to PDF files. Non-
formatted reports can only be exported to Excel and HTML.

saveas 2|

Save in: IQ Local Disk [C:] j ] =¥ ER-
| 1Acrobat Reader [ I1reviewrod [_1IRTraining
1 ctadh CIReview?os 1 1IRUserDoc?.0
" 1demadata 1 1Reviewsn [C1IRUserDocg.0
|| Dacuments and Settings 1 IRMigrate [CJoracke
IHP [Cirpublic COPKwaRE
"1 IRAdmin Cl1rserver ez | Program Files

1] |

i
Save I
Cancel |

File narne: I“.XLS

Save as lype: |Excel Files [*.xl3)
Excel File ]

Tabbed Text [* txt

Enter the storage location.
Enter the File name.

Enter the format type.

Click Save.

The report is exported to the currently selected disk directory. (See
Chapter 12: Common Topics: Export Browser Display Spreadsheets; Copy
and Paste Browser Results; Copying to Clipboard)

A

AR N
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Print Preview

You can use the Print Preview for the Detail Data Listing and Summary
Listing only.

Note: Formatted Reports must use the Preview/Page Setup button under the
formatting functions.
To display a print preview of your non-formatted output:

1. Click on the generated output window to make it the active window.
2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click either Print or Close.

The Print Preview function is applicable to all browsers with output
results.

Printing the report

To print your report:
1. Click , or from the File menu, select Print.

Review displays the standard print dialog box.
2. Click OK. The report prints on the currently selected printer.

Page Setup

The default printed report contains the report heading as you entered it,
the current Filter Condition, the current patient selection criteria, and a
page number as the footer.
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Page setup can be accessed by going to the File menu, and selecting Page
Setup. Review displays a standard page setup dialog box option for you
to make changes.

x
Header
_DK
[ER -
Cancel |
=
Foaoter ~ Ezrliar
Page &P -
. _I [™ Center Horizontally
LI [ Center Vertically
— Marging — Print Optiong
Tap Left ¥ Giid Lines o=l
[1" fo.75 ™ Elack & White I Fit To Pagss]
Biattom Right " Row Heading IF-;ages&
1" f0.75" I™ Column Heading
Header Foater PegEs L
i o —Page Order——————————— 1
I : I : ¥ Top To Bottom Scale
Units: [inches R £ Left To Right oo %
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Highlighting patients

Single patient mode

If you have created multiple patient-level displays of your data from all
of the applicable browsers, you can click on any row in one of the report
windows to highlight a patient of interest in a Detail Data Listing Report.

Note: Formatted reports are not interactive with the Data Browser and do not
highlight and support drilldown links with other browsers.

_ioix
[7 Cases Selectet Custom Panels: =
Study | FID | 5EX | AGE | RACE | = _ Define Custom Panel__
1 |KA201 2010632106 Male 65 White
2 |KA201 2010632113 Male 72 White
3 |KA201 2010657106 Male 72 Hispanic
4 |KA201 2010657107 Male 58 White
5 |KA201 2010657109 Male 48 White Parels:
6 |KA201 2010657205 Male 65 White R andomizatian ;I
7 |KA201 2010657206 Male 65 White Medical Histary —
Previous Medication L
Concomitant Medication
= [Dozage Z
1] ILIJ JTTT LIJ
Prew CASE | Mext CASE | Eeset Case&l -
1] | AW
A . B | € D | E F | G =]
1
2 |Investigator Pat. No. Diabetes  Vizit Ho. Glucose Cholesterol Triglycendes
3 063 2106 Yes 1 423 1856 178
4 2106 Yes 4 460 183 273
5 2113 Yes 1 276 241 287
[ 2113 Yes 4 346 239 611
7 065 7106 Yes 1 180 202 185
] 7106 Yes 4 149 197 168
9 Falir Yes 1 172 I 295
10 Falir Yes 4 108 200 204
11 7109 Yes 1 127 316
12 7109 Yes 4
13 7205 Yes 1 168 273 515
14 7205 Yes 4 208 287 578
15 7206 Yes 1 398 212 762
16 7206 Yes 4 219 242 814

Highlighting patients

311



Click on one patient row instantly highlights the corresponding patient
and data in any other active patient-level reports, patient listings, and
Scatter Plot graphs:

In an active scatter graph the selected patient’s data point is highlighted.

E'__'.Ill_J[)a[a Browser ﬂSEDT Bazeline ¥s Endpoint ) =] S
196 Cazes Selected: - - i
] S tudy FID Sex Ac SGOT Bazeline v Endpolntg

11 KA201 2010184111 Female 33

13 [KA201 2010184113 Male |25 100 &

14 KA201 2010184114 Male |57 a %

15 |KA201 2010184201 Female 45

16 KA201 2010184202 Male 33 o

17 KA201 2010184203 Male 64 70

18 |KA201 2010184204 Female GO il

19 |KA201 2010184205 Male 37 50 +

20 KA201 2010184206 Male |39 40 . & *

21 KA201 2010184207 Male |30 a0 i E 4

22 KAZ201 2010184208 Female 47 a0 o

KA201 2010303101 Male 67 10

H KNI

10 20 30 40 50

ASAT [SGOT) [baseling)

0 F0 80 30

Prew CASE | Mext CASE
1 Active #* F'Iac:ebDE
__],.l Final Status Listing
A B C D E F =
1 Completed Heason
2 |IN¥ PatNo | Study? AEs? Discontinue? Treatmenl—
22 4206 Yes Mo Placebo
23 4207 Yes Ho Placebo
24 4208 Yes Yes Active
| 25 |030 31 Yes No Active
| (3107 [Yes Mo [ [P ho
27 3103 Yes No Placebo
28 3104 Yes HNo Active
29 3105 Yes Ho Placebo
= N06__[Yes | L —| Placebo [oill o

In an active Multi-Line Chart Item Value vs. Category by Case graph, a
highlighted line within the graph will update all patient-level displays of
data to highlight the patient underlying the case data.
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Multiple-patient mode

When multiple patients are highlighted and selected from any patient-
level display of data, the Detail Data Listing Reports are updated to
display only the patients that are highlighted and selected. (See Chapter 6
Graph: Multiple Patient Mode.)

Data Browser

196 Cases Selected:

SGOT Bazelne vs EndpointE

. SGOT Baseline ¥z Endpoint _ O =

24 |KAZ01 2010303102 Male 36 100 &
91 |KA201 2010632109 Male 43 a0
133 KA201 2010646122 Male 26 -
% 70
B0
A0 & e
40 4 & *
30 *;*: * 4
20
10
10 20 an an a0 B0 70 a0 a0
Al ASAT [SGOT) (baseline)
Prev CASE | Next CASE
Active * Placebo
Final Status Listing MI E
A B C D E F =2
1 Completed Reason —
2 |IN¥ PatNo | Study? AEs? Dizcontinue? Treatmenl
21 4205 Yes No Active
22 4206 Yes No Placebo
26 3102 Yes HNo Placebo
93 2109 Yes No Active
135 6122 Mo No Protocol violator Placebo . |

The CrossTab Browser results are categorical patient counts. A selected
and highlighted count within a CrossTab or Shift Results Table activates
all patient level displays to be in the multiple patient mode.

When a patient count is highlighted in the CrossTab results window, all
Detail Data Listing Reports are instantly updated to display only the
patients underlying the patient count highlighted from the CrossTab
Browser results table.

Highlighting patients
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[#]Data Browser [2]SEOT Baseline vs Endpoint -0 %
196 Cases Selected: - : :
Study PID Sex Ac SGOT Baseling vs EndpnlntE
A 01030 [l | M ale :
91 | KA201 2010632109 Male 43 ASAT [SGOT] [sndpoint]
117 |KA201 2010646106 Male 36 100 *
138 |KA201 2010646202 Male 52
148 |KA201 2010657102 Male 29 &0
176 |KA201 2010661105 Male 38 E0
40 v
*
Al i ﬁg; L]
207, % %
I:I 1 1 1 1 1 1 1 1 1 1 J
10 20 30 40 50 B0 70 80 90
] Shift Table:ASAT [SGOT)[7.445:45 555] Nl 25" 5G0T) baseline]
A ' B | c | b | E =
1 Mo Cases r Bctive * F'Iac:ebu:uE
2 Percent
3 |RowPercent E? Final Status List =] B
4 |Col Percent A B C D
5 |Baseline v End-> LOW MORMAL HIGH Total 1 Completed —
6 Low 0 0 0 0 2 INV__ |PatNo |Study? |AEs? -
7 0.00 0.00 0.00 0.00 34 030 1110 Yes No |
8 HDIADL | HDM/ODL | HDIV/O) 93 |03 2109 Yes No
3 HDIV/0! 0.00]  0.00 119 064 G106 Yes No
10 NORMAL LI L] 1. 1520 11140 (064 6202 Yes Yes
1 000 9438 063 9500 150 | 065 7102 Ne No
e 0007 93341 (066 178 (086 1105 Yes No
13 HDI /) 8618 3333 g
14 |HIGH ol 2 8 g
15 0.00 1.25 5.00 :
16 0.oo 8 25.00 i
17 HDIY /0! BE.57 A=l el Op




Object Storage: saving your work

Finalize output specification

When the report layout contains the necessary information and all
editing is complete, you can save the report specification for future use.

Note: The data in your report contains only data from those patients who meet
your current patient selection criteria and/or report output filter criteria.

All saved reports with output filters on are saved with the filter
specifications respectively. If you have an active filter on when the report
specifications are saved, you will have that same active filter on when the
saved specifications are relaunched.

Obiject storage location

The output specification can be stored at four user access levels: Private,
WorkGroup, UserGroup, or Public.

= Private storage is at the local PC level.

= WorkGroup storage is PC based and stored at a shared network
drive, to which a select group of personnel would have access.

Note: The WorkGroup storage location was supported in earlier Review
releases. UserGroup storage location is used extensively for later releases.

= UserGroup storage is a database object storage for defined
UserGroups in the configuration tables.

Object storage in UserGroup level allows you to specify sharing
with multiple UserGroups. This works when you click UserGroup
and you are a member in a UserGroup, then the UserGroup listbox
is enabled. If you want to share the object with multiple
UserGroups, simply use the CTRL or SHIFT mouse click for
multiple selections.

= Public storage is also a database object storage for all users of
Review. There is more user access when designated as Public
versus limited access when setup for WorkGroup or UserGroup
storage.

Saving on database object storage sites, requires the author to have
“Publishing Authorization” defined in the configuration tables. (See
Chapter 12: Common Topics: Shared Object Storage- Locations)
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Obiject level

You can store your output specification at three levels: Study, Project, or
Global. The Object Level box is only enabled and highlighted when you
select an Object Storage Location designated as ‘db’ for database. There-
fore, when you select either UserGroup or Public for database object stor-
age location, you can assign an object level to restrict access to a specific
study level or share access between multiple studies at Project or Global

levels.

Save Report Browser

r Object Storage Location

Sfzre with uzeraroups:

" Private © wWorsGroup € UserGroup(ch] @ Public(dh)

r Object Lews]
fe Study O Project € Globd

BicS it

CLIMICAL

CLIMICAL 545 GROUF
[k

REWIEWASDRIN

TEST

Tomnkl

[~ Store Patient Selection Crteria? [~ Stored Palient Selection Crieria Requred?

-

e

i,

Cancel

[

[~ Overide selected ProjectGlobal chject?

FileM arne: Category[M zjor. Mino. Sub): Project or Global Objects 1o overide

| I j AUTHOR TEST AYENTIS -
e e v— Big Leb Chem Farmatted Repart [CF]

Exisling Files: Desciplion: Dermog kstwith 2 paramelers, OR

142 s | Dermaog with AE & and 3 Parmeters

Eldsartoriy Demaographic [global)

B0dtar Dwatheart Surrrnary [nfarmation: Dremographic ieport [projeci level)

ascoun Demography Listng with (MY Paramater

==FiF 2 Distail Fiapart

asfit3 Dietall Report - fom resave

aeFailC DetRep 1: Detailed Oemog Rot w/Prt C

aeFam DetRep 10: Detailed Rptwik bMean at ©

aepam! DetRep17: Detailed Rptwik bMean Ro

aerelatd DetRep12: Detailed Report with Sum a

aerepoert DetRep13: Detailed Rptwith Sum Fow

ASATzurmmary DetRep 2: Detailed Demaog Fipt with zor

AJTHORTEST DetRep 3: Detailed Demag Fipt with zor

boktest! DetRep d: Detailzd Demaog whodified

boktest2 ﬂ j DetRep?: Detaled Rpt with warn and j

When you select the UserGroup object storage location, the ‘Share with
usergroups’ listbox is made available for selection.
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Save the object specification

To save the report specification you have created for later use:
1. You can save your report specification with either the Report Browser
window or the Report Output window as the active window.

If the Report Output window is the active window, then the font,
color, alignment, borders and shading will be stored with the report
specification.

2. Click , or from the Eile menu select Save.

3. Review displays the Save Report Browser window where you can
specify the storage location. Select an object storage location.

Save Report Browser

— Object Storage Location
" Private € WwWorkGroup € UserGroup(dh) € Public(db]

— Object Lewvel
f* Study " Project " Global

Note: In the example, when UserGroup is selected the ‘Share with usergroups:’
box is enabled allowing you to select other usergroups to share access with the
object specification. Use the CTRL or SHIFT key to make multiple selections.

4. Select object level type. The default is Study.

5. Click Store Patient Selection Criteria if you choose to save the current
patient selection criteria with the output specification. When a user
selects the stored object specification they can modify the selection
criteria and still run the output. If the particular patient selection
criteria is specific and required for the output, click Patient Selection
Criteria required. In this instance, the patient selection criteria cannot
be modified when this stored object specification is selected. If none
selected, then no patient selection criteria is saved with the output
specification.

[~ Store Patient Selection Criteria? [~ Stored Patient Selection Criteria Required?

6. Enter a FileName for future reference to be displayed in the list box for
Existing Files. The Filename is for internal use and not displayed in
the Object Explorer window.
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7. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. For
example, the major folder for ‘Safety’ has two minor folders
‘Safety.AEs’ and ‘Safety.Labs’. Folder names are case-sensitive and
after the folder(s) are initially created, they are selected from the
dropdown listbox.

Salety.Labs

8. Next enter the appropriate description which is displayed in the
Object Explorer window.

9. You can include summary information for future reference to be
viewed by yourself or others later.

10.Click Save.

Review stores the output specification to the designated PC, WorkGroup,
UserGroup, or Public storage location.

Note: Any place where the output filter is turned on, the output filter criteria is

saved with the browser specifications and will be active when the saved output
specification is opened at a later date.
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Object Explorer window

Once you have saved your output specification and assigned folder
information, your stored object will display in the Object Explorer
window under Output Specifications.

: Dlutput Spesifisations | Pubiic (db] =

Ea Efficacy
Fatient Efficacy totals
B MYCOLOGICAL AND%LINIEAL CURE - INTERDIGITAL 51

B[ Mycological
(21 General
(23 Owerall
23 Safety

a1 | s

Ercrule Order output zpecifications by
_—l * Type ¢~ Description

Review displays a list of folders for previously saved output
specifications at the selected storage location. Simply select one of the
storage locations as Private, UserGroup or Public to display it’s specific
folders and contents.

Icons are displayed along with the stored object to identify the source as
report, graph, registered SAS program, etc. When a patient selection
criteria is saved with the stored object; the filter icon displays with the
specific browser icon.

Saved objects and their associated icons can be sorted to display in their
folders by icon type or description. Simply click sort by Type or by
Description.
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Obiject properties
You can view information about an object when you select “Properties”.

1. Select the stored object with a single click.
2. Right-mouse click to display a floating menu.

Dutput Specifizations IF'ubIlc [dh]

2.7 Safety

E 20 zoather H™W

TR GLM- Cholesterol v Treatment
(20 AE

E| 23 Labs

I_ S5GOT basellnef’endpumt

ILI;I

. Liver Enzyme panel
[ Liver enzymes
—EB Cholesterol [means) by Treatn. Remove

28 Cholesterol - Treatment (LIFE|——————
-8 Cholesteral - Treatment [TTE Praperties
-8 Cholesterol - Weight [REG) chedule
ﬂ Cholesterol by Treatment [MF. T
B8 Safety Listing |

Order output specifications by
= Tupe {~ Description

Execute

Execute Objects | Review Ouput | Scheduled |

3. Then click Properties. The Object Properties window displays the
object properties for the output object.

It works for ‘Private’, ‘Workgroup’, ‘UserGroup’ or ‘Public’ objects
equally.
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Object Properties 3

Category |5 afiety. Labs

Project K2,

Stuady k2201

Object Type IRemart Browser

Object Mame lexclab

Description Lab Chernistry Exception listing

Summary Specified lab itemz have Dutput Filker applied to zpecifically zelect thoze lab

values outside a specified range cut off. Patients will then be further
evaluated against their Medical History.

Atk N0 401
Create date [14-M0%-2001
Access level |Public [dbl
Dbject Level [Glabal
UserGroup |

Print stored object specification

To print the currently active report specification, make certain that the
Report Browser window is active by clicking on.

1. Click Print, or from the File menu, select Print. Review displays the
standard print dialog box.

2. Click OK.
3. To change the printer, select Print Setup from the File menu.

Repeat column headers are printed on each page in printout.
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Obiject Explorer quick execute

The Object Explorer window aids users to quickly locate and
immediately launch previously saved objects stored within organized
folders. This shortcut allows users to bypass opening the individual
browsers to launch saved objects.

If you want to retrieve a saved output specification:

1. Double click to open a folder.

2. Click on the output specification and click Execute. Your stored output
specification is launched.

ol |

Dutput Specifications IF'uinc: [db]

[:l Acceptance Testing

[:l Dema

=-[23 Demographic Group

E |rwesztigator Freg by Race & Sex

L D

: E test save
Surnmary Listing of Demography data for Age
Witalz with Stats
e Demographical Analyziz
-1 ESH
#-I20 Efficacy
-2 Filter
=-E3

Farmatted Detal Data Llsting -
| | ]

Order output specifications by:
* Tupe ™ Description

'y

Execute

Execute Objects | Review Ouut | Scheduled |

If you want to apply a saved patient selection criteria to your output
specification:

1. Double click to open a folder.

2. Double click to paste the selected patient selection criteria into the
Patient Selection Criteria Window. Then follow the above steps to
retrieve and execute a stored output specification. Or create your own
selection criteria for a stored output specification.
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Retrieve stored specification from file menu

Another way to retrieve previously saved object specification from the
Report Browser:

1. Make the Report Browser the active window.

2. Select the File menu, click Open. Review displays the Open Report
Browser window.

3. Select the object storage location to list stored report specifications.

4. Select a report description and click the Open button or double click
on the report description.

Note: You must use the Open Report Browser window to access the object
storage location for “WorkGroup’.

Open Report Browser EI
Object Storage Location
pEt

" Private O WorkGroup ¢ UserGroup(ch] @ Fublic(db)

IV Display all studies?
Change Workroun Location | = Carcel |

Protocol Desciption Filename Aulhl:ll Created | Summary | Lewﬂ
37 KA201  DetRep 10: Detailed detrepl0 1000001 23-MAY-21 DetRep 10: Detailed Bpt with Mean at Ch PROJ
38 kA2 DetRep 11: Detailed detrepli 1000001 23-MAY-2 DetRep 11: Detaled Bpt with Mean Row [PRDJ
33 kA2 DetRep 12: Detailed detrepl? 1000001 23-MAY -2 DetRep 12: Detailed Report with Sum at CPRDJ
40 kA201 DetRep 13: Detailed detrepl3 1000001 23-MAY-21 DetBep 13: Detailed Bpt with Sum Row B FHIIIJJ
41 KAZD DetRep 1: Detailed [detrepl 1000001 22-MAY -2 DetRep 1: Detailed Demog Rpt w/Prt ChaPROJ
42  kKA20 DetRep 2: Detailed [ detrep2 1000007 22-MAY-21 DetRBep 2: Detailed D emog Rpt with zort ¢ PROJ
43 KA2D DetRep 3: Detailed [detrep3 1000001 22-MAY -2 DetRep 3: Detailed Demog Rpt with sort cPROJ
44  kKA201 DetRep 4: Detailed [ detrepd 1000007 22 -MAY-21 DetRep 4: Detailed D emog w./Modified Co PROJ
45 KA2D DetRep b: Detailed Fdetrepb 1000001 22-MAY -2 DetRep b: Detailed Rpt with Suppress Du STUD
46  KAZI DetRep 7: Detailed detrep? 1000007 22 -MAY-21DetBep 7 Detailed Apt with wam and Pz PROJ
47 | KA2D1 DetRep B: Detailed FdetrepB 1000001 22-MAY -2 DetRep 8: Detailed Rpt with Dutput Filter PROJ
48 kA2 DetRep 9: Summary detrepd 1000007 22 -MAY-21 DetBep 3: Summary Apt w/Bazeline vz E STUD
49 KA2D DetReph:Detailed R« dreprpsc 1014001 14-JAN-20 DetRep5:Detailed Report with Required P PROJ

a0 kA2 Detail Beport detrepiq 1021011 26-FER-2{ Detailled repoit with Beguied PSC for fem PROJ
51 KAZ2D Detail Report - form 1detrep 102101 307-HOV-21 PROJ .
R e e .W.HJ

a. If you want to browse and/or select a file from the WorkGroup,
UserGroup or Public storage sites, click on the site and the files
available to you are displayed in the following window.

b. Click Change WorkGroup Location, and you are enabled to
browse various report object storage sites.

5. You can browse through the report specification by reviewing the
summary text. Click on the report specification, and click Open.
Review pastes the report layout specifications into the layout
spreadsheet, clearing the current spreadsheet contents.
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6. By default, Review displays only saved report specifications created
while reviewing the current Study Protocol(s). You may also import
report specifications created for other Study Protocol(s). Check
“Display all studies?”” and open any available Report Browser
specification. Review will validate the data structure to verify that the
foreign report specification is compatible with the current study
protocol(s).

7. If afilter criteria was on when the report specification was saved, the
filter has been saved with the report and will be active upon
reopening.

Schedule output

Obiject Explorer scheduled output

The Object Explorer window aids users to quickly locate and schedule
previously saved objects stored within organized folders. The output
scheduler allows users to schedule a job throughout all output browsers
in Review. This includes reports, graphs, crosstabs and SAS jobs.

1. Select the stored object with a single click.

2. Right-mouse click to display a floating menu.

3. Click Schedule. A dialog window displays for Job Scheduling.

;Dutput Specifications IF'uinu: [db]) "I

----- PSC SUM Test A
----- @, Flace by Sex - patient counts [male |

----- eazans far dizcontinuatio

----- Sum Report Efficacy i

""" test EDD_I,J

----- @, testua Eagte

----- Z{'{ Completion by Treatment [~
----- % Completion Status by Rea Flemi
----- IR Race by Sex (Tabulate) Froperties

----- IR SAS Proc save

----- % Sewx by Race - freq distrib
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Job Scheduling

11419/2002 3 :47:50 PM |—

r
r

A7 =1
9:47:50 PM =
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I

I

—Wwhen

4. If you select Later at (Date Time), click on the arrow to display a drop
down calendar to select a future date and time.

Job Scheduling

Mow

¥ Later at [DateTime]

|1 1/19/2002 3:47:50 Pt

Sun Mom Tue Wed Thu

g |
2r 28
3 4
0 N
17 18
24 25
1 2

29 30 #
5 6 T
12 13 14
[19° 20 =
% 27 28
3 4 5

29
L]

T

Hresday [0 Thursday

e

mrE ah outpul

Number of generations to keep’?

% Private

".f-\cc:ess to output

~ UzerGroup

" Public

x|

Submit Jab |
Cancel |

OR

Schedule a repetitive frequency using selected days of the week by
selecting Later every (day). This feature allows you to automatically
delete previous generations of the output or enter a number of

generations to keep.

5. Select who can access the stored output results for Private, UserGroup
or Public.

6. Click Submit Job.

The output results are archived in the object folder with a date time
stamp and identify the user who submitted the job run. Only the person
who scheduled the job output can delete the stored results.
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View Scheduled Jobs

Click the Scheduled tab at the bottom of the Object Explorer window to
view jobs currently scheduled. The scheduled jobs are organized and
listed in the same folder category as the object specification storage

folder.
| Gcheduled Jobs
. Scheduled:Every Thu at 1017 byl027012 subszet:All Patients
. [ Scheduled:Every Frist 0800 byl0221871 subsetAll Patients
E| . report with final status
: Scheduled:Every Thu Fri st 1027 byel021012 subsetAll Patients
Scheduled:Every Thu at 0912 bywl027012 subszet:All Patients
=2 General
B- Feazons for discontinuation
. Scheduled:19-MNoy-2002 22:00 e [074071 subset TE.COMPLETE =1
= D JReview YWalidation
= I:l Detail Graph
El- |_ DD1: Scatker Plot of WWeight ve Height by Sex
i - Scheduled:Every "Wed at 0306 by:| 021012 subset:All Patients
B- |:| Deta|IF|ep0rt
B[ DetRep 7 Detailed Rpt with warm and Panic Yalues
Scheduled:Every Friat 0832 by|021012 subset: TSINVESTIGAT
=123 Safety

E||:| Labs
EE SGOT bazelineendpoint
i.f3] Scheduled:Every SunMon Tue wWed Thu Fri Sat at 0716 bCTD

Remove Scheduled Jobs

If you need to remove a scheduled job, highlight the job description and
right-mouse click to display a floating menu, click Remove.

Scheduled Jobs

= D Demographic Group
= . Vltals with Stats

R Zhange SChEdLﬂE!

