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Preface

Audience

This document is intended for all Argus Insight administrators.

Documentation Accessibility

Our goal is to make Oracle products, services, and supporting documentation
accessible to all users, including users that are disabled. To that end, our
documentation includes features that make information available to users of assistive
technology. This documentation is available in HTML format, and contains markup to
facilitate access by the disabled community. Accessibility standards will continue to
evolve over time, and Oracle is actively engaged with other market-leading
technology vendors to address technical obstacles so that our documentation can be
accessible to all of our customers. For more information, visit the Oracle Accessibility
Program Web site at http: //www.oracle.com/accessibility/.

Accessibility of Code Examples in Documentation

Screen readers may not always correctly read the code examples in this document. The
conventions for writing code require that closing braces should appear on an
otherwise empty line; however, some screen readers may not always read a line of text
that consists solely of a bracket or brace.

Accessibility of Links to External Web Sites in Documentation

This documentation may contain links to Web sites of other companies or
organizations that Oracle does not own or control. Oracle neither evaluates nor makes
any representations regarding the accessibility of these Web sites.

TTY Access to Oracle Support Services

To reach AT&T Customer Assistants, dial 711 or 1.800.855.2880. An AT&T Customer
Assistant will relay information between the customer and Oracle Support Services at
1.800.223.1711. Complete instructions for using the AT&T relay services are available at
http://www.consumer.att.com/relay/tty/standard2.html. After the
AT&T Customer Assistant contacts Oracle Support Services, an Oracle Support
Services engineer will handle technical issues and provide customer support according
to the Oracle service request process.
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Conventions

The following text conventions are used in this document:

Convention Description

Note A Note identifies information you should be aware of before
proceeding with the current task.

Bold Text Bold text is used to emphasize words such as does not and must.
It is also used to identify user interface elements such as buttons,
dialog boxes, check boxes, combo boxes, drop-down lists, labels,
option (radio) buttons, tabs, text boxes, etc.

Italic Text Italic text identifies information that may appear on the screen
(such as error message) or information the user must provide.

UPPERCASE TEXT Uppercase text identifies keyboard keys. For example, SHIFT,
ENTER, CTRL, etc.

Bold Underline Identifies a link indicating that additional information is available.

Initial Capitals Initial capitals are used to identify modules, applications, proper

nouns, etc.
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Introduction

Argus Insight Overview

This manual describes the various components of Argus Insight and explains the
interaction between them.

Argus Insight Overview

This topic explains the typical workflow followed in Argus Insight to generate a report.

Argus Insight Components

Argus Insight Process Flow

Argus Insight Components
In Argus Insight, you can generate a report in either of the following ways:

Use a query to retrieve a specific set of cases (Case Series) from the datamart and
then run a predefined report for those cases. Use the following Argus Insight
components to retrieve the Case Series:

- Query By Example (QBE)
— Filters
— Advanced Conditions

Run one of the following reports on the Case Series to create and store these in the
Reports Library:

—  Built-in Standard Reports
— Custom Reports

Create custom reports and analyze the data using the Report Writer, Cubes and
Dashboard Indicators.

Use Report Writer, Cubes and Dashboard Indicators to:
— Directly query the datamart

— Generate reports from the datamart using the Dashboard Indicators
component. Dashboard Indicators are pre-configured by the administrator.

Introduction 1-1



Argus Insight Overview

Note: The Report Writer is primarily used to directly query the
datamart and create custom reports. However, you can apply the
active Case Seriesfilter on the reports to reduce the data set and
improve report performance. Please note, that the Case Series might
become obsolete each time the datamart is refreshed by running an
ETL. This is because new cases with similar attributes might get
added to the datamart.

The following table describes the various components of Argus Insight:

Component Description

Query by Example Lets you create simple queries by entering specific values in fields on a form that

(QBE) looks substantially like the Argus Safety case form

Filters Lets you create queries by selecting a set of predefined fields and specifying
multiple values in a field

Advanced Lets you create complex queries by selecting any of the various different fields in

Conditions the datamart and applying Boolean and Set operations on them

Case Series

Standard Reports

Report Writer

Cubes

Dashboard Indicators

A listing of cases that match the query criteria

Predefined reports built into Argus Insight These reports are grouped into these
categories: Compliance, Management, Pharmacovigilance, Configuration, and
General Typically, these reports are run on the Case Series

Lets you directly query the datamart and create custom reports by selecting any
datamart fields as report columns; in the report output, you can apply filters,
create nested groupings, and perform operations such as sort, total, count, and
drill

The custom reports you create can be stored in the Report Writer Library or added
to the Argus Insight application; you can run the stored reports on a Case Series

Lets you run complex queries on the datamart and statistically analyze,
drill-down, and explore the results

Argus Insight has six predefined Cubes: Reporting-Compliance, Workflow,
Pharmacovigilance-Detail, Pharmacovigilance-General,
Pharmacovigilance-Clinical, and Pharmacovigilance-Interaction

Special reports that provide an insight into key parameters that let you monitor
product performance and workflow efficiency Dashboard Indicator reports are
pre-configured by the administrator and are generated directly from the datamart

Argus Insight Process Flow

The following flowchart depicts the set of steps that are typically followed in Argus
Insight to generate a report. Please refer to your company's guidelines for the exact
workflow for generating reports and analyzing data in Argus Insight.
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Argus Insight Overview

Log onto

Create a

FArgus Irsight

-

Execute
Query to

Query

_‘

Generate

Case Seﬁoi'

Generate
Standard
Reports on
the Case
Series

Create
Custom
Reports on
the Case
Sories

Query the
Datamart

The following table describes the tasks shown in the process flow diagram.

Task Description

Log on to Argus Log on to the Argus Insight application.

Insight

Create a Query Depending on the complexity of the query, use these Argus Insight

components to create a query:

Query by Example (QBE) - to create simple queries based on the fields in

Argus Case Form

Filters - to create queries based on multiple values in a set of predefined

fields

Advanced Conditions - to create complex queries by directly selecting
datamart fields and applying Boolean and Set operations on them

Execute the Query to Execute the query to have the system search the entire datamart and retrieve a

Generate a Case list of cases (Case Series) that match the criteria you specified while creating
Series the query.

Generate Standard Select and run a built-in Standard Report. You can limit this report to only run
Reports on the Case  on the Case Series.

Series

Generate Custom Select and run a custom report you created and stored in the Report Writer

Reports on the Case  Library. You can limit this report to only run on the Case Series.

Series

Query the Datamart ~ Use the Report Writer, Cubes, or Dashboard Indicators, to directly query the
datamart and generate the required report.

Use the Report Writer to create new reports

Perform data analysis using Cubes

View the Dashboard Indicator Reports
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Upgradability and Compatibility

About Upgradability and Compatibility

Upgrade Path

It is essential for any software to be upgradable to higher versions as well as
compatible with multiple versions. This chapter describes about the upgrade and
compatibility of Argus Insight.

You can upgrade directly to this version of Insight from Argus Insight version 5.1.
After completing the upgrade, you must execute an initial ETL.

Argus Insight 5.1 single-tenant users can upgrade to Argus Safety 7.0 multi-tenant
environment.

The Argus Insight 5.1 single-tenant users can upgrade to Argus Safety 7.0
single-tenant users by using the Migration Utility. This utility overwrites any
configuration data existing for an enterprise. It is necessary for all such upgrade that
Argus Safety be upgraded to 7.0.

The upgrade path is to be as follows -

i. Upgrade Argus Safety application to Argus Safety 7.0 (this step is required only for
multi tenant environment).

ii. Install Argus Insight 7.0 application (in multi tenant mode if Argus Safety is
installed in multi tenant mode).

iii. Create the enterprise in Argus Insight
iv. Run the Migration Utility for that enterprise.
v. Run the Initial ETL.

The Migration Utility supports copying the entire Argus Insight specific configuration
(including Case Series Freezing data) from a single tenant Argus Insight 5.1
application to Argus Insight 7.0 single/multi tenant application after setting an
Enterprise ID.

It is possible to set an appropriate Enterprise ID during the configuration copy.

User-specific configuration data is copied only for those users in an enterprise who
also exists in Argus Safety for that enterprise.

Existing customers should configure the User Roles section.

Upgradability and Compatibility 2-1



About Upgradability and Compatibility

Global Profile switches cannot be updated by the migration utility.

Product Compatibility

This version of Insight is compatible with the following products:
= Argus Safety 7.0

= Argus Safety 6.0*

= Argus Safety 5.1*

Note: The versions listed with the asterisk (*) denote that they are
available for only single-tenant installations. Therefore, multi-tenant
features such as Global Enterprise Management and Global User
Management are available only from Argus Safety 7.0 onwards.

Note: For Argus Safety 5.1 and 6.0, Argus Insight users will sync up
with Argus Safety users after the Incremental ETL is completed.

This version of Insight has also been tested for SSL compatibility.

Copy Configuration

The Copy Configuration utility copies the entire Argus Insight-specific configuration
from a single-tenant Argus Insight 5.1 application to a multi-tenant Argus Insight 7.0
application, after setting an Enterprise ID. The Enterprise ID can be created during the
Copy Configuration phase.

The utility copies all the enterprise data from one Multi-tenant enterprise to another
multi-tenant enterprise in Argus Insight, including the ones which are marked as
"Inactive’.

Migrating Custom Reports to Argus Insight 7.0 is a manual step.

You can Import configuration information from the following Insight versions and
export it to Argus Insight 7.0 through the Copy Configuration utility:

= Argus Safety 5.1 and 6.0 users in single-tenant environment can be upgraded to
either the Argus Insight 7.0 Multi-tenant environment or to the Argus Insight 7.0
Single-tenant environment.

For such upgrades, a pre-requisite is to first ensure that the Argus Safety
application is upgraded to version 7.0.

= A password-encryption utility is also available for user migration from Argus
Insight 5.1 to Argus Insight 7.0.

Upgrading to the Argus Insight 7.0 Multi-tenant Environment
Execute the following steps to upgrade to Argus Insight 7.0:

= Upgrade your current Argus Safety application to the Argus Safety 7.0
Multi-tenant environment.

= Install the Argus Insight 7.0 application in Multi-tenant mode.

»  Create the enterprise in Argus Insight.
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About Upgradability and Compatibility

= Run the Copy Configuration utility for that enterprise.
= Run the Initial ETL.

Upgradability and Compatibility 2-3
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Exporting the Configuration Data to Argus Insight 7.0

You can import all the Configuration Data from the following Argus Insight versions
and export them to Argus Insight 7.0:

Single tenant to single tenant.