Remave

Properties
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Change Schedule

If you need to change a scheduled job:

1. Click the Scheduled tab at the bottom of the Object Explorer window
to view jobs currently scheduled.

2. Select the job description and right-mouse click to display a floating
menu.

Change Schedule

Femaove

Froperties

3. Click Change Schedule.

4. The Job Scheduling window opens for you to enter your changes.
5. Click Update.

HJob Scheduling %]

—When

 Now pdate I

 Later at [DateTime] Cancel |
|11f'1 9/2002 9:5303 PM j

% Later eveny [day]

I~ Monday [~ Tuesday [~ Wednesday [~ Thursday

[V Friday [ Saturday [~ Sunday
at [Time]

nn- =1
|3_nn.nn A —

[T Automnatically delete previous generations of outpul

Mumber of generations to keep? I

".t'-‘«cc:ew to output

i+ Prvate 0 UserGroup  © Public
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Review output

Locate stored output results

The Review Output folders are from the category folder definition for
each of the objects that were run. You only see folders in the Review
Output if an object has output saved.

Saved results:

l [:l Fllter

= [ General

i B8 Demographic listing [RTF]

E| . Demographic listing - by investigator, w/ mean age at inv.,

: subrnitted: 23-FEB-2002 03:38 by 08162 2ubszet T10.SETEXT = HEADACHE
zubmitted: 23-FEB-2002 09:42 by: 008162 subset: T10.SETEXT = HEADACHE
submitted: 23-JAMN-2003 09:14 by:CTDEA subset TH.SEX =1

o [T submitted: 23-JAN-20073 09:20 by: CTDBA subset T5.SEX =1 AND TECOMPLETE
l I PSCSUM Test —

#-[# Reasons for discontinuation
E]---[:I JReview VW alidation

E]---[j_‘l 545 Procs -
4| |

Order results by
¢ Category ¢ Date [descending]

Execute Objects | Review Output | Scheduied |

‘ BReview

Note: The exception is previously run and saved SAS Proc output results from
an earlier Review release. The SAS Proc browser scheduled a job to be run and
the output saved. The output would be listed under the specific SAS Proc that
was run. Therefore, old SAS Proc jobs are placed in a SAS Proc folder.

You can quickly locate stored output results run from the different
Review output browsers for reports, graphs, crosstabs and SAS jobs.

1.Click the Review Output tab at the bottom of the Object Explorer
window to view saved output. The stored output results are saved
with the date/time stamp and author who submitted the job.

2.Single click on the folder category to open.

3.Either highlight the output description and click the Review button or
double click on the description to view output.
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Quick remove saved output results

1.Locate and open the output folder.
2.Select the stored object with a single click.

3.Right-mouse click to display a floating menu, click Remove.

Saved results:

[:l Acceptance Testing

-3 Filter

E|D General

i @ Demographic isting (RTF]

E e Demngraphlc letlng by |n\-'est|gatnr ! mean age at iny.

23 2002 (15 ettt
submltted 23-JAN-2003 09
submitted: 23-JAN-2003 09 properties
I . PSCSUM Test _—
o B Reasons for discontinuation Refresh
-2 JReview Yalidation
-0 SA5 Procs
4]

=k TE.5EX =1

.-tT1I:I SETEXT = HEADACHE

b T5.5E% =1 AND TECOMPLETE

| Beview Order results by -
% Category 1 Date [descending)

| o

Execute Objects | Review Output | Scheduled |

Delete multiple output

You can delete multiple output results in one of the following ways:

For contiguous output listed next to each other:
1.Click the first output.

2.Hold the shift key and mouse click and drag the cursor over the
output tables you would like to delete.

3.Click Delete output.

For non-contiguous output tables not listed next to each other:

1.Select the output tables you want while holding the Ctrl key.
2.Click each output table you would like to delete.
3.Click Delete output.
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Quick remove a stored object specification

You can quickly delete any saved Output Specification in the Output
Specifications window located on the Execute Objects tab.

1.Select the stored object with a single click.
2.Right-mouse click to display a floating menu.

3.Then click Remove. You are prompted “Are you sure you want to
delete the object?”.

The Remove function is a quick way to delete stored objects provided the
user is the creator or a SuperUser. It works for ‘Private’, “‘Workgroup’,
‘UserGroup’ or ‘Public’ objects equally.

........................................................................................

(Bt
LCapy
----- & testua fasie
----- z;'e_ Campletion by Treatment |
----- % Completion Status by Fes lion
----- % Race by Sex [Tabulats] Properties
----- R SAS Proc save -
----- R Sex by Race - freq distibu Schedule

Note:If output has been saved for the object specification, then a message displays
stating saved output exists for this object. Therefore, the object specification
cannot be deleted at this time.

Remove a stored object specification

Another way to remove a saved object specification:

Open the browser to make it the active window.

From the File menu, click Remove.

Review displays the Remove Report Browser window.
Click on the object storage location.

Select the stored report specification you want to remove.

AN A

Click Remove.
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Review deletes it from your local PC, WorkGroup, UserGroup or Public
storage sites as you designate and have security clearance to do so.

Remove Report Browser E3
0

bject Storage Location
’;3'

Bemove

ae;f  WorkGroup € UserGroupldb) © Publicidb)| [ Wisual Subssts?

Cancel

L

|Filename Author | Created Summar

| I L d ed panels: Demography . Bandomi
Dose start date vz A Join logic 1021181 03/31/19! Dose and AE panels

Efficacy lizting for to Efficacy T1021181 09/05/19! data items from Efficacy Panel

K le

Closing report browser and reports

Closing a report window

If you are finished reviewing the data in a report, double-click the
window’s close box, as you would with any other window.

Closing the Report Browser

If you are finished with all reports, and do not want to define any other
reports: double-click on the close box of the Report Browser window.

Review also closes all report windows currently opened.
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Exploring data

Changing the patient selection criteria

After you have defined the specifications of your report, and have
created it by clicking Create Report, you can use the report(s) that are
currently displayed as data exploration views by doing the following:

1. Change the patient selection criteria, redefining it by adding
additional expressions, or removing existing expressions.

2. Click Update Browsers in the Patient Selection Criteria window to
update all active browsers according to the new criteria.

Reports or other browser objects that are displayed will be updated
according to your new criteria. Each report generated with a filter on will
update with the same filter criteria with which it was created.

Pivot panel presentations

You can create a pivot panel from any of the Review browsers. All pivot
panels can be shared, if they are created and registered with the ‘Shared
with Others’ option.

Pivot Panels offer a powerful opportunity to transpose the data structure
at the database into a clinically pertinent structured views of the actual
data in the data management system.

Note: Saved specifications using a pivot panel will only work with the pivot
panel it was created with. If the same pivot panel is recreated with the same
name, the objects using the original panel will not work because the system
naming convention iterates with each created panel. (See Chapter 12: Common
Topics: Pivot Panels)
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Report output filter

After you have defined the specifications of your report, you can extend
your data exploration by row filter data inclusion. Row filtering is
carried out by the output filter criteria window. The output filter function
specifies observations and visits, presumably from multi-visit items, to
focus reporting presentations on clinically specified item values. Filtered
and non-filtered Scatter Plot graphs can be very informative when
Review’s patient-level interactive browsers are utilized interactively in
the multiple-patient mode to identify and characterize a subset of
patients:

1. Create an output filter or edit by adding, editing, or removing existing
expressions.

2. Click Save Filter in the Report Output Filter window to apply it
against the next created Report.

Patient identification

Multiple patients can be selected from all patient-level displays of data
results. Selecting more than one patient activates Review’s multiple-
patient mode, which updates patient-level displays of data to highlight
only the selected patient data. This facilitates patient identification and
subsetting, for exploration of the selected patient data with the reviewing
facilities of the Data Browser and all of Review’s browser tools. (See
Chapter 12: Common Topics: Multi-Patient Mode)

_Define Join Logic_

The pseudo-panel *_Define Join Logic_’ provides an opportunity to
investigate relations within the clinical data defined by medical
investigators “on the fly”. Join logic defined for the Clintrial type 0 panel
is required to utilize the items within Clintrial Type 0 panels. Custom join
logic for Clintrial type 0 panel can be used anywhere in a report. (See
Chapter 12: Common Topics: Define Join Logic)

Clintrial tags

Clintrial tags are accessible to be used in Report Browser constructs. Clin-
trial tags are listed as a pseudo-panel, and definition and categorizations
of tags are listed as items. (See Chapter 12: Common Topics: Clintrial TAGS)

334 Chapter 6: Reporting



Protocol comparison

Utilizing the pseudo-item <Study ID> in CrossTab constructs facilitates
comparisons between protocols. (See Chapter 12: Common Topics: <Study
ID> pseudo Item)

_New Event Function_

Utilizing the pseudo-function ‘*_New Event_’ allows you to create and
define new landmark events to be evaluated and applied to your selected
patient populations as function values. (See Chapter 12: Common Topics:
_New Event Function_)

Outer Joins

If enabled, a patient's data is included in a browser’s results even if some
panels of data are missing for that patient. (See Chapter 12: Common Top-
ics: Reviewing Preferences)

FULL JOIN

By default, full joins is enabled, which sets selection criteria against each
row per patient. By default the FULL Automatic JOINS, tests by row
restricting criteria application to Visit and/or Observation, depending on
the type of Panel.

An optional join preference is to disable the full joins, this facilitates the
selection criteria to be applied throughout all patient data rows. The
criteria applied would test by Patient ID and not consider Visit and/or
Observation, thus broadening the scope of the patients meeting set
criteria. (See Chapter 12: Common Topics: Reviewing Preferences)
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Graphing

Patient selection criteria 340
Selection set 340
Opening the Graph Browser 340
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Selecting a graph type 341
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Patient selection criteria

Selection set
You can explore data items of selected patients graphically after defining
the patient selection criteria and by using the Graph Browser.

Opening the Graph Browser

Click [ or from the Browse menu, select Graphs. Review displays the
Graph Browser window where you specify the type and contents of your
graph. The Graph Type listbox offers two options for displaying data
graphs at detail patient level or summary data. The Graph Style listbox
displays selections dependent upon the graph type you selected.

_lojx
Graph Tyne Graph Style
Dietail Diata Graph IScaIta [iterris v itentr| Pl d
Panelz |tzms: Functions: 't i
_Defire Pivct Pane & | Aod'f ==
_Diefine Join Logc_ » -
_Impot SGL_ _(" Sealig
R zndomizaion - é\_uto
Medizal History £ i
Prewious Madicatior  ariakls 2 B
Concomitant Medcz I
Dozage Buddx==> | |
E_Eml'”gajhy ~¥ Sealing
Lml:?lil*'e ) %) futo
o "":‘I”’  Fied
an Remaiotogy ) Waratle
Lab Urnalysis | B wariable:

Advers= Events

Effizacy Evalugtion Add B==3 |
Mycologicel Fesults
Witals & Fhysical Exe
Clinbrial TGRS Page vaniable:
REYIEWADIN. T A odd Pages>
REVIEWSDMIN. DB |

REWIEWBDMIN.TA

REVEWADMIN P Graph Heading
Mycology Summany” I
AGGF!EEATED_ij
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340 Chapter 7: Graphing



Access to SAS datasets
SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for graphs.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same graph.

Selecting a graph type

Detail Data Graph

Click Detail Data Graph option in the Graph Type listbox. Click the
Graph Style button to display a drop-down listbox of graph types for
Detail Data Graph:

Scatter (item X vs. item Y) Plot with dual Y axis mode option
Scatter with Regression Line with dual Y axis mode option
3D Scatter (item X vs. item Y vs. item Z) Plot

Baseline vs. Endpoint Scatter Plot

Baseline vs. Min value Scatter Plot

Baseline vs. Max Value Scatter Plot

MultiLine Chart Item Value vs. Category by Case

MultiLine Chart Item Value vs. Category by ByVar

Summary Data Graph

Click Summary Data Graph option in the Graph Type listbox. Click the
Graph Style button to display a drop-down listbox of graph types for
Summary Data Graph:

2D BarChart Frequency Distribution

3D BarChart Frequency Distribution

2D BarChart Item Summary vs. Category

3D BarChart Item Summary vs. Category

Pareto Chart Frequency Distribution

Pie Chart Item Summary vs. Category

Line Chart Item Summary vs. Category with dual Y axis mode option
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= Multiple Variable MultiLine chart

= Polar Chart Item Summary vs. Category

= Radar Chart Item Summary vs. Category

= Filled Radar Chart Item Summary vs. Category
= Multiple Variable Radar

= Mean + Standard Deviation vs. Category

Note: Multiple studies are supported with Summary Data Graphs.

Bar Styles
The Bar Style listbox displays when the Summary Data Graph type is
selected. The following Bar Styles are available for 2D BarCharts only:
e Clustered bar (Vertical and Horizontal)
= Stacked bar (Vertical and Horizontal)
=lolx]
Graph Type Graph Style Bar Style
|Sumrna|y [rata Graph j |2IJ BaChart Frecuency Disribution j |E]ustere-:| bar Merbca h
Panls Itz Functions: Clistered bar [Verbcall
anes. - e O Siacked bar [Vertical
_Define Pivat Pare < | Add i == | Chustered bar Harizantal)
_Define Jain Logic_ _ Siacked bar [Hori
Import 5OL_ ' Ecaling
Randomization 2 'i"."’tc
I edizal Hiztary C l-ne_d
Prevdous Medicatior £ Veriabe i
Concomitant b edc HE
[ozage AddK==x | |
D,Emgra:'h"" # Eraling
Final %) Lite
Lab Chemiztrp =
Lao Hematalagy e . ”E.d
S ) Yariable
et Urnalysis BY varieble:
Averze Events

Add Bv==>

Efhcacy Evaliation
lycological Results
‘itals & Phwsical Exe
Clnirial TAGR5 Fage vaniable:
REWIEWADMIN.TA tiddPage=> |
REWIEWADMIN.DE

REVIEWWADMIN.TA
REWIEWADMIN PA
lycology Summary” |
AGGREGATED_CO -

ﬂ_l 4 Fiter Output | [Creats Graph

[Graph Heading
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Group Functions

All general purpose graph types (2D Scatter, Line Chart, and BarChart)
allow all normal data function selections displayed in the Functions list-
box. In addition, the following summary graphs support Group Func-
tions dependent upon the item selected:

2D BarChart Item Summary vs. Category

3D BarChart Item Summary vs. Category

Pie Chart Item Summary vs. Category

Line Chart Item Summary vs. Category
Multiple Variable MultiLine chart

Polar Chart Item Summary vs. Category

Radar Chart Item Summary vs. Category
Filled Radar Chart Item Summary vs. Category
Multiple Variable Radar

[aroup Functions:
count

count distinct
count subjects
mir

max

mean

std dev

]
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Defining a graph specification

Creating a graph specification

Specify the contents of a graph by applying the same method that you
used to build the patient selection criteria.

1.
2.
3.

N o g &

Select a panel.
Select each item of interest and the appropriate function for the item.

Depending on the graph type and style selected, click the appropriate
graph axis button to add the item to the graph specification.

For example, click to add the selected item to the Y axis on the right
side of the Graph Browser window.

Enter a Group BY variable (optional).
Enter a Page BY variable (optional).
Enter a Graph Heading.

Click Create Graph.

Note: Selected 2D graphs in Detail Data Graphs for Scatter Plots and Summary
Graphs for 2D Barcharts support the Add Page variable.
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Final Meutrophil, Bands ﬁ E'E:allng
Lab Cherniztry Lymphocytes i .utc'
Monocytes " Fixed
A=A Enzinophils " Wariahle
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When you apply a Page variable item such as investigator which may be
common to most to your panels, select the investigator data item from
the same panel as your Axis items. In this example, the lab items and
investigator were selected from the Lab Hematology panel. This will
avoid creating complex outer joins or possible discrepancies where the
Page variable item may be missing in a particular panel.

Defining a graph specification
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o
BR|ODEHESE Lo A
Hgh ws Het BY Sex PAGE BY Inwestigator
Study KA201 All patients

Hematocrit
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52
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40 *
351 “’
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34
32

30

1 1 1
8 9 9101011 1112121313 14 1415 1516 16 17 17 18 1819 19

Hemoglobin Investigator [018]

Note: The Page By item variable selected in this example for Investigator is
displayed in the lower right corner along side the page number.

Change graph specifications
1. To change the graph specifications you defined:
a. Click on the Y axis or X axis to be deleted.
b. Click or from the Edit menu select Cut.
c. If youwat to clear the graph specifications entirely, click .

Note: You may use the pseudo-function ‘_New Event Function_’ to define your
own function as well as new items and new ranges are supported throughout the
Graph Browser. (See Chapter 12 Common Topics: Derived items and New
Range Variables and New Event Function.)
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Graph Browser output filter

2. Optionally, create an output filter:

a. Click Filter Output, to row filter the observations and/or date
values of choice.

b. After you build the output fllter crlterla and save it, the Filter
Output button togglesto| :

3. When you are satisfied with the contents of the graph specification,
click Create Graph. The filter criteria is applied during the next graph
creation. (See Chapter 6: Report Browser: Output Filter.)

Graph display results

2D Graph Toolbar

The toolbar displayed in your graph results window is dependent upon
the graph you specified. Select 2D graphs have additional features
available from the toolbar and the buttons activated are dependent upon
the graph style selected for the graph specification. Some 2D graphs have
optional multi-page graph display buttons enabled when the Page By
item variable is defined in the graph specification. In addition, the 2D
Summary Data Graphs have graph style buttons so you can change the
current graph style without replacing the graph specification.

When you click Create Graph the graph toolbar is displayed at the top of
the results output window. The first and second buttons are the
‘Snapshot’ and ‘Who?’ buttons and are available for all output browsers.
(See Chapter 6: Report Browser: Snapshot Output)

=R CAISRSEEEE
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Display multiple pages

The next four buttons apply to the multi-page graphing capability for
select 2D graphs where multiple graphs can display on the same
window. The Page By item variable is optional when you define the
graph specification. Simply click a multi-page graph button to view
several graphs displayed on the same window.

Initially the graph opens and displays in single mode. If a Page By item
variable was defined, you can move within single mode between the
individual pages with the up/down arrow keys.

The Page By item variable for Investigator in this example is displayed in

the lower right corner of each graph display along side the actual page
number.
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Change graph style

Select 2D Summary Data Graphs have the ability to change the graph
type after the graph has been generated. Create your 2D Summary Graph
to view the results, then click the graph style buttons to change the graph
style view.

e % b

Note: The same graph header is displayed between all selected graph styles.

—107x]
2R (08 HEE|k e r I E

20 Barchart Race BY Sex PAGE BY Investigator
Study: KAZ01 All patients

Race (Freq)

alle—Male
16 H#-Female

| |
White Black

Race

Investigator [018]
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E 2D Barchart Freq Race BY Sex BY Investigator =[Ol =]
T BR(OEHEE |k e xS H |
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Highlight the graph

The 2D and 3D graphs display a different graph toolbar. Therefore,
slightly different steps are used to highlight data points or bars between
the graph styles.

= Initially when you create and view a select 2D graph type the arrow
icon is active for highlighting and defaulted ON.

= To highlight data points in any 2D Scatter Plot Graph, click and drag
the mouse over the selected area in the graph. Start the mouse drag
from the upper left corner down and across to the lower right corner.

= The 3D Scatter Plot displays a minimal toolbar without the arrow icon.
Simply click and drag the mouse over the selected area in the graph.

= A 2D or 3D Summary Data Graph only requires a click on the selected
bar to highlight.
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Note: Scatter Plot graphs allow you to save a visual subset of selected data
points. (See Graph Browser: Patient subset by graph)
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Zoom the graph

B3 chemistries BY Cardiovascular Dx =10 x|

B 0EHEE

To use the graph zoom feature on 2D Scatter Plot graphs:

1. Create your 2D Scatter Plot.

2. Click the left magnify button to turn ON the zoom. Click and drag the
mouse over the selected area in the graph. A new view of the select
zoom area of your graph is displayed.

3. If you choose to highlight any data points while in zoom mode, click
the arrow icon to highlight those data points.

4. To exit out of zoom mode and reset to the original display, click the
right magnify button.
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Resize graph image

The last two buttons increase or decrease the size of the graph image.

| #T I

Multiple graphs

You can have multiple graphs active at the same time. After you have
defined and created one graph:
1. Define and create the first graph and leave the results window open.

2. Go back to the Report Browser window. Click ,or from the File
menu, select New to refresh your screen.

3. Define and create the new graph. Review displays a new window and
displays your graph within it.

Note: If you make changes to the patient selection criteria it will refresh the open
graph results window.

Snapshot output

Multiple population mode

Review has an optional multiple-population mode available in the Graph
Browser. The Snapshot output allows you to change the patient selection
criteria and view the different output within the graph browser at the
same time. When the results are executed and displayed from the graph
browser output window, two icons are displayed for “Snapshot Output”
and “Who?”. (See Chapter 6: Report Browser: Snapshot Output and Chapter
12 Common Topics: Snapshot output)
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Patient subset by graph

Subset by graphic regional selection

The click and drag windows region selection convention used for
highlighting or outlining a region of data, is used in the Graph Browser
for Scatter Plots to create a instantaneous subset of patients within the

boundary created. (See Graph Browser: Highlight the graph)
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When you open the Data Browser and then select a region from any
scatter plot in the multiple-patient mode, the Data Browser instantly
updates the current patient listing and all data browsing features for the
selected patients within the region selected in the scatter plot graph. (See
Graph Browser: Multiple-Patient Mode)

1]

_ioix
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Study PID SEX AGE RACE ~ | o Befine Custom Panel
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Medical History J
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Dozage

Demography -
1| | b

LlJ
Prev CASE | Hext CASE I Reset Ca$E$| LI

Save Visual Subset

You can save patient subsets from patient-level graphs when you
highlight data points. The Save Subset icon is activated and located as the
last button in the toolbar. When you click Save Subset Review displays
the Save Visual Subset window where you specify the storage location

and details for later use. /

B |02 H s

i b bl @ (% || FT T |
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Save Yisual Subset

—Dbjec! Storage Locaiion Shiare with ysemroups: S ave
. , ) BinStat

£ Pivate € wWoklroun € UserGroup(dh) = Publicfdb] CLINICAL = el

CLINICAL SA5 GROUP _‘
—Object Lewel O

BN )
) Sindy € Project = Global q'EIEU A0
TEST j
T il
[~ Dierride s=lected Project!Glabal shjgst:
FieHame: Calegorybdajorbdnor. Sub} Froect or Globa Objects to overnde
| =

E wisting Files: [rezcription:
2dsub I
Idiub
hickal Surmmary Infornatior:

1. Enter the Object Storage Location and Object Level.
2. Enter a FileName.

3. Enter the folder(s) information in the Category box. Each folder
(major, minor and subfolder) is separated by a period where folder
titles can consist of more than one word separated by a space. Folder
names are case-sensitive and after the folder(s) are initially created,
they are selected from the dropdown listbox.

4. Enter a description and summary information for display and future
reference.

5. Click Save.

The stored patients represented in a visual subset from the Graph
Browser can be used in regenerating reports and other analyses.
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The saved Visual Subset object stores the highlighted patients in the
designated folder of the Object Explorer window under Patient Subsets.
The visual subset description is listed with a double icon as a filter with a
scatter plot graph on top. The double icon distinguishes the stored visual
subset object from the stored patient selection criteria objects which
display a single filter icon.

Fatient Subsets IF'uinu: [db] "l

S_afet_l,l ;l

* test cvs hypertension ki cholest, kil

Elevated Cholesteral patients
" Elevated bazeline SGOT
" Patient with specified &F 5

[:I \;":arsiun 5 Subsets =
1| | E

Note: The saved patient subset is NOT A DYNAMIC SAVE. If the data points
change in the future, selecting the saved object will display the original subset of
data points.

Remove Visual Subset

You can do a quick remove of the stored visual subset.

1. Click on the stored object under the Patient Subsets window.

2. From the File menu, click Remove. You will see a message display
asking you to confirm the deletion.

Review deletes the visual subset from the designated local PC,
WorkGroup, UserGroup or Public storage location if you have security
clearance to do so. (See Chapter 12: Common Topics: SuperUser Privileges)
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Types of Detail Data Graphs

Scatter (Item X vs. Item Y) Plot

In a Scatter (Item X vs. Item Y) Plot graph, each data point corresponds
to each patient’s observation for item X and item Y and BY variable to
subset graphic displays.
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Graph Type

There is no restriction on the data type and character data is also

supported. This example demonstrates the Page variable where the data

item Investigator was taken from the Concomitant Medication panel
along with the X and Y Axis data items.
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Use the Page Up and Page Down buttons on your keyboard to move
between Investigator pages.
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Note: You may need to limit the number of patients displayed.
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The Scatter (Item X vs. Item Y) Plot can also be plotted as two variables

on the Y axis (dual Y axis mode).
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In a Scatter (Item X vs. Item Y) Plot with Regression Line (least mean

Scatter Plot with Regression Line

square algorithm), each data point corresponds to each patient’s
observation for item X and item Y. There is no restriction on the data type
used.

Testing of Regression formula of Y on X: (y =a+b *x)

The Scatter Plot with Regression Line can also be plotted as two variables

on the Y axis (dual Y axis mode).
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3D Scatter Plot

The 3D Scatter (Item X vs. Item Y vs. Item Z) Plot displays three-
dimensional data. Each patient’s data points for X and Y coordinates are
plotted against the Z elevation value. Use the BY variable to subset
graphic displays.
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You can rotate a 3D graph image. Click on the left mouse key and then
the right mouse key while holding down both keys at the same time,
rotate the graph image.
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4 Male
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Baseline vs. Endpoint Scatter Plot

In a Baseline vs. Endpoint scatter plot each data point represents a
patient’s baseline (X axis) and endpoint (Y axis) for the item. The Baseline
vs. Endpoint Scatter Plot have only “Y axis” button enabled. When you
add the item to the Y axis, it is automatically added to the X axis, and
both axis titles are modified with 'Baseline' or 'Endpoint’ after the
description. Use the BY variable to subset graphic displays. Review also
provides graphing formats for Baseline vs. Min Value Scatter Plot, as well
as Baseline vs. Max Value Scatter Plot of selected items.
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MultiLine Chart Item Value vs. Category by Case

In a MultiLine Chart Item Value vs. Category by Case graph, each patient
is represented by a line. PID is defaulted for the patient identification.
The Page variable is not allowed. Click on a line and the underlying
patient will be highlighted in all patient-level displays of data.

Note: You may need to limit the number of patients displayed.
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In this example, a patient selection criteria was applied to the graph
output for Medical History if Diabetes was ‘Yes’ and displays in the
graph heading.
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MultiLine Chart Item Value vs. Category by ByVar

The MultiLine Chart Item Value vs. Category by ByVar graph, provides
the same functionality as the MultiLine Chart item Value vs. Category by
Case graph. However, you select the patient identification item. Each
patient is represented by a line. Click on a line and the underlying patient
will be highlighted in all patient-level displays of data.

Note: You may need to limit the number of patients displayed.

E Graph Browser ;[Elil
Graph Type Graph Style
IDetaiI Data Graph j IMuItiLine Chart [tem alue v Category by ByWar j
Parels: Items: Functions: i
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B3 Hct vs Hgb BY Sex for Discontinued Patients =10 %]
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Types of Summary Data Graphs

2D Bar Chart Frequency Distribution

In a 2D BarChart Frequency Distribution graph, each bar represents the
category value of the item with the Y axis representing the frequency. Bar
style options are clustered bar versus stacked bar in vertical or horizontal
orientation. Use the BY variable to subset graphic displays.

@-Eraph Browser =]
Graph Type Graph Shyle Bar Shile
ISummar_l,l Data Graph j |2D BarChart Frequency Distribution j IEIustered bar Nertic-j
Panels: Items: Functions: T ARz
a | | _Defing Mew ltem_ _Mew Event Functic Lo d == | Face [Freq)
Diefine Jain Ll:ugic_ _Define Mew Range_| | actual value =
_Define Pivot Pan ;gsetudy D> v [ Sealing
Clintrial TAGS Cale Aige &1t
; : : ) Fived
Adverse Events Childbearing Patential i
AGGREGATED_C || Date of Birth £ Wariable ,
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- | tigat
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Demography Pat. Mo, Count &
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fficacy Evaluatior Cex  Varisble
Firnal isit D ate B wariable:
Lab Cheniztry Wisit Label e
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Lab Unnalyziz
LAE_CHEM [SAS)
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Frevious Medicatic :
Randaomization Graph Heading
REVIEWADMIN.D |
REVIEWw/ADMIMN. P *
LI_I 4 LI_I LI ll_l _"I Filter Output | Create Graph
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This example shows the same graph type and style, but with a different
Bar style option for clustered horizontal.
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This example of a 2D Barchart Frequency Distribution plots Adverse
Event data. The counts represent patient counts and the individual

adverse events. Compare to the Summary Listing.
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(partial screen display)

El Adverse Events codes Summary Listing
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X and Y scaling

The X and Y axis scaling on the graph browser screen only appears when
line charts or 2D bars are the selected graph styles. They are inactive and
initially set to Auto until a page variable is selected. Then you may pick
either Auto (0), Fixed (1), or Variable (2). When you save any graph, an X
and Y scaling value will be saved. These values will be 0 unless you
changed them on the screen. For old saved graphs, if no X and Y values
exist, it will read as 0.

E Graph Browser O =]
Graph Type Graph Shle Bar Style
ISummal_l,J Data Graph j |2D B arChart Frequency Diztibution j IEIustered bar Nerticej
Panels: Items: Functions: ¥ i
a| | _Define Mew ltem_ _Mew Event Functic Addy == AE Coded [Freq)
_Define Join Logic_ zgﬂér;lelgl}ew Range_ | |actual value r— —
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—[_j ef!ne Pivot Pan [rate of A andomization @ Auto
Clintrial TAGS Irvestigatar )
Adverse Events Pat D { F'”E_d
AGGREGATED_CI || Pat Mo i Wariable _
CODE_INDEX AL 5 b
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LAE_CHEM [SAS)
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Frevious Medicatio .
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REVIEWADMIN.D |
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LI_I 4 LI_I _'I ﬂ_l _'I Filter Output | Lreate Graph
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2D BarChart Freq - Fixed scaling
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E 2D BarChart Freq - ¥an scaling
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3D BarChart Frequency Distribution

In a 3D BarChart Frequency Distribution graph, each bar represents the
category value of the item with the Y axis representing the frequency.

B Graph Browser =10] x|
Graph Type laraph Style
ISummar}l Data Graph j |3D BarChart Frequency Distribution j
Panels: Itermns: Functions: A
_Defing Pivat Pane | | _Define New Ibem_ _Mew Event Functio Sddi == Treatment [Freq)
_Define Jain Logic_— _Define Mew Range_ Eﬁﬂ&m —
Impert SOL <Study D>
- = PatID
Randomization Visit Mo,
tedical Histary Wisit Date
Previous Medication Wisit Label .
Concomitant Medic r::;ZE;Ltor i
Dozage Bt Mo Add ¥==> | Treatment
Demography Race
Firal Sex
Lah Ehemislry [ ate of Birth
Lab Hematalogy gﬁ? - -
ildbearing Potential
Lab Urinalpsis Ewaluability at B azeline BY variable:
Adverse Events  — |Date Difference 5
Effizacy Ewvaluation """‘GE? =
tycological Result: AGE"3
Yitals & Physical Ex Graph Heading
Clintrial TAGS |
REWVIE W ADMIM. TE
REWVIE A DkIM. D .
FEVIEWADMIN.TE Filter Output | LCreate Graph
REVIE W ADRIN. PE
rucology Surmmary
AGGREGATED_CI
0 |\ J3 | KN i
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Use the BY variable to subset graphic displays.

F 3D BarChart Frequency Distribution

30 BarChart Frequency Distribution
Study: KAZOT All patients
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2D Bar Chart Item Summary vs. Category

In a 2D BarChart Item Summary vs. Category, each bar represents a
category value X axis versus a summary statistic (mean, count, sum) Y
axis. The Graph Browser window provides a list of group functions for
the Y axis. Use the BY variable to subset graphic displays.

W Graph Browser _ O] x|
Graph Type Graph Stle Bar Style
ISummary [ata Graph j |2D BarChart IkemSurmary we Categary j IEIustered bar [‘J’ertic.j
Panels: Iterns: Functions: W A
a | | _Define Mew lbam_ _Mew Event Functic Addy == Reason for dizcontinuatior
_Diefine Jain Logic_ Eg;af?el[r;l;ew Range_| | actual value w— =
: : uay o f=iez= | e

_[_)ef!ne Pivat Par [ ate of Bandomization = Auto
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Adverse Events Fat 1D r F'”'ﬁfd
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CODE_INDEX AR S _

CODELIST_ASS0 Vit ae add == | Completed E valuation?
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Dosage 4] | M | e Fived

Efficacy Evaluatior - —  Yariable
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e hens BV yaistl
Lab Chermistry “"'“': 7 Treatment
coun
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Medical History max Page variable:
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ll_l L ll—l —'I ll—l j Filter Dutput | LCreate Graph
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E 2D BarChart ItemSummary vs Category M =f[E3
@? [0 WS % %=

2D BarChart ItemSummary vs Category
Study: KA201 All patients

Reason for discontinuation:count subject
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| 1
Mo Yes

Completed Evaluation?
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3D BarChart Item Summary vs.Category

In a 3D BarChart Item Summary vs. Category, each bar represents a
category value X axis versus a summary statistic (mean, count, sum) Y
axis. The Graph Browser window provides a separate list of group
functions for the Y axis. Use the BY variable to subset graphic displays.

. ..... : . ........................................................................................................................................
Graph Type Graph Style
Surmmary Data Graph j |3D BarChart ltemSurimary v Category j
Panels: Iterns: Functioms: T A
a | | _Defing Mew lbem_ _Mew Event Functi Addy == Glucosemas
_Define Join Logi[_ _Define Mew Range_| | actual value —
) - <Study D>
_Define Fivaot Par Age
Clintrial TAGS Calc Age
Adverse Events Childbearing Potential
AGGREGATED_C | |Date of Bith ,
CODE_INDEX - :En\:z;ai:b‘:ittg[at Bazeline = .é.:-:ISZ
CODELIST_4550 | |patin- Ald Kmm> | Diabetes
Concomitant Medid Pat. Mo.
Demography Pat. Mo, Count
Dasage Pratacol LI_I _"I
Efficacy Evaluatior G Group Funchons:
Final YWizit Date B wariable:
Lab Chemiztry Yizit Label count =
Lab Hematolagy Yisit Mo, caunt distinct &dd B'==> | ace
. . count subjects
Lab Uriralyzis it _
LAB_CHEM [S45) - Graph Heading
Medizal History =EN] I
Mucological Resull_| std derv
Mupcology Summan Eum ) ;
¥ . L Filter Qutput | Create Graph
Previous Medicatic i
Randomization
T o LlJ KN || KX *
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E&D BarChart ItemSummary ¥s Category =]

e R

3D BarChart ltemSummary vs Category
Study: KA20T All patients
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Pareto Chart Frequency Distribution

In a Pareto chart frequency Distribution, each bar represents a category
value that corresponds to the plotted Y axis. The line above the bars
shows the cumulative percentage. Pareto charts display the Y axis bars in
descending order of frequency.

E Graph Browser O] =]
Graph Type Graph Style |
ISummar_l.J Data Graph j IF'aretDEhart Frequency Diztibution j

Panels: [tems: Functions: Az

Reason for discontinuatior

| | _Define Mew Item_ _Mew Event Functic Add ==
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- <Study 1D
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E ParetoChart Frequency Distribution
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Pie Chart Item Summary vs. Category

The Pie Chart Item Summary vs. Category, draws each slice to represent
a category value X axis versus a Y axis summary statistic (mean, count,
sum). The Graph Browser window provides a separate list of group
functions for the Y axis. Use the BY variable to display multiple pie
charts of grouped data.

E Graph Browser =]
Graph Type Graph Style
ISummal_l,l Data Graph j IF'ie Chart [terSummary vs Category j
Panels: Items: Functions: ' Ais
|| _Define Mew ltarn_ | _Mew Event Functic Addy == AE Coded:count
_Difine Join Logic_ _Define Mew Range_ | | actual value = |
Drefibe Pivot Pan <Study |D> —_
== Date of Fandomization
Clintrial TAGS Investigator
Adverse Events Fat 1D
AGGREGATED_C1 | |Pat No. -
CODE_INDEX it 5 s _
CODELIST_85500 | Nist Date Add K== |ﬂE Type (description)
Caoncamitant Medic YWigit Label
Demoagraphy Wizit Mo,
Dosage
Efficacy E waluatior | —'I
Final Group Functions: B variable:
Lab Cherniztry r——
Lab Hematalogy count
Lab Unnalyzis Gaurt d'SLi'.nCt
LA&B_CHEM [545) count sublscts
tMedical History ma Page wariable:
Mycological Fesult MESn =
tycology Summar, std dew wl
Frevious Medicatio sum .
Fiandomization ElReilpe=t
REVIEWADMIN.D— |
REVIEWADMIN Py
47 Bl slag 3| meows || pescoe
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B3 Pie Chart ItemSummary vs Category
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Polar Chart Item Summary vs. Category

Graph Type

In a Polar Chart Item Summary vs. Category, each data set is draw as
connected points on a polar coordinate system (theta, r). The X axis
values (theta) are drawn as a circle to represent the amount of rotation
and Y axis values (r) are the distance from the origin.

The Graph Browser window provides a separate list of group functions
for the Y axis. Use the BY variable to display multiple sets.

Graph Style

E? Graph Browser

I Summary Data Graph

Panels:

j IF'UIar Chart [temSummary ws Category

Items:

Functions:

_Defing Fivot Par |
_Define Jain Logic
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Previous Medicatic
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Adverse Events
Efficacy Evaluatior
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Witals & Physical E;
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REVIEW/ADMIM.D
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B polar Chart ItemSummary vs Category =101 =l
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Radar Chart Item Summary vs. Category

The Radar Chart Item Summary vs. Category, draws the Y axis value in
each data set along a radar line (where the X value is ignored). The chart
plane is equally divided into angle segments (each point represented at
n/360 degree increments) with the X axis showing Point-labels. The
radial gridlines are spaced equally apart. By default, the radar line
representing the first point is drawn vertically at 90 degrees. Each data
set is drawn as connected points along the radar lines.

The Graph Browser window provides a separate list of group functions
for the Y axis. Use the BY variable to subset graphic displays.

_ioix
Graph Type Graph Syl
ISummal_l,J Data Graph j IHadal Chart [temSummary vs Category j

Fanels: Items: Functions: i

_Define Fivat Pz | | _Define Mew lterm_ | _Mew Event Funct Add Y ==» | AE Coded:count
1 | _Define Mew Range | actual valus =

_Define Jain Loc

_lmpart SGL_ Ff;ti'gl"" D>
Fandaomization Wisit Mo,
tedical History Wisit D ate

Previous Medicat | |*isit Label "
Concamitant b ec Pratocol Rig:

Dosage w:teﬁlogatm Add == | Irvestigator
Dremagraphy Onzet Date
Final Onset Time
. Intenzity
t:E E:nn;f:tnlrigy Change in Inv Med LI_I LI
i ' Therapy for AE I
Lb Ulln}'SIS | Eng%ngtj BE? mp Functions: B varniable:
2y : Events 4l ate '":' il= —
Efficacy E valuati End Time count i Iﬁl‘-.E Type [descriphion)
Mucological B Related to Inw Med? | count distinet
Eongieal fiesL Outcome count subjects
Witals & Physical Dutcome being treate |min
Clintrial TAGS AE Text mnax Page variable:

REVIEWADMIN,  |AE Coded

i Add Page=> |
REVIEWADMIN  faerious? - Eage I
REVIEWADMIN.  [NEAEDUR
REVIEWADMIN. | TOUR

Mycology Summz  |AE Duration I
AGGREGATED | |Duration Days

LI_I r LI_I _'I LI_I _'I Filter Output | LCieate Graph

Graph Heading

396 Chapter 7: Graphing



For polar and radar charts, circular gridlines are a property of the Y axis
and radial gridlines are a property of the X axis.

E? radar Chart ItemSummary ¥s Category -0 x|

BR[OS S |kl e|x %%l E

Eadar Chart temSummaty vz Category
Study KA201 Al patients

Fle-Exacerbation
Hi-Irtercurrert liness
Fe-ADFR

Cther

AE Coded:count by Investigator
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Filled Radar Chart Item Summary vs. Category

The Filled Radar Chart Item Summary vs. Category, shares the same
chart definition as the Radar Chart Item Summary vs. Category. The
difference is each data set is drawn as connected points along the radar
lines with the area filled inside the points.

The Graph Browser window provides a separate list of group functions
for the Y axis. Use the BY variable to subset graphic displays. Multiple
sets are drawn “on top” of the preceding set.

_ioix]
Graph Type Graph Skyle
ISummary [ata Graph j IFiIIed Radar Chart ItermSurnmany we Categaom j
FPanels: Items: Functions: B
_Defire Pivot Pz« | | _Define Mew ltem_ | _Mew Event Funcl Addy == AE Coded:count
_Define Join Lc';_ _Define Mew Range | actual value =
<Study [0
_lmport SGL_ PatID
Randaomnization Wizt Mo,
Medical Higtom \-"!s!t [ ate
Previous Medicat Wisit Label 2 A
Concaornitant Mec r:s;ﬁljlatm HE :
Dosage Pat Nc'g. add == | Iwestigatar
Dermoagraphy Onzet Date
Final ::Inset_Time
. ntensity
t:E E:::EEQ}I Change in Inv Med LI_I _'I
i ’ Therapy for AE P
Lab Urinalysis | | Ongoing 4E°7 Claupliihicl ans: B variable:
Y End Date [ rore | —
m . End Time count Add B'==> AE Type [description)
Efficacy Ewaluatic diati
Mucological B Related ta Inw Med? | count distinct
yeEooIcal RiesL Outcome count subjects
Witals & Physical E Outcome being treate | min
Clintrial TAGS AE Test mar Page variable:
REWIEwW&OMIN,  |AE Coded i |
Serious? Add Page=>
REWIEW/AD RN, e T —
REWIEW/AD RN, .&DH " )
REVIEWADMIN.  |TOUR Gitaph Heading
Mycology Summs AE Duration |
AGGHEGATED_ p Dhuration Da}'S
LI_I g LI_I _'I LI_I _'I Filter Output | LCreate Graph
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Line Chart Item vs. Category

In a Line Chart Item vs. Category, trends over time or other categorical
items can be presented. With the use of a categorical BY variable, two or
more populations can be represented, and comparatively viewed. The
Graph Browser window provides a separate list of group functions for
the Y axis. Line Chart Item vs. Category allows you to plot up to 2
variables on the Y axis (dual Y axis mode).

E} Graph Browser =101 x|
Graph Twpe Graph Shyle
ISummal_l.J Data Graph j ILineI:hart ItemS ummary vz Categony j
Panels: |bemns: Functions: T iz
_Define Pivat Pz« | | _Define Mew [term_ | _Mew Event Func addy ==> | Burning: mean
Define Jain Loc | | ~Define New Range | actual value = Enthema:mean
_|ITI|JIZII'|: SE!L 1 <Stu'j.'r' |D> _'T' Sl:aling—
= Pat ID %) At
Wigit Mo,  Fieed
Wizt D ate "':E_
Previous Medicat Yisit Label () Wanable < i
Concamitant bec :::\Dntaosﬁ;latm 2 ?_'“S'
Dosage Pat Mo fdd == | Wizt Mo,
Demography D ate of B andomizatic o e—
Firal Treatment & o
Lab Chemiztry P I I _,I ' Fieed
Lab Hematology _  Varishle
Lab Utinalysis | Group Funchions: BRI
Adverse Events Trontment
Efficacy Evaluatic count
. count digtinet
Mycalogical Fes. count subjects
Yitals & Physical b ik
Clintrial TAGS max FPage wariable:
mean
REWIEW/ADMIM. st der fdd Page=» |
REWIEW/ADMIM. UM
REWIEW/ADMIMN. '
REVIEWADMIN. Giraph Heading
Mycalogy Summz |
AGGREGATED_ =
ﬂ_l 4 ol _'I | _'I Filker Output | Create Graph
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Item Mean and Standard Deviation vs. Category

In a Item Mean and Standard Deviation vs. Category graph, the standard
deviation is represented by range bars at each categorical data point.

E Graph Browser ;|g|5|
Graph Type Graph Style
ISummar_l,l Data Graph j IMean + 5td Dev vz Category j
Panels: Items: Functions: Y i
_Diefine Pivat Pz | | _Define Mew lterm_ | _Mew Event Funcl add Y ==> Burning:Mean+5D
_Define Join Lo;— _Define New Range % =
Impart 501 <Study (D
o = Pat 1D
R andomizatian Visit Mo,
tdedical Histary Wizt Date
Previous Medicat Visit Label »
Concornitant Mec ::;_:S;ZE;LM i ".r"":_'"S'
Dosage Bat Mo Add H==> | |V|S|t Mo.
Cemography D ate of Bandomizatic
Firal Treatment
Lab Chemiztry
Lab Hematalogy
Lab Unnalysis B wariable:
Adverse Events Troatmant
Efficacy Evaluatic
tpcological Res.
itals & Physical £
Clintrial TAGS Fage varniable;
REVIE W/ DbIM. fdd Page=> |
REVIEWADMIM.
oo
pcology Summe |
AGGHEG.&TED__F
il_l L4 ﬂ_l j LI_I _'I Filter Output | Create Graph
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Highlighting patients

Single patient mode

Scatter Plot graphs are patient-level graphs, and each data point
represents an individual patient’s data value for the respective variables.
A click on any data point facilitates identification of the underlying
patient and access to all respective patient data in the single patient
mode.

1. Activate the Data Browser to display a list of patients in the current

patient selection, or activate the Report Browser to create and display
any Detail Data Report (a list of patient data with customized data
item groupings).

Note:The highlighting feature does not apply to formatted reports. (See
Chapter 6: Report Browser: Formatted Reports)

. Click on any data point in the Scatter Plot graph. Review highlights

the clinical data point clicked on within the graph. The selected patient
is highlighted throughout any open Detail Data Listing Reports, open
Scatter Plot graphs, and/or the Data Browser patient list and open
data Panels.

. If you click on a patient’s row in a Detail Data Listing Report or Data

Browser patient list, the selected patient’s data point is highlighted in
any scatter plot.
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4.

If there are multiple scatter plots or Baseline vs. Endpoint plots active,

each plot highlights the selected patient’s data point. You can click on
a patient’s data point in one graph to see where that patient’s data
point is displayed in other graphs.
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Multiple patient mode

Scatter plot graph

The Graph Browser Scatter Plot graphs provide a click and drag function
to outline a region of a graph, thus selecting the patients within that
region. Graphic regional patient selection sets Review in the multiple
patient mode.

Detail Data Listing Reports, the Data Browser patient listing, and other
Scatter Plot graphs are updated to display only the patients that are
highlighted in an active Scatter Plot graph in multiple-patient mode.

The CrossTab Browser results tables are categorical patient counts; a
highlighted count within a CrossTab or Shift Table activates all patient
level displays to be in the multiple patient mode. When a patient count is
highlighted in the CrossTab results window, instantly all Detail Data
Listings, Reports, Scatter Plot graphs, and the Data Browsers patient
listing are updated with only the patients underlying the patient count
highlighted from the CrossTab Browser results table.

Multi-Line graph

All lines within a multi-line graph, will immediately highlight the under-
lying patient throughout all open patient-level displays of data.

BarChart graph

All bars depict a subset patient populations in the BarChart graphs. Click
on a bar within a BarChart graph and all underlying patients will be sub-
set in all open patient-level displays of data.

Pie Chart

All slices depict a subset patient populations in the Pie Chart. Click on a
slice within a Pie Chart and all underlying patients will be subset in all
open patient-level displays of data.
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Graph editing

Graph settings

Once you create your graph, you can right-mouse click anywhere on the
graph to open the graph settings window. All 3D graph styles display a
specific 3D Chart Control Properties window to select the tab and edit
graph properties.

3D Chart Control Properties Ed
Charttrea I FlotCube I ChartLabels I Wiew3D I Levelsl ChartStyles
Contral I Aues I ChartGroup I Styles I Titles I Legend
General I Barder | Interiar | Imagel
[ IsBatched

v |sDoubleButfersd

™ UseTreType

0k I Cancel | Sppl | Help |

All other graph styles utilize the graph settings window. You can apply a
variety of graph format changes with the setting options available.

General Setup
Dizplay Setup
Auiz Setup
Title Setup
Legend Setup

Each graph setup has it’s own selection window with default settings
and setting options for you to select. When you select a variable setting in
the Variable listbox, the description of the setting function is displayed.
The available choices are listed in the Option listbox. A Default button
allows you to return to the default setting.

Graph editing 409



General Setup

Settings
Wariables: — Diescription
Egrrdd:rrliolor M ake the border
around the plot area
bordaT hickness vizible or invizible.
B ackaround
backaroundCalor
Graph
graphFontColor -
araphFontSize Dption:
O
Arce etault
oF__ Cancel | Default_|
Display Setup
Display Setup
Wariables: — Diescription
Sig;!;a;ﬁansparent Laocation of the bottom
displayCalar of the plot area
[0-100).
dizplayLeft
dizplayRight
di$EIaETnE
dizplayGridColor
Integer:
EE
ok | Cancel | Default |
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Axis Setup

— Labels:

s, IHemngIobin

A IHematDcrit

— Mintd ax:
Htis
#-Auiz Min: IS oz Maw |13 T ID-D':'EI

Select ' Auis:

*-Axiz Min: |3D i X
. Precizian: 1=

-2z bax: |55
]S I Cancel I

Title Setup

Title Setup

Title: IScatter [itern v iter’] PlotlStudy: FAZ0T All patients

Y ariables:

Title
titleLeft
titleRight
titleT op
titleB ottom

titleB ack groundColor
titlel =T ransparent

titledligh
titleFontM arne
titleFontSize
title T extCalor

ok |

— Dezcnption

Alignment of the title
text [O=left, 1=right,
2=center].

|nteqger:

2

Cancel |

Drefault |
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Legend Setup

Legend Setup
Varisbles — Diescription
Legend o
legizible no description.

legTransparent
legB ackaroundCalor

legFontColor
leqFantt ame
leqgFontSize

MaSelection

ok | Cancel | Default |

Printing Graphs

Print Preview

The default setting for all graphs is portrait and full screen display. Use
the Page Setup to select landscape and to adjust height and width. All
graph displays are for a single plot.

To display a print preview of your graph:

1. Click on the generated output window to make it the active window.
2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click Print or Close from the Print Preview window.

The Print Preview function is applicable to all browsers with output
results.
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Printing the graph

Another way to print with the graph output window open:
1. Click || , or from the File menu, select Print.

Review displays the standard print dialog box.
2. Click OK. The graph prints on the selected printer.

Object storage: saving your work

(See Chapter 6: Report Browser: Object storage: saving your work)

Schedule output

(See Chapter 6: Report Browser: Schedule output)

Closing graphs and the Graph Browser

Closing a graph window

If you are finished reviewing a graph, and do not need to use the Graph
to review any other patient populations: double-click the window’s close
box.

Closing the Graph Browser

If you are finished with all graphs, and do not need to define any other
graphs, double-click the close box of the Graph Browser window.
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Exploring Data

Changing the patient selection criteria

After you define the specifications of your graph, and create it by clicking
Create Graph, you can use the graph currently displayed as a data
exploration view by doing the following:

1. Change the patient selection criteria, adding additional expressions or
removing existing expressions.

2. Click Update Browsers in the patient selection criteria window to
update all active browsers according to the new criteria.