Multi-tenant to multi-tenant - All the enterprises data is copied including the
enterprises which are marked "Inactive".

Source enterprises are mapped to target enterprises based on enterprise short
name.

User-specific configuration data is copied only for those users in an enterprise who
exist in Argus Safety as well for that enterprise.

Configuration of those Enterprises which does not exist in Target system is not
brought-in.

Configuration of additional enterprise that exists in Target system is not
overwritten.

Upgradability and Compatibility 2-4
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Getting Started

Using Argus Insight

Argus Insight, formerly called Power Reports is a highly optimized reporting module
that compliments Argus Safety. The Argus Insight Extract Transfer and Load (ETL)
engine extracts data from the Argus Safety database and populates a data warehouse in
a format that allows efficient querying. The various query, drill-down, and output
components of Argus Insight let you analyze your safety, workflow, or product data
from all angles and produce reports that provide immediate business impact and
maximum efficiency in decision-making.

This chapter describes the tasks performed when logging into Argus Insight.

Getting Started
The following tasks help you get started with Argus Insight.

To launch the web-based Argus Suite of Products:
1. Open the Web browser.
2. Type the Argus Web URL (Universal Resource Locator) in the address bar.

The system uses the Secure Socket Layers to support third-party digital certificates for
secure transmissions at the system level. The System Administrator configures the
URL is configured by the System Administrator.

The system opens the login screen.
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Using Argus Insight

orace — ARGTS INSIGHT

HEALTH SCIENCES
Version 7.0

' User Name
| |

Password

\\__ | |

313002011 §:17:08 AM

Copyright & 2011 Oracle Corporation. All rights reserved.

Single Sign On

Be aware of the following;:

= Users can have single-sign on capabilities. With Single Sign On (SSO), users’ log-in
authentication is done using a centralized authentication system. With this, users
do not need to enter their log-in credentials for each application they access, every
single time. Cognos uses the Power Reports namespace.

s The Administrator defines access to various modules in User Maintenance. If a
user is assigned to more than one group, the system provides the user with the
highest access level.

- Based on module access rights, the system enables / disables the application
buttons access rights in the Menu Structure.

- Group access permissions are assigned in Web Admin.

= A user with access to Argus or Insight can launch the application modules. The
system does not ask the user to enter a password again for the PR or Argus
modules. This also applies when the user launches other applications.

» In User Maintenance, the administrator can link the Argus Safety and Argus
Insight Mart databases. When a user logs into the system, the system identifies the
available application modules for each Argus Instance.

= When the user clicks the application modules, the system opens a New dialog
where the other application (Argus Insight or Argus Safety) can be worked on.

= When the user launches another application through Argus,or vice versa, the
application module buttons do not appear in the new dialog windows because the
user is already logged into the earlier application.

»  The initial login screen is the launching dialog forall other modules.
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Using Argus Insight

= Logout is available only on the Parent Application dialog. Logging out of the Main
application dialog closes all child dialogs without saving information in the child
applications.

Logging In

The Argus Insight installation program automatically creates an account for the
system administrator and assigns the default user name and password as
administrator and password, respectively. The administrator account cannot be
deleted. This ensures that the system administrator can always log on to the system. In
a given session, only one system administrator can log on to the system.

We recommend that you change the administrator password after logging on to Argus
Insight for the first time. You can access Argus Insight through Argus Safety. This
feature has been introduced to enable you to use a single login id and password for all
Argus Modules. The modules that are enabled when you login to Argus Safety depend
on your access right to various Argus modules.

Users can access Argus Insight directly by using the Argus Insight application URL.
Argus Insight checks if Enterprise ID is already present in the request coming to it. If
the Enterprise ID exists, it opens Argus Insight for that enterprise.

To log on to Argus Insight as an administrator:
1. Start Internet Explorer.
2. Type the Argus Insight Universal Resource Locator (URL) in the address bar.

3. DPress Enter. The Argus Insight login screen appears.

orace — ARGTS INSIGHT

HEALTH SCIENCES
Version 7.0

' User Name
| |

Password

\\__ | |

313002011 §:17:08 AM

Copyright & 2011 Oracle Corporation. All rights reserved.

4. Type in the Username and Password.
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Note: Type in username as administrator and password as password
to log in as the administrator.

5. Click Login. The Argus Insight home page appears.

ORACLE' |ARGUS INSIGHT

johns, Saturday July 10, 2010 (AI51ST360)
o e e
Create Query > Fiters
FILTER LIBRARY Actve Query lame:
Choose Fitter [_cear ]
Name o Description ~ Last Modified L User Full Name Value Set Associated

| 00-MMM-0000 Report

] | [ooumis-o000 ] v]

Predefined Complance Fiter 28-JUN-2010
Preconfigured Configuration Fiter 28-JUN-2010
28-JUN-2010
28-JUN-2010
Predefined Workflow Fiter 28-JUN-2010

Nove Fer] [-New Vakuo Se.] [ o] |__Dolle-_] 1t Limit Query o Active Case Series | Execute | |

Changing the Password
Use the following procedure to change the password.

1. Click Tools on the global toolbar. The Administration Tools page appears with the

Personal Options tab displayed.

2. In the Old Password text box, enter the existing password.

Administration Tools

List Maintenance Security. ETL Scheduler Dashboard Indicator Options Audit Log

Personal Options.
User Name:  johns

User Full Name: johns
Old Password |

| New Password:

Confirm Password:

Password Expires in 88 days.

Homepage: | Fiter Library O

Overwrite Confirmation Group

[ Case Series Overwrte

[ QBE Overwrite

[ Fiter Overwrite

[0 Advanced Condition Overwrite

3. Inthe New Password text box, enter a new password. Your new password must

be different than your old password.

Note: Argus Insight passwords are case sensitive. The password
requirements are configured by the Administrator.

4. Re-enter the new password in the Confirm Password text box.

In the New Password text box, enter a new password. Your new password must
be different than your old password.

6. Click OK. The system saves the new password.

Changing the Default Home Page
Use the following procedure to change the default Home page.

1. Click the Tools button on the global toolbar. The Administration Tools page

appears with the Personal Options tab displayed.

2. Select a home page from the Homepage drop-down list box.
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Administration Tools

User Name:  johns User Full Name: johns
Old Password New Password: Confirm Password:

Password Expires in 88 days.
Homepage:  |[Fiter Library v

Group

Overwrite Confirmation
[ Case Series Overwrte

[0 QBE Overwrite

[ Fiter Overwrite

[ Advanced Condition Overwrite

3. Click OK. The system changes the default home page to the selected page.
Tip: You can set any page as the default home page, by clicking the
Home Page button on the global toolbar.

You can make changes to the Personal Option tab page to configure
the password, default home page, overwrite confirmation, and group
membership of users.

Configuring the Argus Insight Application

You may need to configure Argus Insight and change certain factory defaults to
conform to the specific business requirements of your organization. Use the following

TheAdministration Toolschapter has information on configuring the following:

= Personal Options - password, default home page, overwrite confirmation, and
group membership of users.

» List Maintenance - profile switches, countries, workflow mappings with Argus,
and categories.

= Security - creating, modifying, and enabling/disabling user groups and accounts.
s ETL Scheduler - configuring ETL.

= Dashboard Indicators - assigning specific dashboard reports to users and
applying filters to dashboard reports.

= Audit Log - monitoring user activities on the system.

Entering Dates in Various Argus Insight Fields

Throughout Argus Insight, you are required to enter dates in several fields. Fields that
accept full dates appear in the dd-mmm-yyyy format. You can enter the month using
numbers instead of three letters. When you enter a valid month number, the system
automatically converts the number to letters corresponding to that month. For
example, 03 for the month automatically gets converted to MAR.

Tip: To enter the current date in a datefield, press the = key on the
keyboard

You can enter partial dates in certain fields. Fields that accept partial dates appear in
approximated to the 15th of the month and missing months are approximated to the

month of June

Valid partial dates must comprise either a year, or a year and a month. If you enter the
day, you also need to enter the month.

The following fields in the QBE form, which is similar to the Argus Case form, accept
partial dates.
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QBE Form Tab

Field

Patient

Patient > Parent

Product

Product > Vaccine
History

Product > Device

Event

Event > Death

Event > Hospitalized

Date of Birth

Other Relevant History
Start Date

Other Relevant History
Stop Date

Lab Data
Date

Date of Birth
Expiration Date

Dosage Regimen
Start Date/Time

Dosage Regimen

Start Date/Time

Summary of all regimens

First Dose

Summary of all regimens

Last Dose
Date

Date Explanted
Date Implanted
Expiration Date
Onset Date
Stop Date
Death Date
Start Date

End Date

The following table lists some examples of partial dates.

Date to be Entered

Partial Date Formats
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March, 2005

2005

Enter any one of
these sequences:

0032005
00305
2?7305
2?2305
/32005
/305
00MAR2005
00MARO05
2732005
??MAR2005
/MAR2005

Enter any one of
these sequences:

00002005
000005
2?2005
2205

/ /2005
//05

Getting Help

Click the Help button on the global toolbar to access the Online Help. You can find
information by using the Contents, Index, or Search tabs in the Online Help.

Logging Out

Use the following procedure to log out.

1. Click Logout on the global toolbar. A confirmation dialog box appears.

Argus Insight

@ Are you sure you wish to logout?

T

|| Cancel |

2. Click OK. The system logs you out. The Argus Insight logout screen appears.
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Creating Queries

Creating Queries

In Argus Insight, you use queries to search the datamart and retrieve a set of cases
(Case Series) with similar attributes. Based on your reporting requirements, your
querying criteria may be as simple as a few Argus case form fields with specific values
or as complex as a SQL query that uses Boolean/Set operations between various
datamart fields.

QBE

This chapter explains how to use the Argus Insight querying tools and in what
situations. Depending on how complex or detailed a query you want to create, you can
use these Argus Insight querying tools:

QBE
Filters
Advanced Conditions

Library

Note: You may be allowed to enter more than 4000 characters in text
box, but the query search is limited to the first 4000 characters.

If you are familiar with the Argus case form, you may choose Query by Example (QBE)
to create simple queries. For a QBE, the querying criteria consists of specific values
entered in the fields on the QBE form, which looks substantially like the Argus case
form. For example, your QBE may consist of the values in these fields:

QBE Form Tab > Field Value

Entered /Selected
General > Country of Incidence United States
Products > Product Name Algoheal Injection

Events > Event Description to be Coded  Injection site rash

Events > Seriousness Criteria Hospitalized
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When you execute this QBE, the system retrieves only those cases where the values of
Country of Incidence, Product Name, CodedEvent Description, Event Description to
be Coded and Seriousness Criteria are the same as specified in your QBE.

These topics explain how to work with QBE:

s Creating a New QBE

= Working with the Last Modified or Executed QBE
= Working with Saved QBEs

= Using QBEs with Advanced Conditions

Creating a New QBE

Begin creating a QBE by entering values in the QBE form. The QBE form has a
tab-based interface consisting of eight multiple section tabs.

The first seven tabs in the QBE form let you enter the query criteria about a specific
aspect of a case:

QOBE Form Tab Type of Information to Enter

General Lets you enter querying criteria based on general, study, reporter, and
literature information about the case

Patients Lets you enter querying criteria based on information about the patient, lab
data, other relevant history, and the patient's parent

Products Lets you enter querying criteria based on product information and dosage
regimens

Events Lets you enter querying criteria based on information about the event and
its seriousness criteria

Analysis Lets you enter querying criteria based on information about case analysis
and imputability

Activities Lets you enter querying criteria based on case activity information, such as

contact logs, action items, and case lock/archive dates

Additional Info Lets you enter querying criteria based on additional information about the
case such as references

The eighth tab in the QBE form, Advanced Conditions, lets you integrate a QBE with
an Advanced condition stored in Argus Insight. You can also convert a QBE into an
Advanced Condition. The Using QBEs with Advanced Conditions topic explains this
in detail.

Note: For more sophisticated queries, use Filters or Advanced
Conditions.

While specifying the query criteria in Query By Example page (OBE form), Argus
Insight provides the functionality of Type Ahead in few fields. Type Ahead
functionality offers you to type-in a value and the like values are displayed in the list
box. It also enables you to select the desired value from the list of values. The fields
having this functionality are as follows:

Accidental Exposure  Action Taken Action Type Age Groups Age Units
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Anatomical Locations Attachment Birth Type Case Classification Causality Category
Classification
Condition Type Contact Type Delivery Types Device Device Type
Subcomponents
Dosage Frequency Dosage Units Ethnicity Event Frequency Event Intensity
Event Outcome Fetal Outcome Formulation Gender Group
(Activities:contact
log)
Group (Action item) Intermediary Locked or Closed By Manufacturers Occupations
Package Units, Reference Type Report Media Report Type Reporter Type
Routes of User User (Action item)
Administration (Activities:contact
log)
Type Ahead
Report Type
|9 |

[ Compassionate Use

You can use the type-ahead functionality to select data suggestions by double-clicking
on a textbox to display all the suggestions for a field in a list of values. Alternatively,
you can also you can type-in a value and suggestions are displayed for the typed
value.

Use the following procedure to create a new QBE and work with it. To log out of
Argus Insight:

1. Start the new QBE. In Argus Insight, select Create Query > Query By Example >
New. The Query By Example page (QBE form) appears; the General tab page is
displayed.

ORACLE |ARGUS INSIGHT o, Sardey oy 10, 2010 i1 sToe0) T
Fome | crosto uery | Guery Resutts_| Case seres Reports |_bstamarteports

Create Query > Query by Example

QUERY BY EXAMPLE

Active Query ame:
Active Case Serios: <Motsaved>

jame : Category. Description

I
<

ot Saves
Foere e S e —— i vr— E—eg—" v gy T

Report Type. Country Inital Receipt Date Central Receipt Date Case status

Follow-up Received Satety Received Avare Date: Classification
277770000 777270000 ] [ Significant 777770000

Study Information
Project D study D CenteriD OtheriD study Type

Week visits Biinding Status Unbinding Date

Reporter Information

Sel Firsthlame Middle Name Last lome Suffix Health Care Professional Occupation Report Sent to Reguiatory Authority by Reporter?

[ [ ] 5 OYes Otlo O tnknown ®lnore
Aress won Oepartment cy o
] 0] Primary Reporter
stterprovince posta Cove Country ] Correspondence Contact
] 2
Phone umber ‘Aternate Phone FAX Humber Reporter D Reporter’s Reference #
i L ]
Emai Address Reporter Type Report tedia ntermedary
]
Author vear
Tite Vol
ournl b
Stve ] [ =

2. Specify the querying criteria. Enter values in the fields within the various tab
pages, as appropriate.

Refer to these pages for descriptions of all the fields in the various tab pages of the
QBE form:
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Note: The QBE field labels are displayed as per the field labels
configured in Argus

= General Page

= Patient Page

= Products Page

= Events Page

= Analysis Page

= Activities Page

» Additional Info Page
Tip: While entering values in a tab, if you wish to clear all the values
you entered, click the Clear Tab button. If you wish to clear all the
values you entered in all the tabs, click the Clear All button.

3. Examine the QBE result.

4. Click Execute. While the system searches for matching cases, the following dialog
box is displayed.

e | Argus Insight - Case Series Building -- Webpage Dialog E‘

Building Case Series.
Please wait...

»  If the system does not find any cases that match the querying criteria, the
following screen is displayed. Click Cancel to return to the QBE form, modify
the criteria and execute the QBE again.

ORACLE |ARGUS INSIGHT o, Sory o 10,20 ST

=S I I T ——

Query Resuts > Case Series
ACTIVE CASE SERIES Active Query Hlame:

|
[: Save | | SaveAs | | View Query Ctena | | View Query. | "cancel

»  If the system finds cases that match the query criteria, a list of such cases is
displayed in the Active Case Series page.
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ORACLE' |ARGUS INSIGHT Iohns, Saturday Juy 10, 2010 (AI515T360) BT L

- e e
I
ACTIVE CASE SERIES Active Query Name: <MNot Saved >
= =
o .
[CRe T 1-615
T — — — -
v |
@ ocamecases sor canur H

oo ana Save—| [ Save. ] [ Sove aa-| [ View Guery Crer | [-View Guery | | Exporto Excer || Canet.

5. Examine the Case Series. If the Case Series is too large, you may want to modify
the QBE by specifying additional field values in the QBE form to narrow down the
Case Series. Alternatively, if you find the Case Series to be appropriate, you can
save the QBE to the system.

6. To return to the QBE form, click View Query in the Active Case Series page. The
Active Query by Example page appears.

Note: When you save the modifications to a QBE or execute a QBE,
the system assigns the Active status to the QBE. Therefore, when you
return to the QBE form after executing the QBE, the page title changes
to ActiveQuery By Example. The field values you specified in the
QBE form before executing are retained. See the Working with the Last
Modified or Executed QBE topic for details on Active QBEs.

7. If required, modify the QBE and examine the result again or proceed to save the
QBE.

8. Save the QBE to the system.

9. Use the Category list box to assign a category to the QBE you are going to save. A
category indicates the reporting aspect to which your QBE pertains: Compliance,
Configuration, General, Management, or Pharmacovigilance. Specifying the
category also helps you in searching the relevant QBEs from a list of all the QBEs
saved in the system.

10. Type a description of the QBE in the Description text box. For example, you can
describe the type of cases the QBE retrieves.

11. Click Save As in the ActiveQuery By Example page. The Save QBE dialog box
appears.
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A Argus Insight - Save OBE As -- Webpage Dialog [E|

Save QBE As

Name:

I (0].9 I Cancel
B E——

12. Type the name of the QBE in the Name text box.

Note: A name cannot contain any of the following: % "' A ~,; | #

13. Click OK. The system refreshes the Query By Example page. Note that the
following new elements appear on the page.

The page title changes to Query By Example.

The Active Query Name field in the upper-right corner of the page now
displays the name of the QBE you specified while saving the QBE.

Two new buttons appear at the bottom of the page: Save and Permissions.

Note: All the QBEs that you save to the system are listed in the
Query By Example - Library page. The Working with Saved QBEs
topic explains how to work with saved QBEs.

Tip: If you make modifications to the field values after you have
saved the QBE to the system, use the Save button to save the changed
field values.

Assign group-level permissions on the saved QBE
Use the following procedures to assign group-level permissions to a saved QBE

To assign group-level permissions to a saved QBE:

1. Click the Permissions button. The Permissions dialog box appears. A list in this
dialog box displays the names of all the groups (except the Administrator group)
that the system administrator has created.
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Permiszions for QBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizzion

No Access

[ ok || cancel |

Use the list box next to a group name to assign permissions to the group members
on the QBE you have created. You can select from these options:

Permission Description

No Access (Default)  No group members will be able to access the QBE

R Group members will be able to only view the QBE
R/W Group members will be able to view and modify the QBE
R/W/D Group members will be able to view, modify, and delete the QBE
R/W/D/P Group members will be able to view, modify, delete, and assign
permission on the QBE
2. Click OK. The system saves the permission settings.
3. Execute the QBE.
4. Click Execute. The system retrieves the list of cases that match the QBE criteria

and displays it in the Active Case Series page.

After generating the Case Series, you can manually modify it or save it. See the
Working with Case Series chapter for more information on working with Case
Series.

General Page
The General page differs from what you might be used to seeing in Argus in the
following ways:

You can specify only one follow-up date
You can specify only one case classification
You can specify information only about one reporter

You need to scroll down the page to view all the fields available.
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ORACLE' |ARGUS INSIGHT ohns, Saurday Juy 10,2010 st T360) WM
S T T | —
Crese Query > Query by Exarle
QUERY BY EXAMPLE s e e
Active Case Series: <ot saved>
ame: Category Descrption
Not Saved > [cer [ ]
Ganera o | pomen | Gews | Awpes | Acwies | Adssoino | AwancedGonstors |
Report Type Country Initio ReceiptDate Centra Receipt Date Case status
9] [0 | 27720000 v
Follow-up Recetved oty Received Avare Date: Clsssifation
vvvvvvv 2000 a0 [ sinifcant R
Study Informaton
Projecti0 swayi0 ) Centerid omern study Type
] o] ] !
Weekz Visitz T o Oate
h ] o) 27720000
S fstlome  Middemame Lasthome suti Health Cre professionsl occupation Report sent to Regulatory Authoriy by Reporter?
[ [ ] e Over O O unkeown Glonore

Department ciy 0] Protect Confidentality

StaterProvince Postal Code Country [ Correspondence Contact

Phone fiumber " FAXNumber
[ ]

Email Address. Reporter Type

[sove_]|[-sovese ]| -cometioAdvanced conaeon-] - cea an | _GesrAu- ]| ]|

The following table describes the various fields in the General page. The field
values you specify are used as the query criteria to retrieve matching cases.

Section Field Description

General Information = Report Type Use this list box to select the case source that the query
should look for in cases.