Graphs or other browser objects that are displayed will be updated
according to your new criteria. Each graph generated with a filter on will
update with the same filter criteria with which it was created.

Multiple protocols

Utilizing the pseudo-item <Study ID> in Graph Browser constructs,
within summary graphs and as a BY variable, facilitates comparisons
between studies. (See Chapter 12: Common Topics: <Study ID> pseudo item.)

Graph output filter

After you define the specifications of your graph, and create it, you can
use the output filter facility as a data exploration tool by row filtering
data inclusion, then comparing filtered and unfiltered results. Row
filtering is carried out by the Output Filter Criteria window. The output
filter function allows specified observations and visits, from multi-visit
data items, to focus graphical presentations on clinically specific item
values (numeric and/or categorical) and ranges.
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Open filtered Scatter Plot graphs can be very informative when Review’s
patient-level browsers interact in the multi-patient mode. In this mode

Review facilitates the ability to identify and characterize a subset of
patients:

1. Create the output filter criteria or edit it by adding additional
expressions, or removing existing ones.

2. Click Save Filter in the Graph Output Filter window to apply it
against the next created graph. The Output Filter button in the Graph
Browser window togglesto| j

Note: If you save the graph with an output ’rllter ON, the same filter will be
used when the graph is recreated.
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Print the CrossTab/Shift Tables 434
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Patient selection criteria

Selection set
You can explore clinical groupings of patients within a single protocol
who meet the current patient selection criteria by using the CrossTab
Browser.

Note: The CrossTab Browser allows Multistudy mode in CrossTabs. However,
Shift Tables does not allow multiple protocol selection.

Open the CrossTab Browser

Click | , or from the Browse menu, select CrossTabs. Review displays
a new window where you can specify the type and contents of your
multi-dimensional analysis:

= CrossTab Browser M[=] g3

Panels: Items: Functions:

_Define Join Logic_ =~
_Define Pivat Panel

Clirtrial TAGS
Adverze Events — Cell Statistics
Concamitant Medica W Count Subjects

Demography Add Cell Variable |
Dozage
Efficacy Evaluation I

Final o ™ Count
Jain informatian ™ Minimum
Lab Chemiztry ™ Maximum
Il:aI; EE-mTtD!Dgy ™ Mean
! Ia rinalysiz - > I StdDev
Heading .
[CroseTab Filter Dutput LCreate CrozsTab
™ Inchude Row %,Col %
ADD Raow mr Sort by Code Values?

Row Headingls)

(NI

med =l

Column Headi =
olumn Heading(s] =

S en e o =

.
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CrossTab Browser types of analysis

Selecting a CrossTab Browser type of analysis

Select a Type of CrossTab/Shift Table from the Type List by clicking on
one of the following:

CrossTab: Clinical patient categorization and counts.

Shift Table: Clinical patient categorization by defined threshold values
segmented over time.

Either CrossTab type facilitates browsing patient listings underlying any
of the patient counts within the table results. When you click on any of
the categorized patient counts, the results table updates the Data Browser
and Detail Data Listing Reports to display a listing of patients underlying
the table count. Scatter plot graphs highlight the patients underlying the
CrossTab Browser table patient count clicked on. This function facilitates
patient identification to all underlying patient data from categorical
patient counts, regional graphic selection, and row selections in patient
and detail data listings.

10 x]
b %
A B C D 1=
1 iHeason for discontinuation |Active |Placebo :Total
2 iLack of Efficacy 2 17! 19.00
3 iMoved or LTF 1 2 3.00
4 :Other 1 1.00
5 :iProtocol violator 12 5 17.00
6 iSafetp 1 1.00
7 iSubject Hequested DC 2 2.00
8 :Subject unreliable 3 3.00
9 :Total 21.00 2500 46.00: "
1 | »f
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_F,] Data Browser

@SEDT baszeline ¥s Endpoint =1t
196 Cases Selected:
Study PID Sex Age SGOT bazeling vs Endpointg
A 01030 0 | Male :
91 KA201 2010632109 Male 43 ASAT [SGOT) [endpoint]
117 [KA201 2010646106 Male 36 100 o
138 KA201 2010646202 Male 52
148 KAZ01 2010657102 Male 29 |0
176 |KA201 2010661105 Male 38 EO N
40 &k
A 20 *w*& A @
0+
10 20 a0 40 = 1] B0 70 an a0
ASAT [SGOM) (bazeling)
Lictive * Placehnd
<L | Shift Table:ASAT [SGOT])[15:45] =]
Prev CASE | Mext CASE | A | B ||l c | b | E
1 |Baseline ¥ End->L0W L HIGH Total
2 |LOw 1] 2
3 |NORMWAL 1 150
4 |HIGH 2 8
5 |Total 3 160
“ [ Shift Table:ASAT [SGOT])[0:60] =]
A B C D E
1 |Baseline v _End-» |LOW MOBRMAL HIGH Total
2 |LOwW 0 0 0 0
3 |HORMAL 0 158 0 158
4 |HIGH 0 1 1 2
, 5 |Total 0 1539 1 160
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Defining a CrossTab table

Selecting a panel, item, and function
You can define the contents of a CrossTab table by applying the method
that you used to build all other browser specifications.
1. Select a panel.
2. Select each item of interest.
3. For each item, select the appropriate functions or use the default

functions.
i CrossTab Browser =] E3
Type: Panels: |tems: Functions: ]
[ Tab _Define Join Logic_ = | _Define New lkerm_ =] | actual value
Shift T able Define Pivat Pane _Define Mew Range
Clintrial TAGS <Study 1D>

iedverse Events E;a! IB — Cell Statistics
151t M, g ]
Concomitant Medics Visit Date ' Count Subjects
Demography Wisit Label Add Cell Y ariable | E
Dosage rrutaqul :
! . nvestigator I ]
Efficacy Evaluation — |pat ma. ]
Firal Completed E valuatio I™ Count E
Jain information Feason for discontin [~ Minimum
Lab Chermistry Diate of Discontinuati | [ pagimum
Lab H | Adverse Events? :
&b Hematalagy Concomitant Meds? I™ Mean
‘l Iah | Innalumﬂl . |_|' ':-I"“ I“ Sk b "‘;‘r [ Std Dew
e Filter 0 || Create CrossTab 1
|Completed Study / SewAE Coded CrossT ab Filter Dutput o o0t LSS T I
I Include Fow %.Col 5

ADD Row | ADD Lolumn [ Sort by Code Waluss?

Row Heading(z] =l Column Heading(=) _‘I
1 [AE Coded L 77 [Sex [
2 _2 |Completed Evaluation?
3 3
4 4 :
5 5 :
i i (e ak

4. Click ADD Row or| ADD Column |to add the selected Items to
the CrossTab content spreadsheet at the bottom of the CrossTab
window.

5. You can edit the default Cross Tab Heading by clicking in the heading
box.

6. Click Create.
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The CrossTab construct is created and instantly displays results in the
CrossTab output window containing a spreadsheet of the multi-

dimensional analysis you designed.

Note: The data in teh CrossTab contains only the data from those patients who
meet your current patient selection criteria and output filter criteria.

In the exampe, the CrossTab data represents patient counts and not
individual Adverse Events.

Al
@ 5%
A B C D E F [F] H 1

1 Highly Probable Nt Related Poszible Probable: Total

2 :AE Coded Aclive Flacebo|Active Placebo |Active |Placebo

3 (BODY:Allergic reaction 1 1.00

4 (BODY:Back pain 1 3.00
5 :BODY:Body odor 1 1.00
& :BODY:Pain 1 1.00
7 (BODY:Surgery 3 L] 8.00
¢ :BODY:Unewaluable reaction 1 1.00
9 :DIG :Diarhea 1 1.00
10 :DIG :Ducdenal ulcer 1 1.00
11 :DIG :Penodontal abscess 1 1.00
12 :DIG :ARectal pain 1 1.00
13 iDIG :5ore throat 1 1.00
14 :DIG :Tooth dizorde: 1 1 2.00
15 DIG Vomiting 1 1.00
16 iHAL :Ecchpmosiz 1 1.00
17 :MAHN -Feripheial edema 1 1.00
18 M5 :Authritis 1 1.00
13 M5 :Mpalgia 1 1.00
20 MER :Dizziness 1 1.00
21 :MER :Headache 4 4 8.00
2?2 :NER :Somnolence 1 1.00
23 :RAES :Cough increased 1 2 3.00
24 :RAES :Respiratory disorder 1 1.00
25 AES Sinusihis 2 1 3.00
26 iRES :Upper respiratory infection| 3 1 4.00
27 :5KIN:Buming senzation tkin 8 7 1 1 1; 18.00
28 {5KIN:Pruritus 1 1 2.00
29 :5KIN:Skin disorder 1 1.00
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Access to SAS datasets

SAS datasets are listed with the panels generated from Oracle tables.
Items from SAS datasets can be used like other items for CrossTab.

Note: The current restriction is you cannot mix items from SAS datasets and
Oracle table generated panels within the same CrossTab.

Optional Include Row% Col%
You can optionally create a CrossTab or Shift Table with row and column
percentages displayed.

7. Click [ IncludeRow %.Col % . Each row and column is summarized by the
following descriptive statistics:

& 5%
A B C D E

1 {Mo. Cazes

2 iPercent

3 iRow Percent

4 iCol Percent

h iSex Black |Hizspanic |White :Total

6 Female b 1 28: 35.00

7 306 051 1429 17 86

g 17.14 286 20,00

9 24.00 833 1751
10 :Male 19 11 131! 161.00
11 969 b E1 BG.84 a214
12 11.80 E.83 21,37

13 7E.00 91.67 89239
14 :Total 25.00 12.00; 159.00; 196.00
15 12.76 E12 81.12:  100.00

Sort by Code Value

If you want to sort the CrossTab table by the order of the code values, as
opposed to the default alphabetic sort of the descriptive text.

Click “Sort by Code Values”.
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Output Filter

Row filtering is carried out by the Output Filter which facilitates the
specification of observations and visits from multi-visit data items to
include in your CrossTab results.

After you define your CrossTab specifications you can use the output
filter as a data exploration tool by row filtering data inclusion, then
comparing filtered and unfiltered results. (See Chapter 6 Report Browser:
Output Filter)

8. Click Filter Output.
9. Add the filter expressions and click SAVE.

10.The Filter Output button status toggles to Filter is ON when a row
filter criteria is active to be applied during the next graph creation.
Click Create Graph.

Note: If you save a CrossTab specification with an output filter ON, the same
filter will be applied when teh CrossTab is recreated.

Edit column width

To edit the column width of the CrossTab results:

a. Click the column heading tabs (labeled A, B, etc.) as you would
with any windows spreadsheet package.

b. Move the column boundaries to the position you want.

Add cell variable
You can optionally generate statistics for a specified cell variable when
you create a CrossTab.
a. Select a panel.
b. Select a numeric item. Click Add Cell Variable.
c. Select one or more Cell Statistics. You must select at least one.

Note: The Cell Statistics default for Count Subjects must be on. If you choose to
use the Add cell variable to optionally generate statistics for a specified cell
variable, it cannot be used in conjunction with Optional Include Row%, Col%.
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B CrossTab Browser i [m] P

Type: FPanels: Items: Functions:

CrozsT ab _Define Pivat Panel « | [Pat 1D - .

Shitt T atle Define Join Logic, | |VisitNo. . _,|—'
- - Wizt Date i
_Import SAL_ Vfisit Lahel — Cell Statistics
Fandamization Pratocal W Count Subjects

Medical History |mvestigatar )
Previouz Medication Pat. Mo, £ Sell Leniali e |

Concomitant Medica ?::E Age
Dosage Date of Bitth [~ Count
Dermography Ane L
Final Childbearing Potetia e Minimum

Lab Chemistry Evaluability at Bagelir— v b aximum
Lab Hematolagy - EatExleferenu:e _ILI ¥ Mean
»

Kl | , P I Std Dev
Heading Filter 00 | |: C 1
|Race, Sex BY Age CrossTab Eiter Dutput | et I
[ Include Fow 3%.Col &
ADD Row | ADD Calurir ||_ Sort by Code Values?
Row Heading(z] ;I Column Heading(z] ;l
Hace | Sex

EEERE

i

=
o
e
-
o
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The individual cells display the statistics you selected with the cell
variable item.

B Race, Sex BY Age CrossTab

& <8
A B C D
1 {Count Subjects
2 iMin:Age
3 MaxAge
4 Mean:Age
h 5td Dev:Age Female |Male Total
6 iBlack b 19: 2500
¥ 33 18
8 56 58
9 42 33| 37.32
10 907 1013
11 :Hizpanic 1 11 12.00
12 18 25
13 18 72
14 18.00] 4291
15 0.00| 1576
16 white 28 131 159.00
17 20 17
18 76 80
19 45.29| 4539
20 16.09] 17.00
21 iTotal 35.00: 161.00; 196.00

Editing a CrossTab specification

Changing the CrossTab specification

If you want to change the CrossTab specification that you have defined:

1.

Click any element in the CrossTab layout to edit. For example, click on
any column heading that you want to delete.

Click , or from the Edit menu, select Cut. This deletes the
column heading from the CrossTab specification.

To modify the corresponding Filter Output, simply change the criteria
expressions appropriately

4. Click Save Filter.
5. Click Create CrossTab to create a new results window.

6. If you want to clear the entire CrossTab construct, click | D .
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Defining a Shift Table

Item analyzed

The Shift Table is a patient count of any numeric multi-visit patient data,
providing patient categorization by defined threshold values segmented
over time. The panels and items available are limited to data that is
multi-visit or multi-measure. You must use numeric data. When the Shift
Table is selected, not all panels listed contain data suitable for Shift Table
calculation. For example, Dose and Concomitant Medication is not as

meaningful as data values with normal ranges to reference.

I CrossTab Browser o ]
Type: Panels: Items: Functions:
|ClassTab _Define Pivot Panel_ Wisit Date ;l | Mew Event Function
_Drefine Join Logic_ Wizt Label
Concomitant Medication Frotocol ftest
|mveshigator
Dosage Pat. Mo
Lab Chernistry F'rc'teir_'u, tatal zerum 4 | | _Pl
Lab Hematalogy E:EU:T"” Phasoh — Cell Statiztics
Lab Urinalysis aline Phosphatase v Count Subjects

Efficacy Ewaluation

Creatinine

Biliruibir, tatal -
Mypcological Results ric: &weid el Cell Yarizble |
tMycalagy Summary Wiew ngE! Mitrogen |
alcium
LAB_CHEM [543 Cholesteral, total NI Count
tests Chloride vt
CO2 Content :
Bl I W aimum
Gamnma Gt Transpep ™ Hean
1 | ¥ <-|h"im _pl_l [T Std Dey
Heading : .
|Shift T able ‘ Create |
ADD Jtem | [ Include Row %.Col %
Item Analyzed count | min | max | mean |sld dey
1 1

* LowHigh entered below:
ADD LowWarable. |

Low |2006

High [188.15

Default Low and High cut points bazed on mean +- [2 » std.dev)

&, 3 b 3 Shift table will be produced, prezenting counts in each of the cells bazed on where each patient ztarted
[Bazelineg] and ended [Endpoint] for the selected item. Cut pointz based on;

" Companion Low/High variable names

A00High Warstie. |
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Create Shift Table

Define the contents of a Shift Table by applying the same method that

you used to build all other browser constructs:
1. Select a panel.
2. Select the item to be analyzed.

3. Click ADD Item to the Item Analyzed box. Basic descriptive statistics

are displayed and default cutoff values are assigned.

4. By default, the CrossTab Browser assigns the table type as the heading.
Edit the default Shift Table heading to easily identify the Shift Table
results window. The heading displays as the caption of the Shift Table

output, as well as on any printouts.
5. Click Create. Review opens the Shift Table results.

-1/
Type: Panels: Items: Functions:
|I:r0ssT ab _Define Pivot Panel_ Wisit Date ;l | Mew Event Function
_Drefine Join Logic_ Wigit Label
Concomitant M edication Protocal flest
| Frveztigator
Dosage Pat. Mo
Lab Chernistry F'roteirj, total zerum 4 | | _pl
Lab Hematolagy Alburmin -~ Cel Statistics
Lab Urinalysis Alkaline Phozphataze .
Eir Eoaat Creatinine V¥ Court Subjects
15acy Evaluation Bilirbin, tatal -
Mycological Results |ric: Acid Add|[Eell i ariable |
Mycalagy Summary Wiew gﬂ?ﬁ Mitrogen I
alium
LAB_CHEM [545) Cholesteral, tatal |IT Court
tests Chlonde ™ Hinirnurm
CO2 Content .
[Glucoze I= il avirmum
Gammg Glutl Trangpepl _ [T Mean
ERE | =
Heading : Al
[Shift T able | Lreate |
ADD tem | ™ Inelude Row %,Cal
Item Analyzed count | mir | max | mean | std dev |
1 [Glucose 1362 44 460 1041 42.02 |

A3 by 3 Shift table will be produced, presenting counts in each of the cellz bazed on where each patient started
[Bazeling] and ended (Endpoint] for the selected tem. Cut points bazed o

% Low/High entered below: ™ Companion Low/High wariable names
AD0 Lo Yarsble | A0 High Vaistie. |
Low |20.08 High [188.15

Default Low and High cut points based on mean + (2 # std.dev)
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Read Baseline values as rows versus Endpoint values as columns. For
example, the lab Glucose had 1 patient normal at baseline and high at
endpoint of the study.

= shift Table:Glucose[20.06:188.15]

& 5%
A B C D E
1 iBaseline v End-> |[LOW |NOBEMAL [HIGH :Total
2 LOW 1] 1] 1] 0.00
2 MOBRMAL 0 1558 1 156.00
4 HIGH 0 1 3 4.00
5 :iTotal 0.00 156.00: 4.00: 160.00

Range values

Use the default Low/High range values. The Shift Table type presents
basic statistics and default boundary values of normal range for the
selected item. The normal range by default is +/- two times the standard
deviation.

Or, you can edit the default Low/High range values by typing in the
values you want to apply.

Item Analyzed count | mirn | max | mean | std devl
1 |Glucose 1 362 44 460 104.1] 42.02 |

& 3 by 3 Shift table will be produced, prezenting counts in each of the cells bazed on where each patient started
[Bazeling] and ended [Endpaint] far the selected iterm. Cut points bazed an:

' Low/High entered below: " Companion Low/High variable names
ADD LowVarstle | A0 High Warstle. |
Law |70 High [11d

Drefault Low and High cut pointz bazed on mean +- [2 & gtd. dev)

= shift Table:Glucose[70:110]

& 5%
A B C D E
1 {Baseline v End-> ||LOW |NORMAL [(HIGH :Total
2 LOwW 0 1 1] 1.00
2 MOBRMAL 2 105 19: 126.00
4 HIGH 1 17 15 33.00
5 iTotal 3.00 122.00: 34.00: 160.00
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Use the Companion Low/High variable names to select the laboratory
normal ranges for the item analyzed.

[ CrossTab Browser M= E

Type: Panels: Iterms: Functions:
|CrossTah _Define Join Logic_ Uric Acid =] | Mew Event Function
Diefing Pivat Panel |Jrea Mitrogen
o i |Calcium Diay 29 [public)
ancaritant Medealon  Cholesteral, tatal
Dosage Chiorids
Efficacy Evaluation CO2 Content | | |
Lab Chemisty g'uwseﬁl T .- Cell Statistics
Lab Hematalogy ng;”;um”t anspept. N I
Lab Ufln§|93|$ Lact_ic: Dehypdrogenase £dd Cell Variable |
Mycological Results Sadium
Phaozphorus Inorganic |
ASAT (SGOT)
BLAT [SGPT] I™ Count
Triglycerides ™ tdinimum
SGOT - LOw -
SGOT - HIGH Range | | |1 Masimum
SGEOT - LOW Range ™ Mean
[~ StdDev
Headihg - ——— |
[Shift T abie =reste LiossTa
ADD Item | [ Include Row %,Col %
Item Analyzed count | min | max | mean |sld dev
1 |ASAT [SGOT] 1 [362 12 100 26.5 9.52

& 3 by 3 Shift table will be produced, presenting counts in each of the cells bazed on where each patient started
[Bazeline] and ended [Endpoint] for the selected tem. Cut pointz based o

™ Low/High entered below: % Companion Low/High wariable names
ADD Low Variable | ADD High Vaiiatle |
Low | High |

Default Low and High cut points based on mean + [2 # std.dev)
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Include Row%b and Col%

You can optionally create a Shift Table with row and column percentages
displayed.

Check X Include Row Z.Col Z £50h row and column will be summarized
by the following data:

= Shit TableASAT (SGOTI7. M5 4551 RS
A B C D E 2

1  |Mo Cases —

2 |Percent

3  |Row Percent

4 |Col Percent

5 |Baseline v End-> LOW MORMAL HIGH Total

6 |LOwW 1] 1] 1} 1]

¥ 0.00 0.00 0.00 0.00

8 BOMAOL | HONOL | HODMAOL

9 RO A0 .00 0.00

10 NORMAL 0 151 1 152

11 .00 94 38 063 35.00

12 .00 9334 066

13 HOPM 00 96.18 3333

14 HIGH 0 b 2 B

15 Qoo 375 1.25 5.00

16 000 75.00 25.00

17 RO A0 a2 EE.67

18 Total 0 157 3 160

19 000 98.13 1.88  100.00
.. _'l_‘ |

Note: When you include the calculations for row and column percent, you may
see text ‘#DIV/0! for values where zero cannot be divided by zero.

If you save a CrossTab construct with a patient selection criteria and/or
the output filter on, they are saved with the CrossTab or Shift Table
output specification. (See Chapter 6: Report Browser: Object Storage: saving
your work)
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Multiple CrossTab/Shift Tables

Multiple CrossTabs

You can have multiple CrossTabs active at the same time. After you
define and create one CrossTab:

1. Click [ 11, or from the File menu, select New to refresh your screen.
While creating a new CrossTab you can add to the specifications of the
existing CrossTab.

2.Click Create to execute the new CrossTab. There will be a CrossTab
Browser output window for each CrossTab created. There is no
limitation within Review as to how many CrossTabs you create and
leave open. Each open CrossTab output window is fully interactive
with all patient level browser displays, to identify and characterize the
underlying patient data.You can optionally create a CrossTab or Shift
Table with row and column percentages displayed.

Note:If you enter a patient selection criteria, all currently open crosstab
output windows will refresh to display the new results with the patient
selection criteria applied.

Snapshot output

Multiple population mode

Review has an optional multiple-population mode available in the
CrossTab Browser. The Snapshot output allows you to change the patient
selection criteria and view the different output within the CrossTab
browser at the same time. When the results are executed and displayed
from the CrossTab browser output window, two icons are displayed for
“Snapshot Output” and “Who?”. (See Chapter 6 Report Browser: Snapshot
Output and Chapter 12: Common Topics: Snapshot output)
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Printing and exporting CrossTab/Shift Tables

Print Preview
To display a print preview of your output;

1. Click on the generated output window to make it the active window.
2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click either Print or Close.

The Print Preview function is applicable to all browsers with output
results.

Print the CrossTab/Shift Tables

To print the CrossTab/Shift Table:
1. Click % , or from the File menu, select Print. Review displays the
standard print dialog box.

2. Click OK on the printer. The CrossTab/Shift Table prints on the
specified printer.

The default printed CrossTab/Shift Table contains the CrossTab/Shift
Table heading as you entered it as a header, the current patient selection
criteria, and a page number as the footer.

Page Setup
Page setup can be accessed by selecting page setup from the File menu.
Review displays a standard spreadsheet page setup dialog box, allowing
you to make changes.
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Exporting the CrossTab/Shift Tables

Export of CrossTab spreadsheet includes Excel 4, 5 and 7, tab delimited
files, HTML format and PDF files.
To export your tables:

1. From the File menu, select Export.
Review displays the Export Save As window.

saveas 21|
Save in:lﬁ templ] j & chc -

File name: I".XLS Save I

Save as ype: | Excel Files [".xks)
Excel Files [* xlz]

HTHL Files [ htm)
Tabbed Text [* k]

2. Enter the storage location, and Click OK.

Your tables are exported to the currently selected disk directory. (See
Chapter 12: Common Topics: Shared Object Storage- Location.)
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Interactive patient-level displays

Detail data patient listings and graphs

If you have created a Detail Patient Listing report, Scatter Plot graph, or
have the Data Browser open, you can click on any table values in one of
the CrossTab/Shift Table windows to view a patient listing of the
selected table value in all open patient-level displays of data. You
automatically highlight and subset the patients underlying
CrossTab/Shift Table values in any other active patient-level Scatter Plot
graph, Detail Data Listing report, and Data Browser patient listing, when
you click on a table value.

[2lData Browser [2]SGOT Baszeline vs Max Yalue =] ]
196 Cazes Selected:
Study PID Sex Age SGOT Bazeline ws b ax ValueE
117 [KA201 2010646106 Male 36 100+ *
138 |KAZ01 2010646202 Male b2 |
148 KA201 2010657102 Male 29 and
176 KA201 2010661105 Male 38 “““*
GO0t
40+
20 *
0
10 20 30 40 B0 BO 70 8O0 90 100
ASAT [SGOT] [bazeline)
Al
Erev CASE | Mext CASE I Active #* F'Iacebu:uE

A E
1 |Baseline v End-> LOW ORMAL HIGH Total
L2 |Low 0 0 o 0
.3 |NORMAL 0 151 1 152
4 |HIGH 0 6 2 8
5 [Total 0 157 3 160
|
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The patient counts are fully interactive with all patient-level displays of
data. Data Browser and Detail Data Listing reports update to identify
and describe only the patients underlying the patient counts clicked on.