Country Use this list box to select the country of incidence that the
query should look for in cases.

Initial Receipt Date In this date field, enter the date when you company first
became aware of the case.

Central Receipt Date In this date field, enter the date on which the Central Safety
received the case.

Case Status Use this list box to select the workflow state that the query
should look for in cases.

Follow-up Received In this date field, enter the follow-up information receipt
date that the query should look for in cases.

Safety Received In this date field, enter the date on which follow-up
information was received by Central Safety.

Significant Check this checkbox to retrieve cases that had a significant
follow up.

Aware Date In this date field, enter the most recent significant follow-up

date or initial receipt date (if there are no follow ups), that
the query should look for in cases.
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Section Field Description

StudyInformation Study Num Click the Select button associated with this text box to
select the study protocol number, study number and center
id that the query should look for in cases.
See theSelecting the Study Numbersection for details.

Study Type Select the study type that the query should look for in cases.

Other Study ID In this text box, enter any other ID that can be relevant to
the study.

Study Week In this text box, enter the week number of the study during
which the adverse event occurred. The query will only look
for such cases.

Study Visit In this text box, enter the visit number of the study during
which the adverse event occurred. The query will only look
for such cases.

Study Blinding Status ~ Use this list box to select the study blinding status that the
query should look for in cases.

Study Broken Date In this date field, enter the date on which the study was

broken. The query will only look for cases with matching
study broken date.
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Section

Field

Description

Reporter Information

Reporter Sal.

Reporter First Name

Reporter Middle Name

Reporter Last Name
Reporter Suffix
Health Care
Professional
Reporter Occupation
Reporter Address
Reporter Institution
Reporter Department
Reporter City
Reporter State
Reporter Postal Code
Reporter Country ID
Reporter Phone

Number

Reporter Alternate
Phone

Reporter Fax Number
Reporter ID
Reporter's Reference #
Reporter Email
Address

Reporter Type

Report Media

Intermediary

Report Sent to
Regulatory Authority
by Reporter

Reporter Protect
Confidentiality

Enter the reporter salutation that the query should look for
in cases.

Enter the reporter's first name to look for in cases.
Enter the reporter's middle name to look for in cases.
Enter the reporter's last name to look for in cases.
Enter the reporter's suffix to look for in cases.

Select an option from this list box to include a query
criterion based on whether the reporter is a health care
professional.

Use this list box to select the reporter's occupation that the
query should look for in cases.

In this text area, enter the report address that the query
should look for in cases.

In this text box, enter the reporter's institution that the
query should look for in cases.

In this text box, enter the reporter's department that the
query should look for in cases.

In this text box, enter the reporter's city that the query
should look for in cases.

In this text box, enter the reporter's state that the query
should look for in cases.

In this text box, enter the reporter's postal coded that the
query should look for in cases.

In this text box, enter the reporter's country ID that the
query should look for in cases.

In this text box, enter the reporter's phone number that the
query should look for in cases.

In this text box, enter the reporter's alternate phone number
that the query should look for in cases.

In this text box, enter the reporter's fax number that the
query should look for in cases.

In this text box, enter the reporter ID that the query should
look for in cases.

In this text box, enter the reporter's reference number that
the query should look for in cases.

In this text box, enter the reporter's email address that the
query should look for in cases.

Use this list box to select the reporter type that the query
should look for in cases.

Use this list box to select the report media that the query
should look for in cases.

Use this list box to select the intermediary that the query
should look for in cases.

Select the Yes, No, Unknown, or Ignore option button, as
appropriate, to indicate whether the query should look for
cases where the reporter has already informed a regulatory
authority about the event.

Check this checkbox to have the query retrieve only those
cases where reporter information is specified as
confidential.
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Section Field Description
Literature Literature Journal In this text box, enter the literature journal name that the
Information query should look for in cases.
Literature Author In this text box, enter the literature author name that the
query should look for in cases.
Literature Title In this text box, enter the literature title that the query
should look for in cases.
Literature Vol In this text box, enter the literature volume that the query
should look for in cases.
Literature Year In this text box, enter the literature publication year that the
query should look for in cases.
Literature Pgs In this text box, enter the journal page number in which the
article appeared. The query will look for this information in
cases.

Selecting the Study Number

Argus Insight lets you select the Study Protocol #, Study Num and Center ID fields in
the Study Information section, by selecting the study number from the Clinical Study
Lookup dialog box.

Use the following procedure to select a clinical study:
To select a clinical study:

1. Click the Select button associated with the Study Num field. The Clinical Study
Lookup dialog box appears.

2 Argus Insight -- Webpage Dialog 3]
Clinical Study Lookup
Project Study Center
I T I | [-search | [ Clear |
Clinical Studies 0-0/0 . . . .
Select | [ Cancel

2. Enter the first few letters of the project name, study ID, or study center name in
their respective text boxes.

Tip: If you are not sure about the information you are looking for, as

an alternative, click search to list all the associated data for Study
Num.

3. Click Search. The system searches for the specified search strings. The Clinical
Study Lookup dialog box displays the search result in a grid format.
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2 Argus Insight -- Webpage Dialog X
Clinical Study Lookup
Project Study Center
[cure I il [ cear |
1-2481248
CURE CURE ALL US 002 [
CURE CURE ALLUS 001 =
CURE CURE ALL PL 001 Swieden
cuRe CURE ALL PL 001 Spain
CURE CURE ALL PL 001 Poland
CURE CURE ALL PL 001 Norway
CURE CURE ALL PL 001 Netherland
CURE CURE ALL PL 001 Luxemburg
CURE CURE ALL PL 001 Latvia
CURE CURE ALL PL 001 taly
CURE CURE ALL PL 001 reland
CURE CURE ALL PL 001 Hungary
cuRe CURE ALL PL 001 Greece
CURE CURE ALLPL 001 Graat britain A
select | | Cancel

4. Select a study from the Clinical Studies listed.

5. Click Select in the Clinical Study Lookup dialog box. The Study Protocol #,
Study Num (*) and Center ID(*) fields in the Study Information section of the
QBE form are automatically selected.

Note: The Study Num and Center ID are optional fields.

Patient Page
The Patient page has two views: Patient and Parent.

The Patient view differs from what you might be used to seeing in Argus in the
following ways:

ORACLE |ARGUS INSIGHT o Sy T 0 270 RETSTIOn
o - R e
Create Query > Query by Example

e e
e =N
= —
= s :
Fomen Prowow | Evns | Ayes | Acwies | Adansaiio | Advanced Gonsons |
s e
]
[ I I ] [ Protect Confidentiaity
o o
[ [ ]
| - s
I[ 1[ |
prrron pes pres ey p
[2222-0000 ] [ Il ] [ ]
e - e e o e
— T SRR P oo o I o
|
[ ] [seeat] [ ] |
e [ ] ]
o porme s
,,,,, 000 ] I
e — |
e | | s ]
o
S l

oo ] [vere | [Comnto Asvarcs corsion ] Georto] - Gouras ] | emosons ] [ ] |

= You can specify information only about one lab data element
= You can specify details of only one relevant history
You need to scroll down the page to view all the fields available.

The following table describes the various fields in the Patient view of the Patient page.
The field values you specify are used as the query criteria to retrieve matching cases.

Creating Queries  4-12



Creating Queries

Section

Field

Description

Patient Information

Patient Sponsor
Identifier

Patient Subject #
Patient First Name
Patient Last Name
Patient MI

Patient Initials

Patient
Randomization
Number

Patient Protect
Confidentiality

Number of Patients

Patient Address
Patient City

Patient State

Patient Postal Code
Patient Country
Patient Date of Birth
Patient Age

Patient Age Units
Patient Age Group
Patient Gender

Patient Weight

Patient Height

Patient Ethnicity

Patient Occupation

In this text box, enter the study sponsor's ID. The query will
look for this information in cases.

In this text box, enter the patient subject number that the
query should look for in cases.

In this text box, enter the patient's first name that the query
should look for in cases.

In this text box, enter the patient's last name that the query
should look for in cases.

In this text box, enter the patient's middle initials that the
query should look for in cases.

In this text box, enter the patient's initials that the query
should look for in cases.

In this text box, enter the patient randomization number
that the query should look for in cases.

Check this checkbox to retrieve those cases where patient
information is marked as confidential.

In this text box, enter the number of patients.

In this text box, enter the patient's address that the query
should look for in cases.

In this text box, enter the patient's city that the query should
look for in cases.

In this text box, enter the patient's state that the query
should look for in cases.

In this text box, enter the patient's postal code that the query
should look for in cases.

In this text box, enter the patient's country that the query
should look for in cases.

In this date field, enter the patient's date of birth that the
query should look for in cases.

In this text box, enter the patient's age that the query should
look for in cases.

Select the age unit for the value you specified in the Patient
Age text box.

Select the patient age group that the query should look for
in cases.

Select the patient gender that the query should look for in
cases.

In this text box, enter the patient weight that the query
should look for in cases. Select the 1bs or kg option button,
as appropriate.

In this text box, enter the patient's height that the query
should look for in cases. Select the in or cm option button,
as appropriate.

Select the patient's ethnicity that the query should look for
in cases.

Select the patient occupation that the query should look for
in cases.
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Section Field Description

Pregnancy Select the Yes, No, Unknown, N/A, or Ignore option button,
as appropriate, to indicate whether the query should look
for cases where the patient's pregnancy status is specified.
This field is available only if you specify the patient gender
as Female

Pregnancy In this date field, enter the date of last menstrual period that
Information Date of  the query should look for in cases.
Last Menstrual Per.

Lab Data Lab Data Test Name  Click the associated Select button to select the lab test that
the query should look for in cases. See theSelecting Lab
Testsection for more information.

Lab Data Result In this text box, enter the lab data result that the query
should look for in cases.

Lab Data Normal In this text box, enter the lab data normal low value that the

Low query should look for in cases.

Lab Test Date In this date field, enter the lab test date that the query

should look for in cases.

Lab Data Result Unit Enter the lab data result unit for the value you specified in
the Lab Data Result field.

Lab Data Normal In this text box, enter the lab data normal high value that
High the query should look for in cases.
Other Relevant Relevant History In this date field, enter the relevant history start date that
Information Start Date the query should look for in cases.
Relevant History Select the relevant history condition type that the query
Condition Type should look for in cases.
Relevant History In this text box, enter the relevant history notes that the
Notes query should look for in cases.
Relevant History In this date field, enter the relevant history stop date that
Stop Date the query should look for in cases.
Relevant History Click the associated Encode button to select the relevant
Condition history condition by using the MedDRA browser. The query

will look for the encoded term.