Note: Use patient categorical counts for low, normal and high to highlight the
same patients in graphs. Do not use total counts.

'8/Data Browser [2]SGPT Baseline vs Endpoint =1r
196 Cases Selected:
Study PID Sex Age SGPT Bazeline vs EndpointE
= 01030 ] [ Male A
91 |KA201 2010632109 Male 43 .
117 KA201 2010646106 Male 36 2’;';” (SGPT) tendpoint]
138 KA201 2010646202 Male h2 *
148 KA201 2010657102 Male 29 150
176 KA201 2010661105 Male 38
™ ]
100
50
I
i 0 20 40760 80 100 120 140 160 180 200 220 240
ALAT [SGPT) [baseline)

A = :
. = Active #* F'IaceboE
1 |Baseline v End-> LOW HNORMAL HIGH otal
2 |LOw 0 0 0 0
3 | HORMAL 0 151 1 152
4 HIGH 0 6 2 ]
5 [Total 0 157 3 160
| Ll_l
| Shift Table:ALAT [SGPT)[-14.189:78.769] -0 x|
A B | c | p | E |2
1 Baseline v End-» |LOW HORMAL HIGH Total -
2 |LOw 1] 1] 0 1]
3 |HORMAL 1] 153 0 153
4 |HIGH 0 2 5 7
5 |Total 1] 155 5 160 .l .

Scatter plot graphs update to highlight only the patients underlying the
patient count selected in the Shift Table, against the patient population
subset by the current patient selection criteria.
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Object storage: saving your work

(See Chapter 6: Report Browser: Object storage: saving your work)

Schedule output

Note: You cannot schedule a saved Shift Table specification, however, you can
schedule a saved CrossTab specification. (See Chapter 6: Report Browser:
Schedule output)

Closing CrossTab tables and the CrossTab Browser

Closing a CrossTab Window

If you are finished reviewing the data in a CrossTab or Shift Table,
double-click the window’s close box.

Closing the CrossTab Browser
If you are finished with the CrossTab Browser and do not want to define

any other constructs, double-click the close box of the CrossTab Browser
window. Review closes all CrossTab Browser windows currently opened.
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Exploring data

Changing the patient selection criteria

After you define the specifications of your CrossTab\Shift Table, and
create it by clicking Create CrossTab, you can use the CrossTab\Shift
Table(s) that are currently displayed as data exploration views:

1. Change the patient selection criteria, redefining it by adding
additional criteria expressions, or removing existing criteria
expressions.

2. Clicking Update Browsers in the Patient Selection Criteria window to
update all active browsers according to the new Criteria.

CrossTabs or other browser objects that are opened will be updated
according to your new patient selection criteria.

CrossTab output filter

Row filtering is carried out by the Output Filter Criteria window. The
output filter facilitates specification of observations and visits, from
multi-visit data items, to include in your focused presentations.

After you define the specifications of your CrossTab, you can use the
output filter as a data exploration tool by row filtering data inclusion,
then comparing filtered and unfiltered results. Open filtered and non-
filtered Scatter Plot graphs can be very informative when Review’s
complementary browsers, such as the CrossTab browser, are utilized in
the multiple patient-mode to identify and characterize subsets of
patients:

1. Click Filter Output, and create a new filter by adding or removing
filter criteria expressions.

2. Click Save Filter in the CrossTab output filter window to apply it
against the next created CrossTab. The Filter Output button in the
CrossTab Browser window toggles to Filter is ON.

Note: If you save the CrossTab specification with an output filter on, the same
filter will be applied when the CrossTab is recreated.
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Pivot panels

Pivot panels provide a powerful display of data, and provides a data
structure that can be uniquely utilized by the CrossTab Browser in pro-
ducing clinically pertinent presentations of data “on the fly”.

Note: Saved specifications using a pivot panel will only work with the pivot
panel it was created with. If the same pivot panel is recreated with the same
name, the objects using the original panel will not work because the system
naming convention iterates with each created panel. (See Chapter 12: Common
Topics: Define Pivot Panel.)

Join logic

The pseudo-panel *_Define Join Logic_’ provides an opportunity to
investigate relations within the clinical data defined by medical investi-
gators “on the fly.” Join logic defined for the Clintrial type 0 panel is
required to utilize the items within Clintrial type 0 panels. (See Chapter
12: Common Topics: Define Join Logic.)

Clintrial tags

Clintrial tags are accessible format in CrossTab specifications. Clintrial
tags are listed as a pseudo-panel, and definitions and categorizations of
tags in the item list. (See Chapter 12: Common Topics: Clintrial tags.)

_New Event Function_

Utilizing the pseudo-function ‘*_New Event Function_’ allows you to
create and define new landmark events to be evaluated and applied to
your selected patient populations. (See Chapter 2 Selecting Patients: _New
Event Function and Chapter 12: Common Topics: Derived Function Values
_New Event Function.)
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Patient selection criteria

Selection set

You can explore statistical reports of selected items for the patients who
meet the current patient selection criteria by using the Statistics Browser
(SAS Proc Browser).

Note: Full or restricted access to the SAS Proc Browser is enabled/disabled based
on the SAS user-level setting made by the administrator. By default, access to all
SAS Procs is enabled.

Opening the SAS Proc Browser

Click

=

or from the Browse menu, select SAS Procs. Review dis-

plays a new window where you can specify the panels and items to be
included for the execution of SAS procedures.

E‘l SAS Proc Browser Mi=]E3
SAS5 Proc Panels: Items: Functions:
Create SAS View -
Create 5A5 Dataset : f T
FRE U Frequency T ables _B e:!ne ;I::.jm tL;gIC_l
FREQ:Frequency Tables wil | = & !ne fent Fane_
GLM:Regression, ANOWA, [ | Clintial TAGS
LOGISTIC: Linear logistic rec | Adverse Events
NPARTWAY: Nonparametic | AGGREGATED COD
REG:Linear regression -
TTEST:Means LODE_INDE
LIFEREG:Parametic CODELIST_ASSOC
LIFETEST:Survival distributi | Concomitant Medicati
MEANS:Univariate Descript | Demography
TABULATE: Cross T abulatio Dozage
Efficacy Evaluation
Final
Lab Cherniztry
Lab Hematology -
< | Mld ﬂJ
Heading : ;
|FREQ:Frequency Tables lptiars | Filter Output |
ADD By War | A0D [hem: | LCreate |
BY Wariable[z) ;I Item(z]) analyzed ;I
1 1 -

A

r
b

A

i
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Selecting a SAS Proc type

Selecting a SAS Proc

Select one of the following types of SAS Proc:

Create SAS View - generates a SAS View of the items selected.

Create SAS DataSet - generates a SAS Dataset of the items selected
for the patient population currently selected.

FREQ - generates a frequency distribution matrix of the items
specified.

FREQ with Statistics - generates a frequency distribution matrix
with additional statistics ‘Options’.

GLM - supports many different analyses including regression,
ANOVA, covariance, multivariate and partial correlation are
available in ‘Options’.

LOGISTIC - supports linear logistic regression analyses for subsets.
NPAR1IWAY - performs analysis of variance on ranks.

REG - supports general-purpose linear regression models by least-
squares. The various model-selection methods are available in
‘Options’.

TTEST - performs a two sample t-test for testing the hypothesis.

LIFEREG - The LIFEREG procedure estimates the parameters by
maximum likelihood using a Newton-Raphson algorithm.

LIFETEST - lifetime or survival data is the presence of right-
censored observations due either to withdrawal of experimental
units or to termination of the experiment.

MEANS - generates a report of basic statistics for each of the items
for the population currently selected.

TABULATE - generates a cross-tabulation of the items for the
population currently selected.
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Defining a SAS View and Dataset

Create SAS View and Dataset

Define the specifications of the SAS View or Dataset by applying the
same method that you used to build the patient selection criteria:

1. Select Create SAS View or Create SAS Dataset.

2. Select a panel.

3. Select each item of interest.

4

. When using the Create SAS View and Create SAS Dataset you may
use the Add Item to add single items or Add ALL Items to default all
items for the selected panel. This method of selecting individual items
or all items from multiple panels will create a single SAS View or

Dataset.
Eﬂ SAS Proc Browszer M=) E3
SA5 Proc Panels: |tems: Functions:
Ereate 545 View AGGHEGATED_CI:' _Define Mew ltem_ .
t CODE IMDE _Define Mew Rand |
: = <Study 1D
FREL: Frequency Tables CODELIST_ASSON Allergy

GLM:Fegression, ANOVE | Concamitant Medic Cardiovascular Dize

LOGISTIC:Linear logistic | Demography Diabetes
NPARTWAY:Manparame | Dosage Drug Sensitivity
REG:Linear regression . : E pilepsy
TTEST:Means E.fflcacy Evaluation Eyes, Earz, Moze, T
LIFEREG: Parametric: Final Gastrointestinal Dise
LIFETEST: Survival distit | Lab Chemistry Genitourinary Dizea
MEAMS: Univariate Desct | Lab Hematology Hypertenzsion

TABULATE:Cross Tabule Investigatar
Musculozkeletal Dis

Meuropsychiatric Di

Lab Uriralyzis
LAB_CHEM [545)

Medizal Histon Other
Mycological Result QOther Skin Dizeaze —
Mycalogy Summar,— PatID
Previous Medicatio Pat. No.
Protocol
F andaomization pmmmaw Dlseailll
WA A T kALK Ty e R i
i ™l
545 Libname Datazet Name ;
[io1a011/ [sasdata Eilter Output |
ADD [tem: | Add ALL Iterms | Optionz | Create |
Item(z] analyzed ;I
1 [FatlD I
2 |Visit No.
3 [Visit Date
4 | Visit Label
5 |Protocol ;I
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5. You can create multiple SAS Views or Datasets by selecting multiple
panels in the following ways:

For contiguous panels (panels listed next to each other):
a. Click the first panel.

b. Hold the shift key and mouse click and drag the cursor over the
next panel(s).

Eﬂ-SAS Proc Browser _ O] x|
SAS Proc Panels: Items: Functions:
Cieate 545 Yiew AGGREGATED_Cla|

Crea af

Hie ! CODE_INDEX
FREQ:Freguency Tables -
FREQ:Freguency Tables EDDELIST—ASSD_I
GLM:Regression, AMOvE | Concamitant Medic
LOGISTIC: Linzar logistic ;
MPARTWAY Monparame
RE G Linear regression
TTEST:Means TR
LIFEREG:Parametric Final
LIFETEST:Survival distrit | Lab Chemiztry
MEANS: Univariate Descl | Lab Hematology
TABULATE:Crozs T abulz Lab Urinalysis

LAB_CHEM [SAS)
Medical History
Mycological Result
b ycology S umman—
Previous Medicatio

R andomization

-
DEYICad s CikAIR]L T
| S ;IJ

4| i3
SAS Libhame ;
||U'| a1/ Filker Output |
ﬂddF’aneIs Dptions | Create |
Panel SAS Datazet name ;l
1 [Demography DEMOGRAP N
2 |Doszage DOSAGE
3  Efficacy Evaluation Eval
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For non-contiguous panels (panels not listed next to each other):
a. Select the panels you want while holding down the CTRL key.
b. Click each panel you want to select.

Each panel that was selected is assigned an individual SAS View or
Dataset name with all items included.

Note: If multiple panels are selected, and item names are repeated, Review
automatically forces unique names to be used in the creation of the SAS View
or the SAS Dataset.

E—SAS Proc Browser =]
SAS Proc Panels: Items: Functions:
Create SAS View AGGREGATED_Cla|

aet CODE_INDEX

:Frequency Tables

FREQ:Freguency Tables EDDELIST—ASSD_I
GLM:Regression, ANOY: | Concamitant Medic
LOGISTIC:Linear logistic || (Ey sl s
MPARTWAT:Nonparame | [gsage

RE G Linear regression
TTEST:Means .
LIFEREG:Parametric Final
LIFETEST:Survival distrit | Lab Chemiztry
MEANS: Univariate Desct | Lab Hematology
TABULATE:Crozs T abulz Lab Urinalysis

LAB_CHEM [SAS)

Efficacy Evaluatior

Medical History
Mycological Fesult
b ycology Summan—
Previous Medicatio

Fiandomization

KN i ff_lmflﬂ I i

SAS Libname

||U'| a1/ Filter Output |
DOptions | LCreate |
Panel SAS Datazet name ;l
1 [Demography DEMOGRAP N
2 |Final FINAL
3  Medical Higtory MEDHIST
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Select format library options

The SAS Dataset/View Create Options window allows you to specify
format library options such as generate formats, use FULL codelist,
attach formats to dataset items and include formats as dataset columns.
In addition, you can define dataset sorting, index items and enter
%include files to be added before and after the dataset or view is created.
When you create a SAS Dataset all the settings are enabled including
Index Items and the option to create SAS Transport files and PDF files.

You must select ‘Generate Formats?’ in order to ‘Use FULL codelist’ or to
‘Attach Formats’. Likewise, in order to ‘Include formats as dataset
columns’, you must first select the ‘Attach Formats’ in order to create
those columns.

6. Click Options. The SAS Dataset/View Create window opens.
7. Enter your options.
8. Create SAS Transport Files?

SAS Datazet/View Create Options

r— Format Library

v Generate Formats?
™ Use FILL codelist atherwise only uze Codes in Data®? - |

W Attach Formats to datazet items? Cantest [tems:
7 -
™ Include farmats as dataset columns? Imvestigator
Format Library Path; Pat D
b Fat. Mo.
I Frotocol
Wisit D ate
Wizit Label
—Sort Keys Wizit Mo,
<= Add [tem
Remove ltem --->
— Index ltems

™ Composite Index?

<-- Add Item

Femove ltem -

g

Zinclude file BEFORE dataszet/view create:

—SAS Tranzport Files

Zlnclude file AFTER datazet/view create: Ta be compatible with SAS wersion:

[ Create SA5 Transpart files?

ICurrent j
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SAS Transport Files

You must click Create SAS Transport Files in order to select the type of
transport file.

SAS Transport Files
¥ Create SAS Transpart files?

To be compatible with SAS version:

IEurrent

Current k
WEOS
W5 [FDA Guidlines

The SAS Views you create are dynamic, i.e., whenever accessed by SAS
return the current Oracle data. The SAS Dataset created contains the
selected items of the current patient population. This feature allows you
to take snapshots of the data while the study is ongoing. Simply select
panels and items to add to the dataset, and export if desired. (See Chapter
12 for information about the pseudo-items *_Define New Item_" and ‘_Define
New Range_’ on the pseudo-function, *_New Event Function_’.)

9. Click OK.
10.Click Create to generate SAS Output.

V5 (FDA Guidelines) option

When you create SAS Transport Files as V5 (FDA Guidelines) this option
is the only one which requires format settings. You must generate format
catalogs and attach the formats to the variables in the datasets. It is not
mandatory to ‘Include formats as dataset columns’.

Note: When you click the V5 option the two required options are selected for you
and you cannot change it.
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& 2
f 14 W _a |- S|

The ZAS Svystem 11: 86 Tednes.

The CONTENTS Procedure

Data Set Name: SLIE. MEDHIST Ob=sermrations: 1070
Hewber Type: DATA Varichles: Z5
Engrine: s Irdenes: u}
Created: 11: 56 Tledresday, Jawmary 14, 2004 Ok=servacion Lengths 13z
Last Mo fied: 11: 56 Wedresday, Jawuary 14, 2004 Deleted Obszrvations: O
Protect ion: Compressad: Mo
Data Set Type: Sorted: Mo
Lahel:

-——-—Engire Bost Demendent Information-—---

Data Set Page Size: 16384
Jhmber of Data Set Pages: 1z

First Daca Page: 1

M= Obs per Fage: 25

b= in Firstc Data Page: &4

THaber of Data Set Repairs: 0

File Mams: JSwar/honedreview/rE0/I0L 4012 /nedhist sas?hdat
Ielease Created: 2.0z02M0
Host Created: HP-TI
Tnode Mmber: Ee4d8
Access Permission: FU-rwW-ru—
ey Name: irewder
File Bizme (bytes): 2E1154

-—--klphahstiz List of Variables and Attributss—-——

Apcess Lo output ——
View 2A% Log View SLZ Bource afub IDF Bave Tusput? IVG' Private { Useriro
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Edit panels

When you select the V5 (FDA Guidelines) option and create the SAS
Dataset/View, you can edit the panels by clicking the eSub PDF button.
The Electronic Submission PDF window displays as a panels
spreadsheet. The primary function of the panels spreadsheet is to display
format details.

1. Click Edit Panel(s) to convert the panels spreadsheet into edit mode.
The button status changes to save Panel(s).

2. Select a row variable to edit specific fields in the items spreadsheet.
3. Click Save Panels.
4. Click Save PDF. Print Preview and Print buttons can be selected.

lectronic Submission PDF

\ Edit Panells

Description of dataset Location Structure Purpoze Kep:
Medical H datazets/FAPNT MEDHIGT % atien (AT P |
Demography cit/datazets/KAZD1 /DEMOGRAFP. xpl 1 per patient CRT FID
Final cit/datazetsEA201 AFIMAL pt 1 per patient CRT PID

Datassts for Siudy KAZOT

Datazet

Al
Study KA201 MEDHIST =pt Medizal History,1 per patient.CRT
Vanable | Label | Type | Codes | Ongin Hale Comments
1 _|PID Pat ID Char[11) Key
2 [VISIT Wigit No. Hum
3 |VISITDT Wisit Date Date
4 |VISITLBL Wizt Label Char[10)
5 |PROTOCOL  Protocol Char(3)
6 [INVEST Investigator Char[3]
7 |PATHD Pat. Mo. Char[4)
& |DRUGSENS Drug Sensitivity Hum
9 |ALLERGY Allergy Hum
10 |EENT Eyes. Ears, Nose, Throat Dis.  Num
11 |THYROID Thyroid Dizease Hum
12 |DIABETES Diabetes Hum
13 |CARDIAC Cardiovascular Disease Hum
14 |HYPERTEN  Hypertension Hum
15 |EPILEPSY Epilepsy Hum
16 |REMAL Renal-Hepatic Dizeasze Mum
17 |PULMONRY  Pulmonary Disease Hum
e i - .

Frink I Frint Presiew Sawe PDF
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Defining a SAS Proc Specification

Define SAS Proc specification

Define the specifications of the SAS Proc run by applying the same
method that you used to build the patient selection criteria:

1. Select a SAS Proc.
2. Select a panel.

3. Select each item of interest and an appropriate function or use the
default function.

4. Select a BY Variable(s) to categorize the data if applicable.
5. Click Create.

Adding items to be analyzed

The following SAS Procs share the same display window for the
selections ADD By Var and ADD Item.

= FREQ

= MEANS

= TABULATE

= FREQ with Statistics
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Select the individual item(s) to be analyzed and click ADD Item to add
the item to the SAS Proc specification.

N

Heading

i

tycology Summary Wiew_
Previous Medication
R andomization

BEWIEW &AM I"ll'lllflj
4' i 4

|FREQ:Frequency Tables

ADD By War |

BY ¥Yariablels]

1 [Investigator

LI

-

KN
[t |

*

KN -

E’ SAS Proc Browser O] x]
545 Proc Panels: [bems: Functions:
Create SAS Yiew .t’-'«GGHEGf—\TED_EDDE!;I _Define Mew ltem_ _Mew Event Function_
Create SAS Dataset CODE INDEX _Define New Range_ actual value
FREQ:Frequency T ables CDDE[IST ASSOC <Study 1D
FREQ:Frequency Tables with ! s - Age
GLM:Reareszion, aMOva, Cox Concomitant Medicatior Calc &ge
LOGISTIC: Linear logiztic regre | NS sE g Childbearing Patential
MPARTW&Y:MNonparametric Dosage Date of Birth
REG:Linear regrezsion . . Ewvaluability at Bazeline
TTEST:Means E-ffICEIC_l,I Evaluation Investigator
LIFEREG:Parametric Final Pat D
LIFETEST:Survival distribution | Lab Chermistry Pat. Ma.
MEANS:Univariate Descriptive | |ab Hematology Fat. Mo, Count
TABULATE:Cross Tabulations Lab Urinalysis Fratocal
LAE_CHEM [545)
tedical History Wisit D ate
tycological Results izit Label
Wizit Mo,

Filter Dutput

Create

Item(s] analyzed

Sex

Ll L=

2 |Race
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Adding BY variables

You can further process the data with the use of BY categorical variables.
Click ADD By Var to add the selected Item to the list of By Variables for
the SAS Proc run.

A BY variable is a variable by which the data sets are ordered according
to the BY statement variable. Statistical observations on BY variables are
carried out on ordered, grouped, or indexed values of one or more
variables.

Statistics options

Some of the more complex SAS Procs have additional options available
to further analyze the data. The statistic options are specific to the SAS
Proc selected. You will see the OPTIONS button enabled for those
specific SAS Procs; otherwise, the OPTIONS button is not highlighted.
Click Options if available.

The Frequency tables with Stats has an Options button to further analyze
the data with additional statistical testing as follows:

1. Click Frequency tables with Stats as the SAS Proc type. The Options
button is enabled when this SAS Proc type is selected.

Select a panel.

Select each item of interest.

Click Options to display the SAS Proc Freq Options window.
Select the statistical test(s) for analysis and click OK.

a M DN
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E" SAS Proc Browser

=10l x|

FREQ:Frequ ith

MEARTWAT Nonparametnc

REG:Linear regrezsion I~ NONE
TTEST:Means

LIFERE G:Parametric AL
LIFETEST:Survival distribution [~ CHISE

MEAMS: Univariate Descriptive
TABULATE:Cross T abulations

" ChH

" CMH2

CODELIST_ASS0C

T
GLM:Regression, ANOVA, Cov | | EV e T ™
LOGISTIC: Linear logistic regre bt [ 2111210 s

Cochran-t antel-Haenzzel

545 Proc FPanels: Iterns: Functions:
Create SAS View AGGREGATED_CODE! <]
Create 545 Datazet
FREQ:Frequency Tables CODE_INDEX

Cancel |

chi-zquare tegts

Cochran-Mantel-Haenszel statistics
First Cochran-t antel-H aenszel ztatistic

First 2 Cochran-Mantel-H aenszel statistics

" DEVIATION
[ EXACT

1] | | |+ I EXPECTED
Heading [ LsT
IFHEQ:Frequency Tables with STA [T MEASURES

[
[
[
[
[
[
[
[
¢ CrH
[
[
[
[
|
I

zhow desiation from expected cell frequency
Fisher's exact test for tables larger that 242
show expected cell frequency

shiows table in list form

bazic zet of measures of aszociation

ADD By Var: | SETEs
" MODRIDIT

BY Wanablels] | ~ pang

1
 RIDIT
" TABLE

| [ SPARSE

zhow info about wariables even if levels not in data

Defining a SAS Proc title

Enter a title for the SAS Proc that will be displayed as the caption of the
resulting SAS Proc output window, as well as on any printouts. Enter the
title text in the “Heading” field.
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Creating the SAS Proc output

When your SAS Proc specification contains the information you want,
click Create. Review sends your request to be processed by SAS on your
server computer, and displays the results in View Output window. The
data in your report contains only data from those patients who meet your
current patient selection criteria and/or SAS Proc output filter;

FREQ:Frequency Tablez with STATS

i 57
T 7 o & ] &

FREQ: Frequency Takles with STATS 1600 Tharsday, Notvren
Investigator=018

TAELE OF SEX EY RACE

SEX| Sex) FACE (Bace)

Frequency |
Tercent. |
Mow Pot |
Col Pot |Thite |Elads | Tocal
T e
Male | | 5 14
| 40.91 | =22.73 | &3.51
| e4.2% | 3E.T1 |
| Eed4.2% | EZ.ED |
v
Female | £ 3 E
| 22.73 | 1364 | 36.35
| &2_.E00 | =27.E0 |
| 3871 | 27.ED |
B e STREE R
Total 14 a2 ZZ
8364 FE.3& 100,00

Acoess Co output

Tiew 545 Log Tiew SAS Source Save Outpus? | ’75 Privace ¢ UserGroup ¢ Pul

Change a SAS Proc specification

To change the SAS Proc Run specification that you define:

1. Click anywhere in either the By Variables or the Item(s) analyzed list.
2. Click on the item that you want to delete.

3. Click I_Tﬁ% or from the Edit menu, select Cut. This deletes the
highlighted row from the SAS Proc specification.

4. To clear the entire SAS specification, click .
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Output filter

(See Chapter 6 Report Browser: Output Filter.)

SAS Proc results display

Toolbar

The toolbar at the top of the output display window allows you to page
through the output. The paging feature is necessary to view listings
where ADD BY Var is applied to create the output. For example, if
investigator is the BY Var then a page break by investigator is applied to

the output display.

In addition, the magnify button drop down list has percent scale sizing
and multiple page display options for you to select.

E? FREQ:Frequency Tables with STATS

& 8

FREQ: Freq
Tnvestiga
TABLE OF
SEX(Sex)
Frequency

Parcent
Bow Pct

Whaole Page
Page "width
Twio Pages

Thurmbnail

180%
100%
5%
50%
25%

ERR AT IS =Y
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Find menu command

You can perform a text search which supports case sensitive or not
searches and find next. Select the Edit menu and click Find.