See theUsing the MedDRA Browser section for details.

Relevant History Check this checkbox to retrieve cases where the relevant
Continues history condition is continuing/ongoing.

Patient Relevant Tests In this text area, enter the relevant patient tests that the
query should look for in cases.

This Parent view differs from what you might be used to seeing in Argus in the
following ways:

Creating Queries 4-14



Creating Queries

ORACLE |ARGUS INSIGHT o, S o 0 2070 ST

e - R e

Create Query > Query by Example

QUERY BY EXAMPLE ‘Active Query Nlame: New QBE
Active Case Series: <Mot Savs

T T T[] [ oot ] [ remosors | Lo ] |

= You can specify details of only one relevant history
= You can specify details of only one medical history

The following tables describes the various fields in the Patient view of the Patient
page. The system uses the field values you specify the query criteria to retrieve
matching cases.

Section Field Description
Parent Parent Initials In this text box, enter the parent's initials that the query
should look for in cases.
Parent Age In this text box, enter the parent's age that the query
should look for in cases.
Parent Age Unit Select the age unit for the value you specified in the
Parent Age text box.
Parent Gender Select the parent gender that the query should look for in
cases.
Parent LMP In this date field, enter the parent's LMP date that the

query should look for in cases. This field is available only
if the parent gender is specified as Female.

Parent Weight In this text box, enter the parent's weight that the query
should look for in cases. Select the Ibs or kg option
button, as appropriate.

Parent Height In this text box, enter the parent's height that the query
should look for in cases. Select the in or cm option
button, as appropriate.

Parent Breast feeding Check this checkbox to retrieve cases where parent is
breast feeding.
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Section Field Description
Other Relevant Relevant History In this date field, enter the relevant history start date that
Information Start Date the query should look for in cases.
Relevant History Select the relevant history condition type that the query
Condition Type should look for in cases.
Relevant History In this text box, enter the relevant history notes that the
Notes query should look for in cases.
Relevant History In this date field, enter the relevant history stop date that
Stop Date the query should look for in cases.
Relevant History Click the associated Encode button to select the relevant
Condition history condition by using the MedDRA browser. The
query will look for the encoded term.
See theUsing the MedDRA Browsersection for details.
Relevant History Check this checkbox to retrieve cases where the relevant
Continues history condition is continuing / ongoing.
Selecting a Lab Test

Use the following procedure to select a Lab Test:

1.

a Argus Insight -- Webpage Dialog

Click the Select button associated with the Lab Data Test Name field. The Lab

Test Name dialog box appears.

Lab Test Hame

Enter portions of the test name and click on Search:

Description

| | Search

Lab Test Types

| select || cancel |

2.
3.

Type a few initial letters of the test name.

Click Search. The matching test names appear in a list.
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| Argus Insight -- Webpage Dialog

Lab Test Hame

Enter portions of the test name and click on Search:
Description
[Biood

Lab Test Types
Blood albumin
Blood Area
Blood bilirubin
Blood calcium

|

Blood creatining
Blood fibrinogen

[

Blood glucose

Blood lactate dehydrogenase
Blood magnesium

Blood potassium

v
ST e

| select || cancel |

4. Select the required test name.

5. Click Select. The test name appears in the Lab Data Test Name field in the QBE
form.

Using the MedDRA Browser

Use the following procedure to use the MedDRA Browser to search and select
MedDRA terms for an event.

1. Click the Encode button associated with the QBE tabs to launch MedDRA
browser. The MedDRA Browser appears.

e | Argus Insight - MedDRA Browser -- Webpage Dialog

MedDRA Browser

Current Coding Version: 12.0 MedDRA SMQ: v | [] Full Search
Clear
NOTE: The QBE only supports single selection in the MedDRA Browser
50C HLGT HLT PT LLT

s0C

HLGT

HLT

PT

LLT

Add & Close | [ Cancel
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Note: The output returned by the MedDRA browser for the Patient,
Product and Analysis tabs of QBE is the Preferred Term (PT). The
Events tab of QBE provides output for multiple options. You can
select and search the required term(s), based on the Seriousness
Criteria.

2. Enter the first few letters of the SOC, HLGT, HLT, PT, or LLT term in the respective
text box. If you want the system to search for the specified word in the entire event
term, check the Full Search checkbox.

Note: The Special Category drop-down list displays all the SMQs
that can be selected. The selected SMQ searches across PT and LLT
levels of the MedDRA dictionary.

The Special Category drop-down list is hidden in MedDRA 10. The
MedDRA SMQs drop-down list is hidden in versions lesser than
MedDRA 9.

3. Press Tab. The system searches for the specified word in the event terms. The
MedDRA Browser displays the search result in a column below the text box in
which you entered the text string.

| Argus Insight - MedDRA Browser -- Webpage Dialog

MedDRA Browser

Current Coding Version: 12.0
50C HLGT HLT PT LLT
I Il | Il
Ganglioneuroma No Rows Returned

s0cC
HLGT
HLT

PT

LLT

| Addaciose | [ cancel |

4. Select the required event term from the search result. The SOC, HLGT, HLT, PT,
and LLT fields in the MedDRA Browser display the respective terms for the
selected event. The fields that are highlighted in the colors listed below have the
following significance.
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| Argus Insight - MedDRA Browser -- Webpage Dialog

MedDRA Browser

Current Coding Version: 12.0 MedDRA SMQ: (M) SMQ PT_LLT_CHLSMQPL v | [] Full Search
Clear
NOTE: The QBE only supports single selection in the MedDRA Browser
50C HLGT HLT PT LLT
Neoplasms benign, Nervous system Neuromas Ganglioneuroma Gangliocytoma
li it and ified | benign Ganglioneuroma
{incl cysts and polyps) e
Nervous system disorders
s50C 10029104 Neoplasms benign, malignant and unspecified (incl cysts and polyps)
HLGT 10029209 Nervous system neoplasms benign
HLT 10029312 Neuromas
PT 10017709 Ganglioneuroma
LLT
Add & Close | [ Cancel
If the row coloris...  This signifies...
Yellow The selected hierarchy is the primary SOC path.
Grey The selected hierarchy is not the primary SOC path.

5. Check the SOC, HLGT, HLT, PT, and LLT checkboxes to populate the
corresponding fields in the QBE form.

6. Click Select.
7. The selected codes for the selected event are displayed in the respective fields in
the QBE form.

Products Page
The Products page differs from what you might be used to seeing in Argus in the
following ways:

= You can enter information only about one product
= You can specify details of only one dosage regimen

= You need to scroll down the page to view all the fields available.
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[ orACLE |ARGUS InsiGuT™

fohns, Saturday Juy 10,2010 (AIS15T360)

ome Creuto auery | Guery Rovuts | Case seres Reports | _bstamartneports
QUERY BY EXAWPLE Active Query tame: Yew s
ficaie cass e P
ame Category Descrpton
New QBE [ General ~[ ]
2T —— [ [ seems | e | A | Aovnced condtons |

Product Information

Producttame Drug Type O suspect O concomitant O Treatment ® tgnore
I
Generic ame
[
Company Product
[ 10
study Drug [Cseeat | Company brug Code Drug Code.
[ ]
Manufacturer Formuiation VIHO DRUG AT CODE VIHO DRUG ATC DESCRIPTION
[ ][ ]
Concentration units

Interaction?
]OYes Otio O unknown @ tgnore.

Contraindicated?
OYes Otlo @gnore

Dosage Regimens

[Jongoing
Start DaterTime.

[
[Joutside Therapeutic Range

Stop DaterTime. Dose Humber Dose units
727770000 [ ] [l ] | —
DailyDosage Regimen Daiy Dosage Unit Regimen Dosage _Total Regimen Dosage Unit
[ I I I I ]
2 Expiration Date
[ I | [77-777-0000 ]
Package 10 Pack Units Bateh Lot

The following table describes the various fields in the Products page. The field values
you specify are used as the query criteria to retrieve matching cases.
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Section

Field

Description

Product Information

Dosage Information

Product Name

Product WHO Drug
Code

Product Type

Product
Manufacturer

StudyDrug

ATC Code
ATC Description

Drug Formulation

Drug Concentration

Drug Primary
Indication

Drug Interaction

Drug
Contraindicated

Dosage Regimen
Start Date

Dosage Regimen
Stop Date

Dosage Regimen
Ongoing

Dosage Regimen
Outside Therapeutic
Range

Click the associated Select button to use the Product Browser to
specify the product as the query criteria.

Selecting the product name automatically populates the Product
Name, Product Generic Name, and Company Drug Code fields in
the QBE form.

See theUsing the Product Browsersection for details.

Click the associated Encode button to use the Drug Coding Browser
to specify the WHO drug name as the query criteria.

See theUsing the WHO Drug Browsersection for details.

Select the Suspect, Concomitant, Treatment, or Ignore option
button, as appropriate, to indicate whether the query should look
for cases where product type is specified.

Select the product manufacturer that the query should look for in
cases.

Click the associated Select button to use the Study Drug Lookup
dialog box to specify the study drug name as the query criteria. Use
this field to retrieve clinical trial cases with the selected study drug.

See theUsing the Study Drug Lookupsection for details.

Enter the Anatomical, Therapeutic, Chemical (ATC) classification
code that the query should look for in cases.

Enter the Anatomical, Therapeutic, Chemical (ATC) classification
description.

Select the drug formulation that the query should look for in cases.

Enter the drug formulation that the query should look for in cases.
Select the concentration unit from the Drug Product Concentration
Units ID list box.

Click the associated Encode button to use the MedDRA Browser to
specify the drug primary indication event term as the query
criteria.

See theUsing the MedDRA Browsersection for details.

Select the Yes, No, Unk, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where drug
interaction status is specified.

Select the Yes, No, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where drug
contraindication status is specified.

In this date field, enter the dosage regimen start date that the query
should look for in cases.

In this date field, enter the dosage regimen start date that the query
should look for in cases.

Check this checkbox to retrieve cases where the dosage regimen is
ongoing.

Check this checkbox to retrieve cases where the dosage regimen is
outside therapeutic range.

This means that the drug has not been used in accordance with the
label or has been used for outside the Therapeutic Range. Consult
your Administrator for further company-specific information on
the use of this field.
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Section Field

Description

Dosage Regimen
Duration

Dosage Regimen
Accidental Exposure

Dosage Regimen
Dose No.

Dose
Dose Units
Frequency

Dosage Regimen
Dose Description

Regimen Daily Dose
Regimen Daily
Dosage Unit

Total Regimen
Dosage

Total Dosage
Regimen Unit

Dosage Regimen
Route of
Administration

b | Argus Insight - Duration Calculator -- Webpage Di... rz|

Duration Calculator
(& Minutes Duration Value Band
Time Unit
| Hours v| | Calculate
Duration Band Value
Calculated to:
| select || cancel |

In this text box, enter the dosage regimen duration in minutes as
the query criteria.

OR

Click Calculate to view the duration calculator, to calculate the
dosage regimen duration in minutes or duration value bands.

1. Click the associated Calculate button to convert hours, days,
weeks, months, or years to minutes

2. Enable the Duration value band option.

3. Select the duration band and its value from the drop-down
lists. These ranges are configured by the administrator through
List Maintenance.

4. Click Select to confirm the operation. The values are displayed
in the Products page.

Select the area of accidental exposure as the query criteria.
In this text box, enter the drug dose number as the query criteria.

In this text box, enter the drug dose received by the patient as the
query criteria.

Use this list box to specify the units for the value you specified in
the Dose field.

Use this list box to specify the dosage frequency as the query
criteria.

In this text box, enter the dose description based on the values you
specified in Dose, Dose Units, and Frequency fields.

In this text box, enter the daily dose based on the values you
specified in Dose and Frequency fields.

Select the same option you selected in the Dose Units list box.
daily dose, duration, and frequency
Select the total dose regimen unit based on the values you specified

in Dose, Dosage Regimen Duration, and Frequency fields.

Select the route of dosage administration as the query criteria.
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Section

Field

Description

Dosage Regimen
Route (Parent)

Dosage Regimen
Package ID

Dosage Regimen
Package Units

Dosage Regimen
Batch/Lot #

Expiration Date
Drug First Dose
Drug Last Dose

Drug Duration of
Administration

Total Drug Dosage

Drug Product Total
Dose Unit

Product Event Delay

Product Event
Latency

Drug Cumulative
Dose

Drug Info Action
Taken

Other Information

Drug Taken
Previously

Drug Dechallenge

Drug Dechallenge
Date

Drug Rechallenge

Drug Rechallenge
Start Date

Drug Rechallenge
Stop Date

Select the route of dosage administration of the parent as the query
criteria.

Enter the package ID as the query criteria.
Select the package units.
Enter the batch/lot number as the query criteria.

Enter the product expiration date as the query criteria.
Enter the earliest dosage regimen start date as the query criteria.
Enter the latest regimen stop date as the query criteria.

Enter the duration of drug administration as the query criteria.

This duration is the difference between the first and last dose for all
dosage regimens.

Enter the total drug usage duration as the query criteria.

Enter the total dosage unit as the query criteria.

This is based on the daily dose, duration and frequency.
Enter the time between the event onset and the fist dose

Enter the time between the event onset and the last dose
Enter the total dose for the drug
Select the action taken to mitigate the adverse event

Check the Drug Abuse, Drug Overdose, and Tampering
checkboxes

Select the Yes, No, Unk, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where drug was
taken previously.

Select the Yes, No, Unk, N/A or Ignore option button, as
appropriate, to indicate whether the query should look for cases
where drug dechallenge status is specified.

Enter the drug dechallenge date as the query criteria.

Select the Yes, No, Unknown, N/A or Ignore option button, as
appropriate, to indicate whether the query should look for cases
where drug rechallenge status is specified.

Enter the rechallenge start date as the query criteria.

Enter the rechallenge stop date as the query criteria.

Using the Product Browser
Use the following procedure to explain how to select a product by using the Product
Browser.

Click the Select button associated with the Product Name field. The Product

Browser appears.
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e | Argus Insight - Product Browser, -- Webpage Dialog

Product Browser

[] Full Search Clear

Ingredient Family Product Hame Trade Name

Family
Ingredient
Product Hame
Trade Hame

| select | | cancel |

Enter the first few letters of the product ingredient, family name, product name, or
trade name in the respective text box. If you want the system to search for the
specified string in the entire product information, check the Full Search checkbox.

Press Tab. The system searches the database for the specified search string. The
Product Browser displays the search result in a column below the text box in which
you entered the search string.
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e | Argus Insight - Product Browser -- Webpage Dialog

Product Browser

[] Full Search
Ingredient Family Product Hame Trade Name
| |[cure I
Cure All - Family Cure All

Family

Ingredient

Product Hame

Trade Hame

| seect | | cancel |

4. Select an item from the search result list. The details for the selected item are
displayed in all the Product Browser fields.

2 | Argus Insight - Product Browser -- Webpage Dialog

Product Browser

[] Full Search Clear
Ingredient Family Product Hame Trade Hame
| [ewe I
Cure All (ING1) Cure All - Family Cure All Cure All [Capsule, 1000 mg]
Cure All (INGZ) Cure All [Capsule, 250 mg]
Cure All (ING3} Cure All [Capsule, 500 mg]
Cure All (ING4) Cure All [Granule]
Cure All (INGS) Cure All[Injection]
Cure All [Unknown]
Family Cure All - Family Cure All
Ingredient Cure All (ING1), Cure All (ING2) , Cure All (ING3) , Cure All (ING4) , Cure All (ING5)
Product Hame
Trade Hame
select | | Cancel
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5. Select the required product name and trade name, as appropriate. The selection is
highlighted in the Product Browser.

| Argus Insight - Product Browser, -- Webpage Dialog

Product Browser

Cure All (ING2)
Cure All (ING3)
Cure All (ING4)
Cure All (INGS)

[] Full Search Clear
Ingredient Family Product Hame Trade Name
|[cure I |
Cure All (ING1) Cure All - Family Cure All Cure All [Capsule, 1000 mg] Cure All_INV

Cure All [Capsule, 250 mg]
Cure All [Capsule, 500 mg]
Cure All [Granule]

Cure All [Injection]

Cure All [Unknown]

Begin Cure Al_MKT Trade Name
Cure All_MKT Trade Name Cure
AILMKT_END

Cure AllMKT

Family
Ingredient
Product Hame
Trade Hame

Cure All - Family Cure All

Cure All (ING1) , Cure All (ING2} , Cure All (ING3) , Cure All (ING4) , Cure All (INGS)

Cure All [Capsule, 500 mg]

| seect | | cancel |

6. Click Select. The Product Name, Product Generic Name, Company Drug Code,
Drug Formulation, Drug Concentration and Drug Product Concentration Units ID
fields in the QBE form are automatically populated with the details of the selected

product.

Using the WHO Drug Browser
Use the following procedure to select a WHO drug product by using the WHO Drug

Browser.

1. Click the Encode button associated with the Product Name field. The WHO Drug
Browser appears.
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| Argus Insight - WHO Drug Browser -- Webpage Dialog

Drug Coding (WHO-DRUG)

ProductType  ATCCode (3)Drug Code () Medicinal ProdID (3) Trade Name () Ingredient Formulation Country [] Full Search

A | Il Il Il Il |

e | sates Country | Genericz

Drug Details

Trade Name

MAH

Drug Code

ATC Code

ATC Description
Medicinal Product 1D

Ingredients

| select | [ cancel

Note: The WHO Drug Browser that appears will depend on the
configuration settings for your account by the administrator.

The browser categories (B or C) are not displayed in the browser
window.

The primary difference between the two browsers is the availability of
the following fields in WHO Drug Browser:

s Product Type: This is the product type.
= Medicinal Prod ID: This is the unique medicinal product id.
= MAH: This is the name of the manufacturer.

= Ingredients: This is the product substance name.

2. Select the Product Type as the drug search criteria. The default value is All.

3. Enter the first few letters of the ATC code, ATC description, Code, or Description
in the respective text box. Check the Ingredient checkbox to search for the drugs
(whose drug ingredients) match the ingredients in the List Maintenance. Click the
SOUNDEX checkbox to search for drugs, where the exact spelling of the drug is
unknown. Example: Enter antiviral in the ATC description field to view the list of
drugs starting with the phonetics closest to anti. This returns a list of drugs closest
to the phonetic representation (the way it sounds) of the word.

4. Select either the Drug Code or Medicinal Prod ID radio button as one of the drug
search criterion. The default selection is Drug Code.

5. Select either the Trade Name or Ingredient radio button as one of the drug search
criterion. The default selection is Trade Name. You can also select multiple trade
names in the same WHO Drug selection dialog. If multiple trade names are to be

Creating Queries 4-27



Creating Queries

added, the Add & Close button is enabled. Click this button to add the selected
multiple trade names and ingredients into the Drug Detail section.

6. Enter the Formulation and Country details for the drug to be searched.

7. If you want the system to search for the specified string in the entire product
information, check the Full Search checkbox.

8. Click Search. The system searches the database for the specified search string. The
WHO Drug Browser displays the search result in a grid format.

7 Argus Insight - WHO Drug Browser -- Webpage Dialog

Drug Coding (WHO-DRUG)
Number of Rows: 1000
Product Type ATC Code (%) Drug Code () Medicinal Prod ID (%) Trade Name () Ingredient Formulation Country [] Full Search
2 I | [urspecies] [usa |
| Formulation | Strengtht | sales Country
ATRIPLA Unspecified / Unspecifisd UsA N 1|
ATRIPLA Unzpecified / Unspecified usa N =
Abreva Unspecified / Unspecified usA N
Abreva Un=pecified / Unspecified usa N
Acetasol Unspecified / Unspecified usa N
Acetazol Un=pecified / Unspecified Usa N
Acidophiluz Unspecified / Unspecified usa N
Acova Unspecified / Unspecified UsA N
Acova Unzpecified / Unspecified usa N
Actimmune Unspecified / Unspecified usA N
Actimmune Unspecified / Unspecified usa N
Actimmune Unspecified / Unspecified usa N
Actimmune Unspecified / Unspecifisd UsA N -
Trade Name
MAH
Drug Code
ATC Code
ATC Description
Medicinal Product ID
Ingredients
Add select | [ Cancel

9. Select the required WHO drug. The selected item is highlighted.
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/2 Argus Insight - WHO Drug Browser -- Webpage Dialog

Drug Coding (WHO-DRUG)

Number of Rows: 1000
ProductType  ATC Code (3 Drug Code () Medicinal Prod ID (3) Trade Name () Ingredient Formulation Country [] Full Search
2 I [urspecirea] [vsa |
| Farmulation | Strengtht | sales Country
ATRIPLA Unspecified / Unspecified Usa N ]
ATRIPLA Unspecified / Unspecified usa N =
Abreva Unspecified / Unspecified usA N
Abreva Un=pecified / Unspecified usa N
Acetazol Ungspecified / Unspecified usa N
Acetazol Un=pecified / Unspecified Usa N
Acidophiluz Un=pecified / Unspecified usa N
Acova Unspecified / Unspecified UsA N
Acova Un=pecified / Unspecified usa N
Actimmune Unzpecified / Unspecified usA N
Actimmune Un=pecified / Unspecified Usa N
Actimmune Unspecified / Unspecified usa N
Actimmune Unspecified / Unspecified Usa N v
Trade Name Acetazol
MAH Barre drug. co., inc.
Drug Code 013018.01.001
ATC Code SO2AA
ATC Description \Auntiin fectives
Medicinal Product ID 46730
Propylene glycol diacetate
Ingredients
A select | [ Cancel

10. Click Select. The Product Name, Product WHO Drug Code, Generic Name, ATC
Code and ATC Text fields in the QBE form are populated with the selected WHO
drug code.