REQ:Frequency Tables =1
1% Q-] ]
FREQ: Frequency Tables 16:0¢

R —

Find what: IBum

SETEXT ™ Match case Cancel |
AMGIOPLASTY

EACE STRATM 1 1.3 z Z.8

ELADDER. TINFECTION o] o) 5 =}

QL PPl TCATT O I ) CEET |

EUTENING UPON APPLICATION z pl 3 11.7

EUENING UPON APPLICATION (FISSURED AREALS 1 1.3 10 13.0

EUENING WITH AFPPLICATICON OF DRUG 1 1.3 11 14.3

EUENING WITH APPLICATION OF STUDY DEIG 1 1.3 12 15.6

EUENING WITH APPLICATION OF STUDY MEDICT 1 1.3 1z 1l6.9

CHEST COMGESTION 1 1.3 14 18.E

COLD 1 1.3 15 135

COLL SYMPTOME z g 17 EE.1

COLD SYMPTOMS /2THNUS PATH 1 1.3 1= 3.4
COLOMOSCOPY { (POLYPECTOMY) ) 1 1.3 12 4.7

COUGH 3 3.9 ZE bt = 3 1
CRYOTHERAPY 1 1.3 £3 9.9

DENTAL IMPLAMNT LOWER JaW 1 1.3 z4 3l.E

Acocess to ou
fiew Output I Wiew Z45% Log Tiew SZA45 Source Sawve Output? | ’}: Private [

Displaying the SAS output, source, or log

Notice the three buttons at the bottom of the output display window. By
default, the SAS output has been displayed; however, if you want to

review the SAS log click = Tiew 5A5 Log

|. If you want to review the

SAS source used to create the SAS output click | view SAS Source | . To
review the SAS output again, after reviewing the SAS log or SAS source

click View Output

If multiple SAS Proc results are active at the same time, each functions
independently. That is, you can review the source, log or output of each
independently by clicking the appropriate results button in the

respective windows.
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Exporting and printing results

Print Preview
To display a print preview of your output:
1. Click on the generated output window to make it the active window.

2. Clické @ , or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.
3. Click either Print or Close.

The Print Preview function is applicable to all browsers with output
results.

Printing the SAS Proc results

To get a printed copy of your output:

1. From the Toolbar in the output display window, click the Printer
button. Review displays the Print window dialog.

2. Enter printing selections and click Print.

OR

1. Click |§ |, or from File menu, select Print. Review displays the Print
window dialog.

2. Enter printing selections and click Print.

The SAS results (output, source, or log) prints on the currently selected
printer.
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Exporting the result

Export your result to PDF files.

1. From the File menu, select Export. The created output window must
be the active window.

Review displays the Export dialog box.

lS5ave As EE
| .

| Savein: I@ My Documents j - £5 Ef-

I

: |1 My Fictures

File name: |".F'DF Save I

Save a3 type: |F'DF Files [*.pdf]
PDF Files [ pdf]

2. Enter the storage location.
3. Enter the storage type.
4. Click OK.
The result is exported to the currently selected disk directory.

460 Chapter 9: Generating Statistics



Other SAS Proc displays

The following SAS Procs: NPARIWAY and TTEST share the same display
window for selections ADD Var and ADD Class. Select panel and item,
then click ADD Var and ADD Class buttons for data items to be

analyzed.
E! 5A5 Proc Browser - O] =]
SAS Proc Panels: [bems: Functions:
Create 545 View Clintrial TAGS =]
Create SA5 Dataset Adwerse Events

FREQ:Frequency Tables k
FREQ:Frequency Tables with ! AGGREGATED_LODE:
GLM:Regression, ANOWa, Cor | CODE_INDEX
LOGISTIC: Linear logistic regre | CODELIST_ASS0C
‘HPART "M onparametic Cancomitant Medicatior
REG:Linear reqreszsion
TTEST:Means Demagraphy
LIFEREG:Parametric Dosage
LIFETEST:Survival distribution | Efficacy Evaluation
MEAMS:Univariate Descriptive | Final

TABULATE: Cross T abulations Lab Chemistry

Lab Hematalogy

Lab Urinalyzis

LAB_CHER [545) —
tedical History
tycological Results
tycology Summary Wiey

Fresins b adieating hd
KN — o i il

KN Ml | *
Heading ; ;
|NF'.~'-‘-.F|1WAY:N0nparametric LRt | Eilter Qutput |
ADD MWar | ADD Class | Create |
Yar Yanable[s]: ;I Clazs Wanable[s]): ﬂ
1 1 _
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The following SAS Procs LOGISTIC and REG share the same display
window for selections ADD Dependent and ADD Independent. Select
panel and item, click ADD Dependent and ADD Independent buttons
for data items to be analyzed.

E‘l SAS Proc Browser =] E3

SAS5 Proc Panels: Iterns: Functions:
Create SAS View Clintrial TAGS ;I
Create 545 Dataset Adverse Everts

FREQ:Frequency T ables

FREQ:Frequency T ables with ! AGGREGATED_CODE:

CODE_IMDEX
CODELIST_ASS0C
Concomitant bedication
Demography

REG:Linear regression
TTEST:Means
LIFEREG:Parametric Dozage
LIFETEST:Survival distribution | Efficacy Evaluation
MEAMS:Univariate Descriptive | Final

TABULATE: Cross T abulations Lab Chemistry

Lab Hematology
Lab Linalyziz
LAE_CHEM [545) —
tdedical History
tucological Resultz
Mycology Summary Wiey

Prasvin e b adicatinn i
K I 13 R .| ﬂJ KN I JL3 | KN 1
Heading : ;

|LOGISTIC: Linear logistic ragression Lpticris | Filter Dutput

&0 erendenti A0D Independent: | LCreate

Dependent Yariable[s] Independent ¥ ariable[s] ;I

Al
1 = 1
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When you select SAS Proc REG, the ‘Options’ button is automatically
enabled for selection of REG Model Options. Click selection boxes
desired and click OK. The click Create to generate SAS output.

E‘l SAS Proc Browszer o =] B3
SAS Proc Panels: |tems: Functions:

Create 545 Yiew Clintrial TAGS =

Create 545 Datazet Adwerze Events

FREL:Frequency T ables AGGREGATED CODE:

FREQ:Frequency Tables with !
GLM:Fegression, ANOWa, Cor | CODE_INDEX
LOGISTIC: Linear logistic regre | CODELIST_ASSOC
MPaRTwWAY:Nonparametic Concomnitant Medicatior
REG:Linear regre
TTEST:Means
LIFE RE G:Parametric Dosage
LIFETEST:Survival distibution | Efficacy Evalual
MEAMS: Urivariate Dezcriptive | Final

TABULATE:Cross T abulations Lab Chemistry

Demography

Lab Hematalogy [T 551 zequential zum of squares
Lab Urinalysis [~ ss2 partial sumz of sgquares
LaB_CHEM [SA [ CLl 95% upper- and lower-confidence limits for an
Medical Histary individual predicted value
tycological Re: [~ CLM 5% upper- and lower-confidence limits for
Mucology Sunin ewpected value of dependent wariable
Presimns b adic: . .
4 v |4 calculates predicted values fram input data and

_I._I J —i4[ LR estimated model

Heading

|HEG:Linear regression [ R analyzis of residuals

A0 ] ] erendentl
Dependent Yariable[s) Ok I Cancel
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When you select the SAS Proc GLM, the browser window only displays
the ‘Options’ button. Click Options to display the GLM Options and
define your analysis definitions.

Eﬂ-SAS Proc Browser _ O] =]
SAS Proc Panels: Items: Functions:
Create SAS View Clintrial TAGS ;I

Create SAS Dataset
FREQ:Freguency Tablez
: b

Adverse Events
AGGREGATED_CODE!
; CODE_IMDE

LOGISTIC: Linear logistic regre| | CODELIST_&550C
EEETW-‘}‘-Y3NU”P‘?famEt'iC Concomitant Medicatior
‘Linear regression
TTEST:Means Demography
LIFEREG: Parametric Dosage
LIFETEST:Survival distribution | Efficacy Evaluation
MEAMS: Univariate Descriptive | Final
TABULATE:Cross T abulations Lab Chemistry

Lab Hematology

Lab Urinalyzis

LAB_CHEM [S45) —
Medical History
Mycalogical Results
Mycology Summary View

v _}I lI:'iF-\..'irn 1= Mprli[\al‘inn LI_‘ v _}I y _}I
Heading T —— ;
|GLM:Heglessi0n, AMDVA, Covariance,.. ;. thlons Eilter Dutput |

4]

LCreate |
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Click Item Selector to display and select panels and items. You can
double-click on the desired item or click Insert Item to add items to the
various edit areas.

E? item Selector

Clintrial TAGS
Adverze Events
AGGREGATED_CO
CODE_IMDEX
CODELIST_ASS0C
Concamitant M edica
Demography
Dosage
Effizacy Ewvaliation

r
r
r
r
r

mam
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Note: Do not type text items into the edit areas. You must select items by
clicking Item Selector and make selections from the panels and items displayed
in the Item Selector window. Insert a space between each item selected if you add

multiple items within the same edit area.

CLASS ITHEATMEN RACE

MODEL [CHO=TREATMEN

[T SOLUTION prits & solution bo the normal equations

CF prints obeerved, predicted, and residual values for non-miszing independent

vaniables
[~ NOUNT suppreszes pinting of univanate statistics

MEANS [TREATMEN
W LSD pairwize Hests
™ EON Eonfermoni ttests
[T REGWQ  Ryan-Einct-Gabrielw'slsch muliple-range test
[ TUEEY  studentized range test

[T SCHEFFE multiple-comparison procedurs

LSHEANS TREATHMEN
V¥ STDERR  standard eror of L5M and probability level
¥ PDIFF all pozzible prabability values

Other statements:

[tem Selector |

Ok |
Cancel |

You can enter additional valid statements in the GLM procedure by

typing in the edit area called ‘Other statements’.

Click OK to submit the GLM Options. Click Create.
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When you select the SAS Proc for LIFEREG: Parametric, click Options to
display the LIFEREG Options and define your analysis definitions for
Model and Class. You must follow the same instructions for the Item
Selector and Insert Item as described above.

TABULATE: Cross Tabulati

E’ SAS Proc Browser - 101 x|
545 Proc Panels: Items: Functions:

Create SAS View Clintrial TAGS =]

EII:HEEE"DEFS'E‘S Datas_?t " Adverse Events

:Frequency T ables .

FREQ:Frequency Tables with ! ﬁEEﬁEE&IFP—EDDE'

GLM: Regreszion, a0, i

LOGISTIC Linear logistic r¢ L At L 10| x|

MPARTWAY: Nonpararmetr

REG:Linear regression

TTEST:Means tdodel

LIFEREG:Parametric I

LIFETEST:Survival distribu, |tern Selector

ME&ANS:Univanate Descnp Flegs

Inzert [kem

il

Cancel |

o]

ToT P O T T LA

Mycology S ummary 4iey

Pressins b HT i il
‘ _’I iiF‘"u'Il'\I G [=Tnllnd=11nla] LH ‘ _’I ‘ LI
Heading - ;
[CFERE G- Parametic Eilter Qutput |
Create |

Click OK to submit the LIFEREG Options. Click Create.
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Select the SAS Proc for LIFETEST: Survival distribution, and click
Options to display the LIFETEST Options and define your analysis
definitions for TIME, STRATA and TEST. Again, use the same steps for
Item Selector and Insert Item.

E‘l SAS Proc Browser ;IEIEI
SAS Proc Panels: Items: Functions:

Create SAS Yiew Clintrial TAGS ﬂ

Create SA5 Datazet Adverse Events

FREQ:Frequency Tablez \
FREQ:Frequency Tables with ! AGGREGATED_CODE:
GLW:Regression, AMOVA, Cor | CODE_INDEX
LOGISTIC: Linear logistic regre| | CODELIST_ASS0C
HEEHLTWAY:NDnD‘?[amEmC I rncnrnitant b edicabine
Lirear regression -

TTEST Means
LIFEREG:Parametric

El
MEAMNS: Univariate Descriptive TIME I

TABLULATE:Cross Tabulations [t Selectnrl

STRATA |

Inzert [tem |
TEST I

Cancel |

ok |
KN — 2
Heading - i
[CIFETEST:Survival distribution Eilber Output |

LCreate |

Click OK to submit the LIFETEST Options. Click Create.
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Multiple SAS Proc outputs

Opening multiple SAS Proc results

You can have multiple SAS Proc result windows active at the same time.
After you define and create one SAS Proc output, you can minimize the
results and/or activate the SAS Proc Browser. Once the SAS Proc
Browser is the active window:

1. Click | EI or from the File menu, select New to refresh the screen.
(You can open saved SAS Proc specification.)

2. You add variables to an active or saved SAS Proc specification, and
click Create SAS Output to run the SAS Proc request.

Review displays a new window for each new SAS statistical analysis.
You can have several output windows active at the same time. (The
suggested procedure is to minimize the output windows, and open them
as needed to help manage window space. The only limitation that an
end-user may experience in the number of SAS Proc result windows
opened at once is window space).

Snapshot output

Multiple population mode

Review has an optional multiple-population mode available in the SAS
Proc Browser. The Snapshot output allows you to change the patient
selection criteria and view the different output within the SAS Proc
browser at the same time. When the results are executed and displayed
from the SAS Proc browser output window, two icons are displayed for
“Snapshot Output” and “Who?”.

(See Chapter 6: Report Browser: Snapshot Output and Chapter 12: Common
Topics: Snapshot output)
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Saving a SAS Proc specification

Save the SAS Proc specification for later use or for validation of results.
All saved SAS Procs with output filters on are saved with the filters. (See
Chapter 6: Reporting: Object Storage: saving your work.)

All output specification functions for saving, retrieving, exporting,
scheduling and removing are covered in the Report Browser. These
functions are the same and apply for all Review output browsers.

Note: An object specification must be saved before it can be scheduled. The
output is saved automatically when a job is scheduled. The Review Output
option only displays lists of outputs previously stored. Otherwise, a message will
state no output is stored.

Schedule SAS Proc jobs

(See Chapter 6: Reporting - Scheduling Output.)

Review output

The Review Output folders are from the category folder definition for
each of the objects that were run. You only see folders in the Review
Output if an object has output saved.

Note:The exception is previously run and saved SAS Proc output results from
an earlier Review release. The SAS Proc Browser scheduled a job to be run and
the output saved. The output would be listed under the specific SAS Proc that
was run. Therefore, old SAS Proc jobs are placed in a SAS Proc folder.
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Close SAS Proc Browser and results

Closing a SAS Proc output window

If you are finished reviewing the output of a SAS Proc, and do not need
to use the output to review any other patient populations: Double-click
the window’s close box.

Closing the SAS Proc Browser

If you are finished with all SAS Proc outputs, and do not need to define
any other reports: Double-click the close box of the SAS Proc Browser
window. Review also closes all SAS Proc results windows currently
opened.

Exploring data

Changing the patient selection criteria

After you define the specifications of your report, and create it by
clicking Create, you can use the output(s) that are currently displayed as
data exploration views:

1. Change the patient selection criteria, redefining it by adding
additional expressions, or removing existing expressions.

2. Click Update Browsers in the patient selection criteria window to
update all active browsers according to the new criteria.

Any SAS Procs, or other browser objects that are open update
according to your new criteria. Each report generated with a filter on
will update with the same filter criteria with which it was created.

SAS Proc output filter
After you define the specifications of your graph, you can use the output

filter as a data exploration tool by row filtering data inclusion and
comparing filtered and unfiltered results. Row filtering is carried out by
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the Output Filter Criteria window. The output filter functionality allows
specified observations and visits, from multi-visit items, to focus
reporting presentations on clinically specific requisites.

Open filtered scatter plot graphs can be very informative when Review’s
patient-level interactive browsers are utilized in the multiple-patient
mode to identify and characterize a subset of patients.

1. Change the output filter criteria by adding additional expressions, or
removing existing expressions.

2. Click Save Filter in the SAS Proc Output Filter window to apply it
against the next created SAS Proc.

Pivot Panels provide a powerful display of data, and provides a data
structure that can be uniquely utilized by the SAS Proc Browser in pro-
ducing clinically pertinent presentations of data “on the fly”.

Note: Saved specifications using a pivot panel will only work with the pivot
panel it was created with. If the same pivot panel is recreated with the same
name, the objects using the original panel will not work because the system
naming convention iterates with each created panel. (See Chapter 12: Common

The pseudo-panel ‘_Define Join Logic_’ provides an opportunity to
investigate relations within the clinical data defined by medical investi-
gators “on the fly”. Join logic defined for the Clintrial type 0 panel is
required to utilize the items within Clintrial type 0 panels. (See Chapter

Pivot panels

Topics: Define Pivot Panel.)
Join logic

12: Common Topics: Define Join Logic.)
Clintrial tags

Clintrial tags are accessible to be used in SAS Proc specifications. When
the pseudo-panel Clintrial tags is clicked on:

= Clintrial tags are listed as a pseudo-panel.

= Definitions, and Categorizations of tags are listed in the items list. (See
Chapter 12: Common Topics: Clintrial tags.)
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Protocol comparison

Use of the pseudo-item <Study ID> in SAS Proc specifications, facilitates
comparisons between protocols. (See Chapter 12: Common Topics: <Study

ID> pseudo Item.)

_New Event Function_

Utilizing the pseudo-function “_New Event Function_" allows you to
create and define new landmark events to be evaluated and applied to
your selected patient populations. (See Chapter 2: Selecting Patients: _New

Event Function.)
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Selection criteria

Selection set
You can use the SAS Program Browser to regenerate previously pro-
grammed SAS Production Tables, with the original complete patient pop-
ulation, or to regenerate the tables with only those patients who meet the
current patient selection criteria.

In addition, you can schedule a SAS program to run now or at a later
scheduled date/time as a batch job. The actual output can be saved in the
designated folder with the creation date/time stamp for future reference.
A brief description of the patient subset criteria used to generate the
output will display along side the creation date/time stamp. (See Chapter
6: Report Browser: Schedule Output)

SAS program browser

Registered SAS programs

Your System Administrator can register SAS programs and SAS Data
Sets used in the formal analysis of the protocol(s) of interest. They can be
current Global and Study Specific SAS programs or Project global SAS
programs. These programs and datasets can be made available and
registered to Review, typically after the completion of the protocol and
cleaning of the database. Thereafter, you can access these programs and
datasets by using the SAS Program Browser.

Opening the SAS Program Browser

The SAS Program Browser is useful in exploring patient sub-population
statistical responses to the clinical trials. After defining your patient
selection criteria, click or from the Browse menu, select SAS
Programs. Review opens the SAS Program Browser window to display
the categorical folders containing additional subfolders and all SAS
Production Tables registered by your System Administrator for the
current protocol. Groups of SAS programs can also be defined and
executed.
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Selecting a table

Select an entry from the list of available SAS programs to be executed.

I2? SAS Program Browser O] x]

e Demographical Analysis
=[] Efficacy
€ MvCOLOGICAL AND CLINICAL CURE - INTERDIGITAL SITE - EFFICACY SUBJECTS
EI[:] General
L € DEMOGRAPHIC AND BACKGROUND CHARACTERISTICS - EFFICACY SUBJECTS
B8 Demographic listing [RTF]
B8 SUBJECT SUMMARY - SUBJECTS EXCLUDED FROM EFFICACY SUBJECTS ANALYSIS
El[:] Purdue
- EI:] Adverse Events
LB Summany of Mumber [%) of Patients with Adverze Events in Descending Frequency of Preferred Term
=3 TEST
¢ LB CsYOUTPUT.SAS OM UMEX
=13 Validation

@ Demographic & Final listing

| Create I

A SAS Program that requires parameterization opens a SAS Table
Parameters Window, which facilitates the selection of variable parameter
values.

1. Each row value is a drop list box when clicked on. Select the
parameter value you want to apply to the analysis.

2. Click on the value, and the drop list box with all possible values will
be listed and made available for you use in the execution of the SAS
program.

3. Once you have selected the applicable values, you are ready to create
the SAS program output.

4. Click Create.

SAS Table Palameters X

Parameter | Yalue =
1 |Report orientation |‘-"erli[:a|[2] j
2 |Detail or Summary Summany|?]
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5. You can choose to change the file type for exporting.

Schedule SAS Program jobs

(See Chapter 6: Report Browser: Schedule Output)

SAS program results and log files

For information to View SAS Source, View SAS Log, View SAS Output
and Toolbar. (See Chapter 9: SAS Proc Browser: SAS Proc results display)
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Multiple table outputs

There can be multiple table outputs active at the same time. After you
have generated one SAS Production table, you can select another by
clicking Create.

Each output is displayed in its own window. Each table output remains
active and updates to reflect the current patient selection criteria when
Update Browser is used.

If there are multiple SAS Proc outputs active at the same time, each
functions independently, that is, you can review the source, log, or
output of each independently by clicking the appropriate buttons in the
respective windows.

Snapshot output

Multiple population mode

Review has an optional multiple-population mode available in the SAS
Program Browser. The Snapshot output allows you to change the patient
selection criteria and view the different output within the SAS Program
browser at the same time. When the results are executed and displayed
from the SAS Program browser output window, two icons are displayed
for “Snapshot Output” and “Who?”. (See Chapter 6: Report Browser:
Snapshot output and Chapter 12: Common Topics: Snapshot output)
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Exporting and printing SAS program results

Print Preview
To display a print preview of your output;

1. Click on the generated output window to make it the active window.
2. Click & or from the File menu, select Print Preview.

Review displays a screen shot of the selected active screen.

The Print Preview function is applicable to all browsers with output
results.

3. Click either Print or Close.

Printing the table output

To get a printed copy of your SAS Proc output:

1. Click E , or from the File menu, select Print.
2. Click OK. The SAS Proc output prints on the selected printer.
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Exporting the result

Export your result to PDF files.

1. From the File menu, select Export. The created output window must
be the active window.

Review displays the Export dialog box.

Save As
Save i I@ My Dacuments j - =% Eo-

@ My Pictures

File name:  [<PDF Save |
Save a5 ype: |F'DF Files (= pdf) Cancel |
o

TeT Files [*.kat]

2. Enter the storage location.
3. Enter the storage type.

4. Click OK.
The result is exported to the currently selected disk directory.
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Close SAS Program results window and SAS Program Browser

Closing the table output window

If you are finished reviewing the output of a table, and do not want to
use the output to review any other patient populations; double-click on
the window’s close box.

Closing the SAS Program Browser

If you are finished with all SAS Program Browser outputs, and do not
want to define any other reports; double-click on the close box of the SAS
Program Browser window.

Exploring data

Opened SAS production table results

After you have selected a SAS Production table to be executed, click
Create Output, and repeat as desired.

Each output remains active in its own window. You can use the output(s)
that are displayed as data exploration views.

Update patient selection criteria

Change the selection criteria by adding additional expressions or
removing existing expressions.

Click Update Browsers on the selection criteria window to update all
active browsers according to the new criteria.
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Data source (protocol)

Selecting a data source

After you select a data source (protocol) to review, you can access any
documents that have been made accessible to Review.

Open the Document Browser

Click |
displays a

[} Document Browser =] E3

Available Documents:

, or from the Browse menu, select Documents. Review
st of folders of the saved documents.

a Study documentation
B[ S50Ps

Dizplay Document
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Displaying a document

To select one of the available documents:

1. Single click to to open a folder.

L[? Document Browser O] ]
Available Documents:

udy documentation

ol ClindStat Report
(23 50Ps
w0l Manitaring S0Ps
Lol Data Validation SOPs

Dizplay Document

2. Click on the document and then click Display Document, or double
click on the document.

Review invokes the appropriate Windows program to display the
document you have selected.

Closing the Document Browser

To close the Document Browser; double-click on the close box of the
Document Browser window.

Note: Review does not automatically close the Windows program previously
opened. When you are finished reviewing the document in the program, you
must exit the program manually.
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Shared object storage

Exploring interpretative consensus

Exploring clinical data interpretative consensus by using selection
criteria and result specifications defined by co-workers.

Consensus of data interpretation

The shared object storage feature facilitates quick communication of
review specifications that may serve as powerful tools for fellow
reviewers. The four-level Object storage also functions to allow for
consensus of interpretation on the data derived from a shared reviewing
tool and an assortment of shared review criteria and views of patient
data.

PC Based Object Storage

You have four levels of object (browser specifications) storage using
Review. The four levels, Private, WorkGroup, UserGroup and Public,
offer varying degrees of sharing these objects with peers.

Private object storage
The Private object storage site is only available to you on your PC. The

Private object storage site is defined in the Review.ini file. (See the Review
Configuration Guide.)
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WorkGroup obiject storage

Note: The WorkGroup object storage is no longer used as it has been replaced by
the preferred UserGroup method to achieve the same function of sharing between
users and based on a database saved object. The WorkGroup function is still
available for backward compatibility.

The WorkGroup object storage site is network designated PC based to be
accessed by all within the WorkGroup. The WorkGroup object storage
site is defined in the Review32.ini file. However, Change WorkGroup
Location button in the Open save object window, facilitates the browsing
of other defined workgroup object storage sites. (See the Review
Configuration Guide.)

UserGroup object storage

The UserGroup object storage site is database object storage for defined
UserGroups in the configuration tables. Object storage in UserGroup
level allows you to specify sharing with multiple usergroups. This works
when you click UserGroup and you are a member in a UserGroup, then
the usergroup listbox is enabled. If you want to share the object with
multiple usergroups, simply use the CTRL or SHIFT mouse click for
multiple selections. Saving on database object storage sites, requires the
author to have “Publishing Authorization” defined in the configuration
tables. (See the Review Configuration Guide.)

Save Report Browser

— Object Storage Location Share with ugergroups:
 Private © WorkGroup ™ UserGroup(db] © Public(db) Eijitl?:tﬁL N
CLIMICAL 545 GROUP
— Object Level DM
& Study " Project Global ?Eg!rEW."—\DMIN
T~nH1 LI

Public object storage sites

The Public object storage site is database object storage for all users of
Review who have shared drive access beyond the local WorkGroup. The
Public object storage site is a database storage defined in the
Review.inifile. Saving on database object storage sites, requires the
author to have “Publishing Authorization” defined in the configuration
tables. (See the Review Configuration Guide.)
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SuperUser

Individual users can be granted special privileges as ‘SuperUsers’ to
update and delete stored objects created and saved by other users. Typi-
cally only the author of a stored object can modify or delete it. However,
the SuperUser has access to those stored objects when modification or
deletion are needed for maintenance and cleanup.