Note: All the Ingredients for the WHO Drug browser are
concatenated and displayed in the Generic Name for the WHO Drug

nn

separated by a ",

Using the Study Drug Lookup
Use the following procedure to select a study drug:

1. Click the Select button associated with the Study Drug field. The Study Drug
dialog box appears.
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e | Argus Insight - Study Drugs Look up -- Webpage Dialog

Study Drugs
Study Drug

|| Search |

[ Add&cise | [ cancel |

2. Enter the first few letters of the study drug name in the Study Drug dialog box.

3. Click Search. The system searches the database for the specified search string. The
Study Drug dialog box displays the search result in a grid format.

2 | Argus Insight - Study Drugs Look up -- Webpage Dialog

Study Drugs

Study Drug
| Cure

Cure All [Capsule , 1000 mg]
Cure All [Capsule , 250 mg]
Cure All [Capsule , 500 mg]
Cure All [Granule]

Cure All [Injection]

Cure All [Unknown]

| Addacise | [ cancel |

4. Select the required study drug from the search result list.

5. Click Add & Close. The system populates the Study Drug field with the selected
study drug.
Events Page

The Events page differs from what you might be used to seeing in Argus in that details

of only one event can be specified. You must scroll down the page to view all the
available fields.
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ORACLE' |ARGUS INSIGHT Johns, Saturay July 10, 2010 (AIS15T360) WL Tl
e s e

Create Query > Query by Example
QUERY BY EXAMPLE

Active Query Nome: New 0BE
Active Case Series: <MNot Saved >

Hame: category Description
Hew aBE General v ]

[ e — e Arss [ cwes | Asanensines | Awancedcondions |
pestton s s descripion obe Coded

e Duration

Onset Latency

vvvvvv ighlighted by Reporter Patient
OYes Ofio @lgnore O Ye:

History? Treatment Received?
> Unknown @ lgnore: OYes OMo O Unknown @ lgnore
Intensity Frequency Lack of Effcacy Related to Study Conduct?(As Reported)
[ v

ome. Hature of Event
e Encods ||| [] Death
o
[ Hospitatized
] visabitty

[ Other:

Save_] [ Saveas | |_Converto Advanced Gondten-] | Giear Tab ] [_Gearal ] Erocie

The following table describes the various fields in the Events page. The field values
you specify are used as the query criteria to retrieve matching cases.

Section Field Description
Event Information Event Description as  In this text box, enter the reported event description that the
Reported query should look for in cases.

Event Diagnosis Flag Select the Yes, No, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where event
diagnosis flag is set.

Event Description to  Tab out from this field to use the MedDRA Browser to specify
be Coded an event term as query criteria.

See theUsing the MedDRA Browsersection for details. The
MedDRA event terms for the selected term are displayed in
the Seriousness Criteria section. The query is restricted to the
terms displayed.

Event Past History Select the Yes, No, Unknown, or Ignore option button, as
appropriate, to indicate whether the query should look for
cases where event past history is specified.

Event Onset Date In this date field, enter the event onset date that the query
should look for in cases.

Event Onset from In this text box, enter the event onset duration from last dose

Last Dose as the query criteria.

Event Stop Date In this date field, enter the event stop date that the query

should look for in cases.

Event Duration In this text box, enter the event duration that the query
should look for in cases.

Event Onset Latency In this text box, enter the event onset latency duration that
the query should look for in cases.

Time to Onset from In this text box, enter the duration from first dose to the event
First Dose onset as the query criteria.
OR

Click the associated Calculate button to view theDuration
Calculatoras displayed in the Products Tab Dosage
Information.
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Section

Field

Description

Seriousness Criteria

Time to Onset from
Last Dose

Event Intensity
Event Frequency

Related to Study
Conduct (As
Reported)

Event Treatment
Received

Outcome of Event
Event Receipt Date

Event Reported
Serious

Event Lack of
Efficacy

Event Progression of
Disease

Event Withdrawal
Reaction

Seriousness Criteria
checkboxes

Event Term fields

In this text box, enter the duration from last dose to the event
onset as the query criteria.

OR

Click the associated Calculate button to view theDuration
Calculatoras displayed in the Products Tab Dosage
Information.

Select the event intensity option that the query should look
for in cases.

Select the event frequency option that the query should look
for in cases.

Use this list box to select the Yes, No, Unknown, or N/A
option, as appropriate, to indicate whether the query should
look for cases where the event is related to a study.

Select the Yes, No, Unknown, or Ignore option button, as
appropriate, to indicate whether the query should look for
cases where patient received treatment for the event.

Select the event outcome that the query should look for in
cases.

In this date field, enter the event receipt date that the query
should look for in cases.

Select the Yes, No, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where case
seriousness status is specified.

Check this checkbox to retrieve cases where Event Lack of
Efficacy is selected.

Check this checkbox to retrieve cases where Event
Progression of Disease is selected.

Check this checkbox to retrieve cases where Event
Withdrawal Reaction is selected.

Check one or more associated checkboxes to specify the
seriousness criteria that the query should look for in cases.

Click the associated Encode button to use the MedDRA
Browser to specify event terms as query criteria.

See theUsing the MedDRA Browsersection for details.

Analysis Page
The Analysis page has two views: Case Analysis and AFSSaPS. Analysis information
about Regulatory Information (notification log), MedWatch Information, BIArM
Information, and EU devices is not available. For more sophisticated queries, use
Filters or Advanced Conditions.
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The following table describes all the fields in the Case Analysis view. The field values
you specify are used as the query criteria to retrieve matching cases.

Section Field Description
Narrative Narrative In this text box, enter the case narrative that the query should
look for in cases.
Case Comment In this text box, enter the case comment that the query should
look for in cases.
Local Evaluator In this text box, enter the local evaluator' comment that the
Comment query should look for in cases.
Abbreviated In this text box, enter the abbreviated case narrative that the
Narrative query should look for in cases.

Company Comment In this text box, enter the company's comment that the query
should look for in cases.

Evaluation in Light In this text box, enter the evaluation comment that takes in to
of Similar Events consideration similar events that have occurred in the past. The
query will look for the specified text in cases.
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Section

Field

Description

Other Information

Case Seriousness

Case Seriousness
Notes

Company Agent
Causality
Company Agent
Causality Notes

Case Listedness

Case Assessment
Listedness Notes

Case Outcome

Company
Diagnosis/Syndrome

Company
Diagnosis/Syndrome
Notes

Select the Yes, No, or Ignore option button, as appropriate, to
indicate whether the query should look for cases where case
seriousness status is specified.

In this text box, enter the case seriousness notes that the query
should look for in cases.

Select the Yes, No, Unknown, or Ignore option button, as
appropriate, to indicate whether the query should look for
cases where the company agent causality status is specified.

In this text box, enter the company agent causality notes that
the query should look for in cases.

Select the case listedness status that the query should look for
in cases.

In this text box, enter the case assessment listedness notes that
the query should look for in cases.

Select the case outcome that the query should look for in cases.

Click the associated Encode button to use the MedDRA Browser
to specify the company diagnosis as query criteria. See
theUsing the MedDRA Browsersection for details.

In this text box, enter the company diagnosis notes that the
query should look for in cases.

The following table describes all the fields in the AFSSaPS page. The field values you
specify are used as the query criteria to retrieve matching cases.
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Create Query > by Example.

QUERY BY EXAMPLE

Active Query Name: New QBE
Active Case Series: <Not Saved >
Category Description
General

[
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Name :
Hew 08E

Preferred Term Seect | agent Select | Chronology Semiology Bibliography Imputability
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Section Field Description
Case Event Preferred Term Click the associated Select button to use the MedDRA
Imputability Details Browser to specify the Event Preferred Term as query
criteria.

See theUsing the MedDRA Browsersection for details.

Agent Select the suspect product that the query should look for in
cases.
Chronology Select the imputability chronology code that the query

should look for in cases.

Semiology Select the imputability semiology code that the query
should look for in cases.

Bibliography Select the imputability bibliography code that the query
should look for in cases.

Imputability ?elgct the imputability score that the query should look
or in cases.

Activities Page
The Activities page differs from what you might be used to seeing in Argus in the
following ways:

Creating Queries 4-35



Creating Queries

ORACLE' |ARGUS INSIGHT Johns, Saturday Juy 10, 2010 (AIS1ST360)

T e RTTT

Create Query > Query by Example
QUERY BY EXAMPLE Active Query Name: New QBE
se Series: <Mot Save

Hame
New OBE

[ Fomen [ rwew | reen | ewe ] e e g pyrerT——|

ooooooo

[Save. || Save s | | Converio Advances Conasion. ] | Cear Tab] | _Gear b ] |

Joeese ]|

You can specify information only about one contact log

You can specify information only about one action item

Routing search is not applicable

Section

Contact Log

Action Items

Field Description

Contact Log Date In this date field, enter the contact log date that the query
should look for in cases.

Contact Log Code Select the contact log code that the query should look for in
cases.

Contact Log Group  Select the contact log group that the query should look for in
cases.

Contact Log In this text area, enter the contact log description that the

Description query should look for in cases.

Contact Log Select the user responsible for the contact log. The query will

Responsibility look for the user name you select.

Contact Log Date In this date field, enter the sent date for the contact.

Sent

Date Open In this date field, enter the action item opening date that the
query should look for in cases.

Action Type Select the action type that the query should look for in cases.

Group Select the responsible group that the query should look for in
cases.

Due Date In this date field, enter the action item due date that the query
should look for in cases.

Description In this text area, enter the action item description that the
query should look for in cases.

User Select the user responsible for the action item. The query will
look for the specified user name.