Server-based global object storage

Global object storage

User-created objects such as, pivot panels, logical joins, and '_New Event
Functions_' are saved in tables owned by the Review Admin ORACLE
user. The site or user configuration can be enabled or disabled for user-
created objects for pivot panels, logical joins, and user preferences
selections. The panel listbox in the patient selection criteria window will
look different if these functions are disabled by the site administrator.

The site default, usergroup or user level privileges can be set to control
access to SAS to save objects at each level (Private, WorkGroup,
UserGroup and Public). This also includes the ability to save patient
notes.

Sharing objects

When the 'Share with other?' checkbox is checked as WorkGroup, User-
Group or Public; the stored object is accessible to those shared sites if the
user has publishing privileges. If the checkbox is not checked, then the
created object is only accessible by the author.

Obiject level

You can save output specifications (reports, graphs, SAS Proc, etc.) at
Project or Global level when you select an Object Storage Location desig-
nated as ‘db’ for database. Therefore, when you select either UserGroup
or Public for database object storage location, you can assign an object
level to restrict access to a specific study level or share access between
multiple studies at Project or Global levels.
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Change User Password

Change password
You can change your own password if you have the privilege set in

ReviewAdmin. From the File menu, select ‘Change Password’.

Change User Password E3

Please enter pour curent passward:
I Cancel |
Mew Password:

Mew Pazsword [for confirmation]:

Snapshot output

Multiple population mode

Review has an optional multiple population mode available for the
following browsers: Report Browser, Graph Browser, SAS Proc Browser,
SAS Program and CrossTab Browser. The Snapshot Output allows you to
change the patient selection criteria and view the different output within
a particular browser at the same time. When the results are displayed
from an executed browser to the browser output window, two icons are
displayed for “Snapshot Output” and “Who?”.

o 5%
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Snhapshot output

Integrated Review x|

& wWould vou like to return this oukput to active state (remove snapshot status)?

The firsticon is “Snapshot Output” which allows you to keep a particular
output as is for comparison purposes. Before you change the patient
population, click the ‘Snapshot Output’ icon. The output window’s
caption bar changes to include ‘[Snapshot]’ at the beginning - to let you
know the output is a snapshot and will not be updated when you change
the patient selection criteria and create output.

E} [snapshot] Detail Data Listing
bh <%

Click on the Snapshot Output icon again to return the output window to
an active status for updating.

Yes Mo |

Who is the patient population?

You can click on the second icon “Who?” to display a message box
showing the current patient population for that output. The “Who?”
message works with the ‘live’ output and the ‘snapshot’ output.

Patient selection criteria of results x|

@ Final Completed Evaluation? =1 AMD Final, Adverse Events? =2
6L

To, COMPLETE =1 AMD T&, SIDEFFCT =2
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Pivot panels

Transposing normalized clinical data

1. Choose Base Panel.
+ example: Lab Resultz

With pivot panels, you can transpose clinical data stored in a normalized
manner into a more easily reportable horizontal data structure. Click on
the pseudo-panel ”_Define Pivot Panel_", and the Define Pivot Panel
dialog box opens:

2. Choose Pivot Wariable 3. Select Pivol Yanable WALUES far thiz Pivat Panel,
example: LabY anableMame example: Hematology lab wanables [HGEE HCT ]

Fandomization

| Medical Histony

| Previous Medication
:| Concomitant Medication
| Dozage

| Demography
|Final

| Lab Chemiztry

| Lab Hematalagy

1| Lab Unnalyziz

‘| Adverse Events

1| Efficacy Evaluation
| Mycaological Results

4. Select Header Items to
1 [generates a new row),
example: Patient, Yizit

] ".."i[.alv e Plsical Fwam _|_'I
A k

qroup by, 5. Select Value' iterns DEPEMDENT E. Enter Description of Pivat Panel,
on Pivot % ariable, example Hematology Results

examples: LabWalue, Abnormal?

"Dbiect Store

% Private € [seGoun O Public

Cancel
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Creating pivot panels

The creation of the pivot panel is a point and click operation. You
construct the new data structure by selecting the appropriate items
sequentially according to the number of the list box. Each list box is
numbered and includes a brief description and instruction;

1. Choose a base panel:

1. Choose Baze Panel,
example; Lab Results

Fandomization

tedical History
Frevious Medication
Concomitant M edication
Dosage

Demography

Final

Lab Cherniztry

|+

Lab Hematalogy
Lab Unnalyzis

Adverse Events i
Efficacy Ewaluation =

2. Choose a pivot variable.

: 2. Chooge Pivot Yariable.
: example: Lab¥anableName

| Subject identifier [context 1 i~
| ¥isit number [context 2 item)

| Protacol mumber

| Investigator number

| Visit date

‘| Number of days patient iz acl

| Page number

] LahuraturE Name

| Proposed Unit

| Other Unit

| Value Report Guide [multi)
|Value Report Guide (sed) T

] ‘u"ialue HBElSi.IIEd -
e »
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3. Select pivot variable Values. Hold down Ctrl and click to select
multiple values.

'3. Select Pivot Yariable YALUES for this Pivot Panel, !
] example: Hematology lab variables (HGB HCT..]:

‘[Chlornde -
| Cholesterol

|Creatne

‘| Eosinophils

|LCriks Test

pH
i Platelst
i Platelet Count

| Potassium ;'

4. Select header items to group by, generating a new row in the new data
structure for each change in the header items. By default, Patient ID is
included as one of the header items. For example, if you include
Patient ID and Visit Number, a new row will be created not only for a
change in Patient ID, but also for each Patient Visit Number. You must
hold down the Ctrl and click to select multiple Values.

"4 Select Header Items to group by,
] [generates a new row],
example: Patient, ¥isit

5_u|_]iacl identifier [cunla_::l 1 item]

Protocol number

Investigator number

Visit date

Number of daps patient iz active in: |
Page number I
Laboratory Name 1
Test Hame
Proposed Unit

Mther Hnit _|'
‘IIF-I ni | ; E

Pivot panels 497



5. Select items that are dependent on the pivot variable. This is the data
which will be stored for each pivot variable value. Multiple dependent
variables can be selected.

: B Select Yalue® items DEFENDENT

*  on Pivot Yariable. 1
] examples: Lab¥alue, Abnormal? :
“IMumber of days patient is active in +2]:
i |Page number 1
! | Laboratory Name

1| Test Hame

| Proposed Unit

7| Other Unit

*|Value Report Guide [multi)
: |¥alue Report Guide [sed)
* |Value Measured

6. Enter a description of the pivot panel.

7. Select UserGroup or Public to make the new data structure accessible
to others. (See Common Topics: Sharing Objects.

B. Enter Descnption of Pivat Panel,
example Hematology Results

"Dbiect Stare

" Private € UserGroup ™ Public

Create Panel
Cancel |

8. Click Create Panel. When the pivot panel is created, it is included in
the panel listing with a dependent variables listing in the items list
box.

9. To remove a pivot panel, click on the Edit menu and select remove
pivot panel.

Note: Saved specifications using a pivot panel will only work with the pivot
panel it was created with. If the same pivot panel is recreated with the same
name, the objects using the original panel will not work because the system
naming convention iterates with each created panel.
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B Patient Selection Criteria

Projects: Fanels: Items:
‘ ALL j _Define Pivot Panel_ 2| _Define Hew ltem_
_Define Join Logic_ Subiject identifier [context 1 item)
Adverse Expenences Visit number [context 2 item]
Protocols: Demographic Information Protocol number
Drug Administration Record Investigator number
TEST Drug Compliance Record/Bottles || Visit date
Enroliment Mumber of days patient is aclive in st
Physical Examination Panel Page number
Exclusion Criteria Bazophilz:Walue I3
Hematocnt:Value |5
Medical history Hemoglobin'¥alus 15
Any medical history? Lymphocytes:Yalue Iz
Inclusion Criteria MonocytesYalue |3
Joint Assessment Meutrophils:¥ alue Iz
Joint Assessment Summarny _||Platelet -Value |5
Laboratory Examinations Panel Platelet Count:Value |5
Past/Concomitant Medications
Any past/concomitant medication
Investigator Signature Panel
Termination Sheet b
1 | ][4 | | ]l | -+

A comparison between the Laboratory Examination Panel and the
defined Pivot Panel is best demonstrated by opening the panels with the
Data Browser.
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The Laboratory Examinations Panel previously stored in a normalized manner is
pivoted into a horizontal data structure.

mLabnratur_l,l Examinations Panel [MEDIKA:

‘ ; ) A H I J K L =
' Header ftamms_ ) |Subject identifier (conte| 021 021 021 021 021 I
' Patiant fZ Yisit number [context 2 10 0 0 0 0 !
 Context Dataf 3 |Protocol number 325 325 325 325 325

4 Investigator number MB89 W83 W83 M 83 MB83

5  |¥isit date
: ) \5 Number of days patient
L Pivot Page number 8-9/9 8-9/9 8-9/9 8-9/9 8-9/9
Varabk 8\ |Laboratory Name

. Test Name Bazophil: Lymphocyte Monocytes Platelet Cou Glucoge

Value it :1[' Pmpnsed_ Unit
| Dependent = ;
: anlpfvot 12 |¥alue Report Guide [mu
 Panel Var- . 13  |Value Beport Guide [seq
L b 14  |Value Measured 13 12 13 13 13
E2E s [valuels 13 12 13 13 13

Lll‘

A B =

: Subject identibier [conte| 021 1
Patient Context Data; { 2 Wisit number [context 2 {0
Header lters 1 3 |Piotocol number 325
. Jl 4 Investigator number M39
'\ 5 |Wisit date
: b Mumber of days patient

5 ki Page number g8-9/9
/ 3 B azophilz-Yalue |= 13
j 9 Hematocnt-¥Yalue |Is

Pivot Variable and 10 |Hemoglobin:¥alue Is

Value Hems 11 Lymphocytes-Yalue Is |12
{Dependent on
Pivot Variable) 12  |MonocytesYalus Is 13
! 13 Heutrophils=-Value 1=
\ 14 |Platelet Value Is
. N5 |Platelet Count-Value Iz |13 ‘
] -
[ Fach column depicts an observation{ex visit dale,
‘ i ge: H&udit Trail H Tags ||Qixcrepanc_|.l ‘ | Freeze Case |
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Defining logical joins

User-defined logical joins

If the default join logic used by Review is not appropriate for a pair of
tables, you can specify the join logic Review will use between specified
tables. A common usage of this utility is to define join logic between the
Dosage panel’s Start Date item as “>="" the Adverse Event panel’s Onset
Date item. This, and any logical join can be defined by the end-user at
any time. Thus, the end-user can define joins 'on the fly'.

Logical joins with Clintrial Type O

This is a necessary utility in the join logic and utilization of a Clintrial
Type 0 panel. The Type 0 panels don't have typical context items, and are
typically non-patient data.
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Creating logical joins

1. Click on the pseudo-panel ‘_Define Join Logic_’ from any listing of

available panels, and the following window opens:

Panels: & Panelz: B ]
1 Lab Chemistry = <ALL PATIEMT PAMELS > =
Lab Hgmato!ogy Defined JOIM pais Fian_dumm_atlon

E Lab Urinalyziz are highlighted with Medical Histor Update

il Adverse Events == 0N i the Previous Medication

4l Efficacy Evaluation description Concomitant Medication Femove

il Mycological Results [Dozage —

Wikals & Phugical Exam = Demography I

Cancel
Iberis: Items:
Pat D =l Pat D Obiect Stora—
Visit Mo, Joins o Wisit No. ISEE RS
Visit D ate _ Visit Date &+ Private  :
Yigit Label Join Operator isit Label ~ :
Pratacal Pratocol UserGiroup
Inwestigator Investigator ) ]
Fat. Mo. Pat. Mo. " Public
Start Date | _
Stop Date _
Dase = I=
:\[._II...L. _’l—l ‘I I d
Current logic to join- Panel & to Panel B Add Expreszion to Join Logic |
Panel A Item | Operator | Panel B Item
1

Pahels: &

Firal

Lab Chernistry
Lab Hematalogy
Lab Urinalysis

bz
Efficacy Evaluation
Mycological Results
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Defined JOIM pairz
are highlighted with
=EIOIN* it the
dezcription

2. Point and click on the panels that you would like to join.

Fanels: B

<ALL PATIENT PAMELS >
R andomization

Medical History

Frevious Medication
Concomitant Medication

Diozage
Demogrﬁw

|+




3. Point and click on items and join operators, defining relational joins.

PatID -
Wizt Mo,

Wizt Date

Wizit Label

Frotocol

|vestigator

Pat. Mo,

Onzet Date

Joing to >

Join Operataor

Orget Tirme
| rterzity

Pat D =
YWigit Mo, :
Vigit D ate

Wizit Label

Frotocol

Inwvestigator

Fat. Mo.

Start Date

Stop Date

4. Then click Add Expression to Join Logic to build the logic for the join
between the selected panels.

Current logic to join Panel & ta PanelB

_Add Erpresszion to Jain Lagic

Panel A Item | Operator | Panel B Item
1 <tA> PID = <tB>.PID <outer>
2 |AND <tA> SEONSETD <= <tB>.STOP_DATE <outer>
3 |AND <tA» SEONSETD >= <tB> START DATE <outer>

Global object storage of join logic

5. Define the Object Store as Public or UserGroup to share the defined
Join Logic. The default is private and will allow access only its author.
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6. Click Save for a new join definition, or Update to edit (update) an
existing join definition.

Define Join Logic =] "
Panels: A Panels: B
Final = <ALL PATIEMT PAMELS: =l Save |
Lab Cherniztry Defined JOIN pairs F!an.dnmlz.latlon
Lab Hematology are highlighted with tdedical History Update
Lab Urinalyziz == 1M in the Presious Medication
Adverse Events descriptian Concormitant Medication Elemmms
Efficacy Evaluation | Dosage —
M pcological Results =] Demography =
Cancel
Ibems: Items:
Fat D = Fat 1D - Obisct Store—
Visit No. Jains ta -» Visit No. 15E il
Visit Date _ Visit Date " Private
Wisit Label Join Operatar Vigit Label ~
Protocal I Pratocol UserGroup
Investigator |rvestigator . .
Pat. Mo, o b
Onzet ime Stop Date %
Intensity = Dose >
:"I[_..__ fem I.[..II_J _'l—l <I I _'l—l
Current logic to join - Panel & to Panel B Add Expression ko Join Logic |
Panel A Item | Operator | Panel B Item
1 <tAx PID = <tB>_PID <outer:
2 |AND <{tA» SEONSETD {= <tB> STOP_DATE <outer:
3 |ANMD <tA> SEONSETD 3= <tB> START _DATE <outer>
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Once the Define Join Logic has been saved, the defined JOIN pairs are
highlighted in the description with “***JOIN***’, Click on the ‘A’ panel
with “***JOIN**** description to list corresponding ‘B’ panel(s).

Define Join Logic

0] ]

Panels: & Fanels: B
Final 2l <ALL PATIEMT PAMELS > =l Save I
Lab Cheriztry Defined JOIN pairs Flan.dnrnlz.latlon
Lab Hematology are highlighted with Medical History Update |
Lab Uninalyziz == Q1M in the Previous Medication
description Concomitant Medication Femave |
Efficacy Evaluation Diozage =J0IN= —
Mycological Results =] Demography % =l
Cancel |
Items: Items:
Fat [0 - Fat 1D Obiect St
Visit No. Jainis to - Visit No. fmet il
Visit Date _ Visit Date " Piivate
Wizt Label Join Operatar Wizit Label I
Praotocol Protocol Userfroup
Inwestigator |rrvestigator )
Pat. Mo, Pat. Mo, & Public
Onzet Date
Onset Time
Intensity =
i:'l[_..__... I.I..IJ_J _’I—I ‘I I _’I
Current logic to join- Panel & to Panel B Add E zprezzion to Join Logic |
Panel A Item Operator | Panel B Item =]
1 r
Removing logical join
1. Click on the pseudo-panel ‘_Define Logical Join_".
2. Select the joined panels.
3. Click Remove to delete a defined logical join.
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Import SQL

Access Import SQL

The Import SQL function is another way to create and access foreign
panels for data review. (See ReviewAdmin: Register Foreign Panels)

After selecting a project and protocol, the ‘pseudo panel’ _Import SQL _
displays in the Panels list box:

E? ratient selection Criteria [ichpux3] =101x]
Panels: Items: Funchions: Operatars:

_Defife Pivat Panel_ ;l
_Define Join Logic_  —J
_Impaort SGEL_ -
R andomization
Medizal History
Previous Medication

Caneamitant Medication T
ol
Walue:
Update Browsers | | ADD expression to criteria I Dizplay Stats | Dizplay Yalues I I— Iter Compare |

Select Criteria (Text) | Select Criteria (SAL) -

1 ]

al ﬂJ
[” Exclude patients meeting criteria? ™ Append to criteria? Criteria description: |
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Enter Import SQL SELECT statement

1. Click on _Import SQL_ to open the Import SQL dialog.

2. Either type in the desired SELECT Statement (don’t end it with a semi-
colon) or copy a SELECT statement to the clipboard and paste it into
the ‘Imported SELECT statement’ edit control.

-lgix

Irrparted SELECT statennznt:
s=lect project stadyid, obiectype objectndex objectname desoription objectevel hom reviewadminobjecicatalog ﬂ

Caticel |

r Object Stae
% Private

 |seilGroup
" Pubic

— Ohject Level——
£ Shady

" Project

j " Glbal

[Description for |mported SGIL: Briel Mame for ImporkedSOL (20 char max| SASkame Expecied Frequency:
| Dbject Catalog Table |ObiCatTah |50t

- Mt palient relaled

LCheck SOL/Get Column Info.

Column Infoimation in Imported SELECT statement:

Column Mame ItemTppe| Lenglhl Description | SAS5 Hame ﬂ
1 |PROJECT C 31/ PROJECT PROJECT J
2 |STUDYID C 3 |STUDYID STUDYID
3 |OBJECTTYPE C 5/0BJECTTYPE OBJECTTY
4 |OBJECTINDEX N 41/0BJECTINDEX OBJECTIM
5 |OBJECTHAME C 31/ 0BJECTHAME OBJECTHA
6 |DESCRIPTIOM C 61/DESCRIFTION DESCRIPT
7 |OBJECTLEYEL H 41/0BJECTLEYEL OBJECTLE

3. For an example of a select statement accessing our Object Catalog
table in the ReviewAdmin oracle account:
select
project,studyid,objecttype,objectindex,objectname,descr
iption,objectlevel from reviewadmin.objectcatalog

You can select and copy this select statement to the clipboard, then
paste it into the ‘Import SELECT statement’ edit control.
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4. Next provide a Description, ‘Brief Name, i.e. PanelName’, SASName
(< 8 char).

5. Select the correct ‘Expected Frequency’ from the dropdown listbox.
These are the same as Clintrial panel types. Non-patient data would
be type 0, the default.

Expected Frequency:

IEI - Mot patient related
0 Nl aliori rolated g
-1 per patient
2 - M per patient, not wisit related
3 -1 per visit per patient
4 - W per visit per patient

6. Select the appropriate ‘Object Store’ and ‘Object Level’ similar to
Saved Objects terminology. The Private ObjectStore, however, is stored
in the database. All of these definitions are stored in the new
‘ImportSQL’ table in the ReviewAdmin account.

7. Lastly, click on the ‘Check SQL/Get Column Info’ button which goes
out to the database and checks the SQL syntax returning an Oracle
error if there is one.

If the SQL syntax is correct, you’ll notice that the ‘Column Information
in Imported SELECT statement’ spreadsheet is now filled with the
column info from the select statement (col name, type, length,
description, SASName).

8. Only the Description and SASName are able to be modified. Also, you
can delete any of the rows in the spreadsheet if the user didn’t want all
the columns to be available for reporting in IReview after registering
this SQL statement.

9. Click SAVE. The information is saved and added to the list of Panels
and will function much like a registered Foreign Panel. You can do
reports, graphs, use it in Output Filters, etc.

Note: If it’s not patient related, it’s important that it not be subsetted using
the Patient Selection Criteria.

10.To edit or remove after it’s been defined use the same convention as
Edit New Item. Just click on the description of the Imported SQL in
the list of panels, then click the Edit menu for Edit ‘Imported SQL’ —
where you can make changes, including changing the ObjectStore and
ObjectLevel, or Remove.
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Using Clintrial tags

Tags for selection and reporting

‘Clintrial TAGS’ are listed and accessible through the entry ‘Clintrial
TAGS'.

Access Clintrial tags items listing

Click on the pseudo-panel “Clintrial TAGS” and a listing of all tags will
be presented in the items list box.

Panels: Items: Functions: Operatars:
Lab Hematology = _Defire Mew Itam_ -
Lab Urinalusis Flag/Mate Category
Ad E'I'J ; Flag/Mate Mame

YE'SE e S. Flag/Mote Description
Effizacy Evaluation Lewvel of data tag attached
Muycological Besults Fanel Mame
Yitals & Physical Exam Type of table tag attached
i Usger account attached/modified
Clintrial TAG b b kol =
% B K] | I 3

W alue:

I pdate Brovsers: | | ADD expression to criteria I Dizplay Stats I Dizplay Waluesz | I— [ter Compare |

Select Criteria [Text] | Select Criteria [S5QL]

[T Exclude patients meeting criteria?

You can use the listing of tags and tag descriptions as selection criteria
and reporting elements.

Using Clintrial tags 509



Exploring clinical data with derived item values

Derived data item values

You may find it desirable to select and report a derivation of the original
clinical data. For example, you may want to derive a total score by
summing up several raw data items in the database from within the same
panel or across panels and panels types. You select the panels and the
underlying items, using any mathematics operator to join Item
expressions and save the derived items.

1. Select panel items.

2. Join item expression with mathematical operators.
3. Enter New Item Description.

4. Save New Item.

Derived items across panels

Deriving items across panels requires no programming. You just point
and click to select the data items you want to include, and Review does
all the rest.

Perhaps age was not collected, but you have collected Date of Birth. You
could define a calculated age by doing date arithmetic on Date of Birth
against the Date of the Visit. Such derived data items are supported
throughout Review.
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The newly defined item will be displayed and accessible from the active

panel when you clicked on _Defined New Item_:

Fanels: |terms: Functions: Operatars:

Dozage =
Demography

Final %

Lab Cherniztry

Lab Hemataology

Lab Urinalysis

Define Mew [temn
PatID

Wizt Mo,
YWizit D ate
izt Label
Protocol
Investigator

_>I—v|'| | l

AoAmras Comamba ;I
W alue:
pdate Brawsens | | ADD exprezszion to criteria I Digplay Stats I Digplay Walues | I— Itern Compare |
Select Criteria [Text) | Select Critenia [SOL) jl
1

L ﬂ;l

™ Exclude patients meeting criteria?

] Paliec“on e .i

E? Define New Item O] x|
Patels: |berns: Functions: :
Randarnization A |PatiD _Mew Event Funchion_ Save I
Medical Histor Wizit Mo, actual valle
Frevious Medication Wisit Date Cancel |
: o *izit Label Calendar Manth
Concoritant Medicatio || Pratocal Calendar Day
Diozage Investigator Day of week
Demoagraphy Eat- Mo.
Final _ 5::E Ohbject Stare
Lab Chemistry N D te of Birth ™ Private
Lab Hematology hge
Lab Urinalysis Childbearing Potential " UserGroup
Adverse Events E waluability at Baszeline £ Pubic
‘EIFF;F\.-\F\.II Cia=h .-\.l-inT : F I I _}I F _}I
Mew [tem Description: Mew ltem Type:  SASMame:  Codelist; ]
IDate of Birth IDate j IDDB I Add Item ta Expression
Expression ltem | Dperator il
1 | substito_char[<t>5.¥ISIT_DATE."YYYMMDD'),1.4) - L.
2 | substifto_char[<t>5.D0B """ YMMDD').1.4) 1
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“ Define New Item_”

The first entry in the item list for every panel is the pseudo-item *_Define

New Item_’.

1. Click on this item. Review displays a dialog box where you can define
the expression for the derived item.

E? Patient Selection Criteria [_ O] =]
FPanels: [terms: Functions: Operatars:

Lab Chemistry =11| _Define Mew ltem_ -

Lab Hematology Pat D

L "' AR Wisit Mo, 5

ab nnalsis Yisit D ate

Adverse Events Wisik Label

Efficacy Evaluation F'mtcu:pl

Mycological Results Irvvestigatar _l_'l

Sk =le ® Dlesnis =l Caamen ;I ﬂ.—l L ﬂ.—l ﬂ

W alue:

Il ate Braweers: | | ADD expression bo crtena I [hzplay Stats | Dizplay Walues | I— Item Compare |

Select Criteria [Text] | Select Criteria (SAL] ﬂ

Al

[ Exclude patients mesting criteria?

2. Select the items. Click ADD expression to criteria to paste the item
and function into the expression spreadsheet.

As each item is added, it’s description and codelist reference is defaulted
into the New Item Description text. This is handy if you want to copy an
existing item(s) from one panel to another for convenience in display.
The item(s) is than available for use throughout all the browsers.
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When you enter a SAS name into the SAS Name field, there is an internal

check to prevent duplication of SAS names within the same panel.

E? Define New Item _|O0]

Panels: |bems: Functions:
Clintrial TAGS & |Pat 1D = | Mew Event Function Save |
Adverse Events \-"is!t Ma. !
Eoncomita}:‘uth’ledicatin E:z:t E:L:ZI Day 23 [public] Cancel |
emography Protocol .
Dosage Irevestigatar = Elb|ect.5t0re
Efficacy Evaluation Eal- tND-h'I 5 % Private
. eutraphil, Segs
F"?al. . Meutrophil, Bands ) serEraum
Jain infarmation Lymphacytes _
Lab Chernizstry Monocytes " Public
ooy | R —
Lab Urinalyzis — Mematocrt Slobal Nenlam?.
i i r— Lalobal Newltem?
Medical Hlstor}l Hermaglabin 21 o i
Mycaological Results Platelet Count AfiIE]E
Previaus Medicati *| |Red Cell Count hd ;
| Irevu:uu$ edical ||.iun . & | ;rl . 5 = &llStudies
Mew |tem D escription: MHew ltem Type:  SASMame:  Codelist: 1
IBamphiIs INumeric j IDNN I Add ltem to Expression |:
Expression ltem Operator =
1 [<eBDBN + o
2 |<«t>BDAN + ‘
3 |<t>8.DDM +
4 |«>8BDJN +
5 |«<t»>8.DLN +
6 |<>B.DNN

Note: If any items used in a mathematical calculation contain NULL data, the
resulting derived item will be NULL per standard Oracle functionality.

Exploring clinical data with derived item values

513



You can edit the SQL within the Expression Item editbox to adjust your
derived item calculation, as shown in the next example.

E3 Define New Item _ O]

Panels: Itenms: Functions:

Clintrial TARS & [PatID = | Mew Event Function Save I
Wizt Mo,

Adverze Events

. _ Wisit Date Day 29 [public)
Concomitant kedicatio \fisit Label Cancel |

L4

D emagraphy Protocol .
Dosage Ireeestigator B Db"BCt_S tore
Efficacy Evaluation Eat- tND.h'I . ' Private
. eutrophil, Segs
Flr?al. . Meutraphil, Bands ) erEraup
Jain information Lyrrphocytes :
Lab Cheristry b omocytes ' Public
ey | A —
Lab Urinalysis = Faratooit R
: H — Global Mewltem'? —
Med|c:aIH|st0r_l,l Hemoglobin = P I
Mycological Results Platelet Count =t
Previous Medicat =| |Red Cell Count 2 i
‘Irewnus edical ||.iun . i | _‘|_I . g | = &l Gtdies
Mews Itemn Description: Mew ltem Type:  SASMame:  Codelist: 5
ICDuntWBC INumeriu: j ISI—‘«SEthc I Add [tem to Exprezzion
Expression ltem | Operator =
1 |nvi(<t>8.DBN.0) . =
2 | nvl[<t>B.DAN.D) + !
2 | nvli<t>B.DDN.0O) +
4  nvi[<t>B.DJM_ 0] +
5 |nvli<t>B.DLM.0) + |
6 | nvi[<t>B.DNN.0) [

Note: The overall length of the expression is currently limited to 256 characters.
Review prevents you from exceeding this limit.
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Adding operators

By default, the rows are joined by '+’ operators; however, you can change
the operator. By clicking on the operator field, you can change it to any
mathematical operator of choice.

E? Define New Item _ O]
Panels: |tems: Functions:
Clintrial TAGS = | isit Label =l | Mew Event Function Save I
Adverse Events F'rntcu::nl !
Concomitant Medicatio E;Eﬁlgatm Day 23 [public) Cancel |
Demography Erythema _
Dozage Fruritus = Db|ect_5tore
Efficacy Evaluation Scaling % Private
Firal Wegiculation
.. . Edema ) serEraun
Join infarmation E wudation
Lab Chemistry M aceration = Public
Lab Hematalogy Papqlex |
Lab Uriralyzis 1. E:i':'ng
tedical History Fizsures — Global Newltem? —
Mycological Results Pustules = Al Fanel
Previous Medication = = &S tudies
1| | 0 i
Mew Itern Description: Mew [tem Type:  SASMame:  Codelist:
ITotaI Efficiacy Score M urneric j ISﬁi‘xSTotEff I &dd ltem to Expression
Expression Item | Operator =
6 | <t>11.EXUDATE +
¥ |<t>11_MACEBATE +
g |<t11.PAPULES +
9 |<t>11.BURNING + I
10 | <t>11.PAIN + %
11 |<t>11_FISSURES +
12 | <t>11.PUSTULES +
13 |<t>11.HYPERKER

You can also edit more complex mathematical expressions within the

Expression Items editbox. Be sure to hit the Return key on the last
expression line so all expression items and operators are processed into
the calculation.

Exploring clinical data with derived item values

515



Note: You must use parentheses between rows to control operator precedence if it
is a complex expression.

£ Define New Item _ (O] =]
Panels: Items: Functions: 5

Clirtrial TAGS Al |PatlD = | Mew Event Function Save I

ad Event Wigit Mo

e gt | [ViSt Date Day 23 {public) Corcel_|

Dnncnml a}: edicatia | | | L ahel

emagrapny Protocal :

Dosage Irvestigatar = Elb|ect.5ture

Efficacy Evaluation Eat. tND.h'I . &% Private

' eutraphil, Segs

Flr?al. . Meutrophil, Bands ) eerEmoup

Jain information Lymphocytes :

Lab Chemistry Manacytes = Public

Lab Hematalogy Eazinophil:

Lab Urinalyzis = Elzls'noapti;lul:srit - :

Medical Histary Hemaglobin — Global Mewltem?— 5
4| Mycological Results Platelet Count I= &l Renels
1| Previous Medication =] |Fed Cell Count 2 -
14 n = [Bpacel _'I_I d e
| New Item D escription: Mew ltem Tepe:  SASMame:  Codelist 1
IE&timated HCT INumeric j IEstHI:T| I Add Itemn to Expression | :

Expression Item | Operator |

1 |<t>8 HGB =3

3. Enter a description.

The “Description” field allows you to enter a description of your
expression. This description will be in the item list when you select the

panel to which you are adding the new data item.

If you need to change your item type from the default value:
4. Click the New Item Type button to select from the droplist.
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Saving the new item

Click Save. Review saves the definition and the description and posts the
New Item at the end of the list of items from the panel in which it was

activated.

@Patienl Selection Criteria o |I:I|1l
FPanels: Items: Functions: Operators: ;

Efficacy Evaluation = |Hemoglobin =] [ _Mew Event Function

Firal Platelet Count

Jain inf X Fied Cell Count bazeline value

air i nrrn.a 1an Wihite Cell Count chg from bazeline
Lab Chermistry leferenhal Count endpoint value

Lab Hematology Day 29 [public)

I_IabUrinaIysis %Jj

1
2
3 (342 =
e 4 (348 LI_I
[ Exclude pati 5 351
6 (357
¥ |36
g (366
9 (369
| DT
11 378
12 1381
13 384
1 8.7 =
Hi o
[ Subset using Select Criter ADD expression I
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In the next example, you can define a new item to reference an existing
decode in one panel and display the new item in a different panel:

@Patient Selection Criteria 10| x|
;| Panels: Items: Functions: Operators:
Demography
Dogage e P?'t_ IC
Efficacy Evaluation Visit No.
Meacy Visit Date
Final =] |udizit | abel ~
Al | » 1] l] 3 1] | I 0|
Panels: Items: Functions:
[ Clirtial TAGS = [PatID _Mew Event Function_ Save I
Adverse Events Wisit Mo. actual value 5
Concomitant Medicatio Wisit Date Cancel | i
o h Wizit Label E
emography Protocol . ]
Dosage Irevestigatar —Db|ectl5tnre
Efficacy Evaluation Eat- NID- &% Private
. Qi
F"?al. . | € serGoup
Join information
Lab Cherniztry Adverse Eventz? " Public
Lab Hematalogy Concomitant Meds?
Lab Urinalysis | 5-'.’"38 Df.safiﬁ;Event :
Medical History iscontinued by ~ Global Newltem?— :
Mycaological Results = Il Farels
Previous Medication = Al St
[N I 'H . | | | i r 0 ]| =2
Mew ke Description: Mew ltem Type:  SA5Mame:  Codelist: ]
IHeasun for discontinuation INumeril: j IF‘E-"-"«SDBE |“:D|5|:F‘E #dd [tem to Expression
Exprezzion ltem Operator il
1 [<b6 REASON DISC —I
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The Define New Item is added to the Demography panel, while decode
information is taken from item Reason for discontinuation in the Final

panel.
@Patient Selection Criteria 18 ﬁl
[ Parels: Iterms: Functions: Dperatars:
I Demography 21| _Diefine Mew lterm_ :..I
Dosage Pat [D
= -
Efficacy Evaluation V!S!tND'
Final ¥ izit Date
I3 x| izt | abel =
[E i el l] _rl_l <] | | 0|

i Define New Item M=

Panels: Items: Functions:
Clintrial TAGS & |PatID _Mew Event Function_ Save I
Adverse Events Wisit Mo, actual value
Concomitant Medicatio Wisit Date Cancel |
D " YWizit Label
ermagrapny Pratacal :
Dozage Irvestigatar = Db|ec:t.5t0re
Efficacy Evaluation Pat. Mo. . ¥ Private
Firal Completed Evaluation?
.. . {eazon for di tination ) [earEmum
Joininformation Date of Discontinuation .
Lab Chernizsty adverse Events? = Public
Lab Hematology Concarnitant Meds?
Lab Urinalysis [ T5_J|:ue of_Safety Ewent
Medical History Dizzontinued by — Global Mewltam? —
Mycological Results = &llPaneks
Previous Medication = = &S tudies
y el P ] |l r
Mew Item Descriptian: Mew ltem Type:  SASMame:  Codelist:
ISafety Status INumeric j |HEASDISE IIEDISEHE Add Item to Exprezsion
Expression Item Dperator S

1 |decode[<t>6.BEASON_DISC.0,9.1.9.2.9.4.4.6,9.9] o
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@Palienl Selection Critena ;IEIEI

Fanels: |terms: Functions: Operatars:

Age =] | _Mew Event Function_

Dermography = ‘ ) )
Childbearing Potential actual value

Dosage - ;

523 . Evaluability at Bazeline
Efficacy Evaluation J Age” 2
Final Completed Evaluation?
Jain information Aoe
Lab Chermiztry Safety Status is mlssmg[NLILL] _l_v|
| sk Hematnlqan LI

Walue:

pdEte Braweers I ADD exprezsion to crteria | [hzplay Stats I Dhzplay Walues I Item Compare |

ra [SQL)

_I

1 [ - Decode Text

| | | o

[ Subset using Select Criter ADD expression I

Saving a Global new item

If you are granted “SuperUser” capability through the ReviewAdmin’s
Review Privileges, the “Global Newltem?” checkboxes are enabled when
you select Object Store for the new item as either UserGroup or Public.
This feature defines the new item further to automatically be saved in
“All Panels” and/or “All Studies”.
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tedical History

Dizcontinued by

E? Define New Item _|O0]
Panels: |bems: Functions:
Clintrial TAGS = |PatiD _Mew Event Function_ Save I
Edverse Events Wisit Ma. actual valus
. . izt Date
Eoncomlta}:t M edicatio \isit L abel Cancel |
Emagraphny Protocal .
Dosage Investigator = Db|ect_5tore
Efficacy Evaluation Pat. MNo. . " Private
Firal Completed Ewvaluation?
L . n fior discontinuation ) serEraun
Join information D ate of Discontinuation :
Lah Chemistry Adverse Events? & Public
Lab Hematalagy Concaormitant Meds?
Lab Urinalysis | Type of Safety Event

— Global Mewltem?

Mycological Results WV &l Panels
Previous Medication | = 2l "
< | = [l | 3 [ I i -
Mew |temn Description: Mew ltem Type:  SASMame;  Codelist:
ISafet_l,l Status INumeric j ISafeStat I|CD|5EF|E Add Itern to Expression
Expression Item Operator =

1 |decodef<t>6.REASON DISC.0,9.1.9.2.9.4.4,6,9.9]

|

Editing defined new items

When you return to the define New Item dialog box, notice that the

description of your newly defined item has been added to the end of the
list of items.

To change the expression for the new Item that you have defined and

saved:

1. Select the panel that it belongs to.

2. Select the New Item’s description from the item list.

Exploring clinical data with derived item values
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3. From the Edit menu, select Edit Defined Item.
Review displays the Edit New Item dialog box:

2 Edit New ltem H=E
Fanels: |tems: Functions: '
Al Clintrial TAGS SR (e T Update |
Adverse Events x!s!: Ec'-t
Concomitant Medicatio \-":z:t L:beel Cancel |
Lremography Protocol
Dozage Irwveshigator
Efficacy Evaluation Fat. No. |
Firial Y Meutrophil, Segs Eiswste
Meutrophil, Band .
Jain infarmation = Lyer;‘;:ﬁgciltesan * Db|EFt5t°[e
: Lab Chernistiy Manocytes = Private
1| Lab Hemnatalogy E ozinaphils Il
: ; =R e
1| Lab Urinalysiz Eamphlls_ "
Aokttt Wit 2 ematocrit b ' Public :
1= | | v E
Mew ltem Description: Mew ltem Tope: Sa5Mame:
IEstimated HCT INumeric j IEstHGB Add ltem to Er:pressiu:un|§
Expresszion Item Operator =
1 [<bB.HGE -3 Lol

You can click on, and change any portion of the New Item Expression

with Add/edit items, functions and operators.
4. Click Update and Review saves the changes.

Removing saved new item definitions

To remove the new item that you have previously defined.

1. Select the panel it belongs to.

2. Select the new item description you would like to remove.

3. From the Edit menu, select Edit Defined Item. Review brings up the
dialog box displaying the new item expression and its description.

4. You can remove the item by clicking Remove. Review removes the
new item.
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Exploring clinical data with range variables

User-defined range variables

Reporting continuous numerical data as groups of values or categories
based upon range variables is often a desirable task. Review supports
user definition of range variables upon numeric data items throughout
the Report, SAS Proc, and Graph Browsers.

“ Define New Range_

The second entry in the item list is the pseudo-item ”_Define New

Range_":

1. Click on this item. Review displays a dialog box where you can define
the specifications of your new range variable.

2. Select the numeric item upon which to base your new range variable.

Note: Review automatically displays the current range of the numeric
variable in the database.
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3. Enter a description for your range variable in the “Description field”.
Your description will be listed in the item list whenever you select the
panel in which you added the new range variable.

Define Mew Range Yariable \

Itern R ange based upon:

P 3

i | Protein, total serum

| Alburnin

ﬁl‘-.lkali_r'u_a Phosphataze

i/ | Creatinine Fange Description:

1 | Bilirubit, total =
Ulr:::u,ﬁlgidoa IEhDIesterUlM0d|f|Ed

Cancel

I |Urea Mitrogen
i | Calcium

Mir: Maw:
[11a [EEE

- |Chloride
${COZ Content =
1 | | 3

{ Range Category Definition;

] Range Max. | Label for Bange [PreviouzBow] to [CurentR ow]
1 125 low

150 mid

3 500 hi
4 |
5

LI

%]

Defining range cut points

You enter the ‘cut points’ of your ranges in the Range Max column.

4. Enter a Label for Range to describe the relation of the previous row to
the current row and to Range columns.

Note: The definition of ranges are entered as the Maximum value of each
range as opposed to entry of the minimum and maximum values for every
range. In essence, you are entering the only the Maximum value of each
range because Review uses the previous row’s Maximum value as the
Minimum value of the following row’s range.

The first row’s Minimum value is automatically generated by Review
to include all points less than, but not including, the range maximum
of the following row. Missing item values for a patient or group are
automatically assigned to a range noted as a ‘missing’ entry.
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Saving the new range variable

5. Click Save. Review saves the descriptive information about the range

in it’s internal tables. The actual set of ranges values will be stored on
the database under your User ID, in a new table of the form:

ICRG_<nodelD>_<RangeNo>

where <nodelD> is the NodeName of your PC on the network, and
<RangeNo> is a system generated unique sequence number assigned
to the range. Do not delete or modify this table in any way.

Note: The description of your newly defined range has been added to the end
of the list of items of the pertinent panel.

Editing a defined range variable

To change the range values or description for the range variable that you
have defined and saved:

1.
2.
3.

Select the panel.
Select the range variable description in the items list.

From the Edit menu, select Edit Range Variable. Review displays the
Edit Range Variable dialog box with the range variable definition and
it’s description.

You can click on and change the range description, or any of the range
value definitions.
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Edit Range ¥anahle k

Itern Range bazed upon;

IEhDIesternI, total Update

| X]
R ange Description: |

Fange Categary Definition:

Range Max. Label for Range [PreviousHow] to [CurentBow] E
1 125]low =
2 150 mid
3 500 hi
4 |
5
[
7
8
9
10
11

5. When your modifications are complete, click Update and Review
saves the changes.

Removing saved range variables

To remove the range:

1. Select the panel.
2. Select the range variable description you want to remove.

3. From the Edit menu, select Edit Range Variable. Review displays the
dialog box.

4. To remove the range variable, click Remove.

Review removes the range variable from the panel’s list of items, and
removes the definition from your local PC and the remote database.
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New event function

User-defined time related milestones

You can define time-related milestones, such as baseline, endpoint, or
any description of your choice, for use throughout Review. From the
pseudo-function “_New Event Function_" you can view a current listing
of event derived-values and add new event criteria.

1. Click the pseudo-function'_New Event Function_’ from the Functions
list.

E? Patient Selection Criteria

FPanels: Iterms: Functions: Operatars:
R andomization & |PatiD Mew Event Funchion
actual value

s

Wigit Date

Medical History
Previous Medication J Vizit Label

Concamitant Medication Pratocal
Dogage Investigator
C'emography Pat. No.
Final Race _|_-|
Lab Cherniztv [=] [ s 3 ) K i
Walue:
I pdate Brovwsers: | | ADD expression to critena  Display Stats | Dizplay Values I I— |tem Compare |
Select Criteria [Text] | Select Criteria [50QL]
1

[ Exclude patients meeting criteria?

*“ Define New Event_”

2. Select an existing event function, or start a new definition by clicking
on a reference panel.
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| x|
Event Functions FPanels: Header [Context] lkems: Operatars:
R andomization = Save |
M edical History
Previous Medication Update |
Concomitant Medication ]
Bemove | :
Dozage i
Demography Cancel '
Final
Lab Cherniztry @ Private
Lab Hematology
. .  UserGroup
Lab Urinalpsiz :
. - =  Public
E vent description Walue:

| ADD exprezzion I Digplay Walues II

Event Criteria [SAL)

Event Criteria |

. Select a header.
4. Select an operator.
. Select a value from the Display Values listing, or enter a value in the

“value” field.

. Click ADD Expression to build the new event function value. The

values will be entered in the build spreadsheet.

. When you are finished building the event function value enter the

event function description.

. Click SAVE and the new event function will be listed with the

function values.

actual value
bazeline value

chg fram baszeline
% chg from bazeline
endpoint value

Editing or deleting a new event function

If you select an existing function, the current values are added to the
table, and you can click Update to edit the new event function or
Remove to delete.
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Exploring clinical data in multi-protocol mode by StudyID

Multi-protocol mode: protocol comparisons

When working in multi-protocol mode it is often desirable to identify the
protocols, patient groups, or individual patients to which data points
belong. Review supports the use of the StudyID pseudo-item throughout
the report and graph browsers.

Using the <StudyID>

After opening a report or graph browser, the third entry in the item list
for every panel is the pseudo-item entry  {Study |D-

You can add the <StudyID> to the report, to one of the axes on a graph,
or as an item or BY variable in a SAS Proc request.

Review processes your report or graph request and reports the StudyID
description as it appears in the sources list in the Patient Selection
Criteria window.
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Reviewing preferences

Open preferences

When in the Patient Selection Criteria window, from the Edit menu,
select Preferences. The following window opens:

Preferences

When you enable or disable a preference and click OK, the change is
immediately implemented.
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Automatic Outer joins

By default, Review enables automatic Outer joins. With Outer joins
enabled, all patients’ data will be included in a browser's results, even if
some panels of data are missing for that patient. The joins are based on
the context items Patient ID, Visit ID, and Observation ID. Depending on
the expect frequency of panel per patient, appropriate combinations of
context items are used to execute joins between any and all included
panels.

Optional Outer joins in Results

If enabled, a patient's data is included in a browsers results even if some
panels of data are missing for that patient. With Outer joins disabled,
patients will only be included in browser results if they have all panels of
data.

Use full joins in Selection Criteria

By default, full joins are disabled. The disabled full joins allows the
automatic outer joins to test selection criteria by row restricting criteria to
visit and/or observation (depending on the type of panel).

An optional join preference is to enable the full automatic joins
facilitating the selection criteria to be applied throughout all patient data
rows. The criteria applied would test by Patient ID and not consider
visit and/or observation, thus broadening the scope of the patients
meeting the criteria.

Displaying panel names

If enabled, panel lists will display the panel name rather than the panel
description.

Displaying item names

If enabled, item lists display the item rather than the item description.
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Sort panels alphabetically

If enabled, panel lists will be sorted alphabetically; otherwise, panels are
listed in order of creation.

Sort items alphabetically

If enabled, item lists are sorted alphabetically; otherwise, items are listed
in order of creation.

Patient subset footer as text

If enabled, patient selection criteria definition when printed in footers
will display as text; otherwise, definition displays in SQL.

Clintrial Data Source

Clintrial sites may select a storage preference in Clintrial Data Source
which includes DATA, UPDATE or ALL. This allows the user to switch to
the desired data source within Review. (Clintrial 4.x releases)

Single patient mode

Identify Patients with interactive browsing design

Review is designed to work with clinical data at the patient-level
displays and summary displays. Throughout Review’s data reviewing
browsers, patient-level displays of data interact simultaneously to
highlight and identify patient data.

Patient-level results interact

Review’s patient-level displays of data interact simultaneously to
highlight and identify patients underlying selected data points and
values from any display of patient-level data. When you select a patient,
or a data point in a patient level display, instantly all browsers receive a
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broadcast message to highlight and identify the patients’ data. Because
review is built on patient-level data, all browsers communicate with each
other at the patient-level.

Multiple patient mode

Patient-level and summary displays interact

Review’s multi-patient mode refers to the reviewing of multiple patients
throughout the various browsers by Subset or Highlight a selected group
of patients.

Browsers interact

A subset of a selected group of patients may be viewed across multiple
browsers by the way the browsers interact.

= Data Browser:

— Patient Listing Subset to a selected group of patients from any
Browser.

= Report Browser:

— Detail Data Listing Subset to selected groups of patients from any
Browser.

= Graph Browser:

— Scatter Plot Graph Highlight all patients selected from any other
Browser Specification.

— Scatter Plot Graph: Mouse click and drag to lasso groups of patients
within graphical regions, to broadcast and identify patients within
such population regional subsets.

— Bar Chart Graphs: Click on Bars within Bar Chart Graphs to
broadcast and subset the patients underlying each Bar Value in all
open patient level displays of data.

= CrossTab Browser:

— CrossTab Table: Mouse click on a grid value (patient count), and all
underlying patients will be highlighted and identified in all open
patient level displays of data.

— Shift Table: Mouse click on a grid value (patient count), and all
underlying patients will be highlighted and identified in all open
patient level displays of data.
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Summary results and patient level results

All CrossTab and Shift tables, Bar Chart graphs and their summary
values instantaneously highlight and subset the currently selected
patient population when their summary values are clicked. For example,
a value in a Shift table from the CrossTab browser, and all patient level
displays of data will highlight, identify, and subset the underlying
patients making up the count.

Displaying spreadsheets

Exporting browser spreadsheets

Review displays data by a spreadsheet control in many places
throughout the product. You can export the results displayed in the
spreadsheet controls to a Microsoft Excel or HTML formatted file.

First, display the data and then from the File menu, select Export.
Review requires you to enter a filename for the Excel or HTML formatted
file before you can save and store the data in the file you specified. The
spreadsheets in review are supported by the spreadsheet control, by
browser.

Non-formatted reports may be exported as Excel tab delimited files,
HTML format or Tabbed Text. Formatted reports export as PDF files.

savens 21|
Save in:IETEmp j & |‘_°F Ea-
127100001

127100008

File: name: |>‘_><L5 Save I
Save a3 typer |Excel Files [*s] =] Cancel |

ez [* htm)

i

Tabbed Text [* taf]
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Browsers export spreadsheets

The areas of Review that support this functionality are:

= Selection Criteria: Display Values

Data Browser: List of Patients

DataView - any panel’s display of data for a patient.

Report Browser:Report Sheet - Detail Data or Summary Report.
CrossTab Browser: Result Tables - CrossTab or Shift Table.

Copy to Clipboard

View SQL details dialog

You can view the SQL details dialog from the View menu, click SQL
details. The various browsers will display the SQL details as you explore
the data. Review allows you to copy the SQL to Clipboard.

RepotBrowser 5QL

SELECT TEIMWESTIGATOR TEPATHMO TE.COMPLETE .TE.SIDEFFCT =l
SS00Mpad(TE.RIDT, T FROM FAZDT. FINAL DATA TEIWHERE TEFID i [zelect 0k,

distinct TO.PID FROM EA201.RANDOMIZATION_DATA TO where TO.TREATMENT =10 :
] order by 1.2,3.4

Cancel

Copy to Clipboard

ks
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Copying and pasting browser results

Review allows you to copy any portion or all of the resulting data
displays in a spreadsheet control (for example, in a graph or SAS output
window) to a clipboard for pasting functionality into other Microsoft
Windows-based applications.

1.

You select the portion of the results you want to copy by clicking and
dragging until the area you are interested in is highlighted.

. From the Edit menu, select Copy.

Review copies your selection to the clipboard.

. From the Windows-based application you want to paste the selection

into, from the Edit menu, select Paste.

Browsers copy and paste

The areas of Review that support this functionality include:

Selection Criteria: Display Values and Display Stats

Data Browser: List of Patients

DataView - any panel’s display of data for a patient

Report Browser: Report Sheet - either Detail Data or Summary Report.
CrossTab Browser: Result Tables- either CrossTab or Shift Tables
Graph Browser: Graph View

SAS Proc Browser: SAS Output window

SAS Program Browser: SAS Output window
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