Completed In this date field, enter the action item completion date that

the query should look for in cases.

Creating Queries

The following table describes all the fields in the Activities page. The field values you
specify are used as the query criteria to retrieve matching cases.
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Case Lock/Archive  Locking Date In this date field, enter the case lock date that the query

should look for in cases.

Archive Date In this date field, enter the case archive date that the query
should look for in cases.

Closed By Select the user that closed the case.

Additional Info Page

This Additional Information page differs from what you might be used to seeing in
Argus in the following ways:
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= You can specify information only about one note
= No attachments are permitted
= You can specify information only about one reference

The following table describes all the fields in the Additional Information page. The
field values you specify are used as the guery criteria to retrieve matching cases.

Section

References

Field Description

Reference ID # In this text box, enter the referenced case ID that the query
should look for in the cases.

Reference Type Select the reference type that the query should look for in
cases.

Reference Notes In this text area, enter the reference notes that the query

should look for in cases.

Working with the Last Modified or Executed QBE

This topic explains how to view the QBE you last modified or executed.

The system assigns the Active status to a QBE when you save modifications to it or
execute it. Unless you save the modifications to another QBE or execute another QBE,
the last QBE you modified or executed remains Active. This is helpful in situations
when you want to access a frequently used QBE.

Use the following procedure to view an Active QBE.

1. Select Create Query > Query by Example > Active.
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2. The Active Query by Example page displays the QBE form for the last QBE you
executed.

ORACLE' |ARGUS INSIGHT Johns, Saturday Juy 10, 2010 (AI5157360) WL T
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Create Query > Query by Example
QUERY BY EXAMPLE

Active Query Name:
Active Case Series: <MotSaved >
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Sl Firstiame Hiadle Name Last tame sutfx Health Care Professiona ] Occupstion Report sent to Regulatory Authority by Reporter?
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Save] | Savess ] | Converio Advanced Condien ] |.CearTan] |_Gearal |

If the Active QBE was saved to the system before executing, the name of the QBE
appears next to the Active Query Name and Name label. However, if the Active QBE
was not saved to the system before executing, the text <Not Saved> is displayed next
to the Active Query Name label.

From the Active Query by Example page, you can perform the following tasks:

Task

Description

Modify the values in  If required, you can modify the field values in the QBE form. See theCreating a New

the QBE form

QBEtopic for information on entering values in the QBE form.

While entering values in a tab, if you wish to clear all the values you entered, click the
Clear Tab button. If you wish to all values you entered in all the tabs, click the Clear
All button.

Use the Save button to save the changed field values. This button is only available for
a saved Active QBE.

Save Active QBE Click Save As to save the Active QBE with a different name.

with another name

Convert QBE to

The QBEs that you save to the system are listed in the Query By Example - Library
page. TheWorking with Saved QBEstopic explains how to work with saved QBEs.

Click Convert to Advanced Condition to convert the QBE to an Advanced Condition.

Advanced Condition TheUsing QBEs with Advanced Conditionstopic explains how to do this.

Assign Permissions  Click Permissions to set the group-level access permissions on the QBE. See

theCreating a New QBEtopic for information on setting permissions.

The Permissions button is only available for saved Active QBEs.

Change the You can change the description of the Active QBE by modifying the text displayed in
Description of the the Description text box.
Active QBE

Click Save to store the changed description.

Execute the Active Click Execute to generate a Case Series by using the Active QBE.

QBE

Modifying the field values in the QBE form for an Active QBE or saving the Active
QBE with a different name changes the Active QBE to reflect the most recent changes.
The Active QBE also changes in case you modify the field values in the QBE form and
execute the QBE without saving the QBE form modifications.
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Working with Saved QBEs
The Query By Example - Library page lists all of the QBEs saved to the system. Use
the following procedure to access this page.

1. Select Create Query > Query by Example > Library. The system opens the Query
By Example Library page.

o e T e
e
QUERY BY EXAMPLE LIBRARY

ccccccc

ccccccc

How ] [_oaty_] [_oeets ] 0] Limit Query to Acive Case Series | Exccvie |

The Query By Example - Library page displays a list of the saved QBEs in a grid
format. The descriptions of the grid columns follow.

Column Description

Name Displays the name of the QBE you specified while saving
Description Displays the QBE description you entered while saving

Last Modified Displays the date when the QBE was last modified

User Full Name Displays the name of the user who created the QBE

Category Displays the category you assigned to the QBE while saving it
Report Name The icon indicates that a report is associated with the QBE

See theAssociating a QBE with a Reportsection below for more information

Searching for a Saved QBE
Use the following procedure to search for a saved QBE:

1. Specify the search criteria, as appropriate:
= To search for a QBE by its name, type the QBE name in the Name text box.

»  To search for a QBE by its description, type the first few words of the
description in the Description text box. The system searches for the specified
search string in all QBE descriptions.

» To search for a QBE by its date of modification, enter the modification date in
the first Last Modified date field. You can also specify a date range by typing
the start and end dates in the first and second date fields, respectively.

» To search for a QBE by its author, select the author name from the User Full
Name list box.
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s Tosearch for a QBE by its category, select the category from the Category list
box.

2. Click Search. Based on your search criteria, the system displays the search result in
a list.

3. You can sort the search result list by clicking the sort icon next to the column
headers in the list.

4. To clear the search result and display all the saved QBEs in the list, click the Clear
button.

Creating a New QBE
Instead of selecting Create Query > Query By Example > New, you can directly open
a new QBE form by clicking New in the Query By Example - Library page.

Modifying a Saved QBE
Use the following procedure to modify a saved QBE:
1. Select a QBE from the list of QBEs in the Query By Example - Library page.

2. Click Modify. The Query by Example page displays the QBE form for the selected
QBE. You can modify the field values in the QBE form and save the changes by
clicking Save. You can also save the selected query by another name by clicking
Save As in the QBE form.

Deleting a Saved QBE

Use the following procedure to delete a saved QBE.

1. Select a QBE from the list of QBEs in the Query By Example - Library page.
2. Click Delete. The Delete QBE dialog box appears.

e Argus Insight - Delete QBE -- Webpage Dialog @

Delete QBE

Are you sure you want to delete
‘New QBE.It will remove the Report association
also'?

: Cancel

3. Click OK to delete the QBE. The system deletes the selected QBE; the Query By
Example - Library page appears.

Associating a QBE with a Report

Argus Insight lets you associate a QBE to a particular Standard Report and schedule a
time when the report needs to be generated and sent to another user through email.
This is helpful in situations when you need to generate the latest Case Series and run a
report on it each time the datamart is refreshed. Instead of manually executing the
QBE to generate the latest Case Series and running the report, you can use the report
association functionality of Argus Insight.
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Note: The user who is scheduling reports should have an enterprise
login configured in Cognos to schedule the report.

It is not possible to associate multiple reports with a query by a user. If
user associates multiple reports against the same query, the
scheduling information is overwritten by the latest schedule
mentioned by the user.

Use the following procedure to associate a QBE with a Standard Report:
1. In the Query By Example - Library page, select the QBE that you wish to associate

ORACLE' ‘ ARGUS INSIGHT™ johns, Saturday July 10, 2010 (AIS1ST360) SAalLLL) I .
e e e
Create Query > Query by Example
= — i — =
I I ] oo-mm-o000 1 [ v
Union - Case Series 1- Non Protected Union - Case Series 1-Non Protected 07-3UL-10 Binded User 3 General
e[y ] [ omoe | [sosecme ][] [ iy o e cono soien [ x| |

2. Associate the QBE with a Standard Report.

Click Associate. The Scheduled Report Groups window appears. This window

displays the information of all the report groups that have been scheduled by the

logged-in user.

a Argus Insight -- Webpage Dialog

Scheduled Reports Group
Total Number O Rows (1 Dispiaying Rows Page size BN BN EET
Name .. Last Run Time Created By Modified By
Description HNext Run Time Created Date Modified Date s i
New Reports NIA johns johns 1
Collection of New Reports MIA 10-JUL-2010 10-JUL-2010
Mew  |[ Modify || Delste [[ Execte || Close
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4. Click New. It enables you to either do Report Association Only or to perform
Report Scheduling.

% Argus Insight -- Webpage Dialog

Scheduled Reports Group

Total Number OF Rows (1) Displaying Rows Page Size ==
Name Last Run Time Created By Modified By
Description Next Run Time Created Date Modified Date
New Reports NIA johns. johns.

Collection of New Reports: NIA 10-JUL-2010 10-JUL-2010

{osity—_| | Deiete || Exsaute | | ciose|

5. Schedule the report.
6. Click the Scheduling tab. The Reports Scheduling page appears.
e | Argus Insight -- Webpage Dialog,

Reports Scheduling

Group Information Schedul Information E-Mail Information

Name: || ‘ Frequency: | V‘ Email | |
Address:
Description: | ‘
Subject: [ |
Body:
[[] send separate mail for each report
Available Reports (=]
Report Name Description Category Last Modified Author
Adverse Events Line Listing Report providing selected data from study cases Case Processing | 06-JUL-2010 Oracle Corporation %
" A summary tabulation that displays a count of even "
AE Count Tabulation ts and breaks them down by causaity. Pharmacovigiance 07-JUL-2010 Qracle Corporation
Age Group vs. Gender ';Bt::aryze relationships between two or more afiri Pharmacovigiance | 10-JUL-2010 Qracle Corporation
N i To summarize the event counts by Diagnosis and b "
‘Aggregate Diagnosis Listing roken down by seriousness and lisledness. Pharmacovigiance 10-JUL-2010 Oracle Corporation
Case Activity History Graph to show the count of incoming and ci ¢ Management 07-JuL-2010 Qracle Corporation
azes and an aggregate total of cazes in process.
Case Count by Reporter Type Report to track the origin of all notifications. General 05-JUL-2010 Qracle Corporation
~
Sclected Roporis o]
Report Report Pre-Filters.
it Category Format Configured?
Mo records to display |
[ ok ][ cencel [  Clear

7. Enter the Name and Decription of the report.

8. Use the Frequency list box to specify how often you wish to have the system run
the selected QBE and generate the selected report. The options available are: Once,

Daily, Weekly, Monthly, Quarterly, and Yearly.
9. Specify the start time in the Time field.

10. Based on the option you selected in the step above, specify the instant when you

want the report generated as described in the table below.
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Frequency Option
Selected

Additional Scheduling Information to Specify

Once

Daily

Weekly

Monthly

Quarterly

Yearly

In the Date text box that appears, enter the date when you want to have the
report generated.

In the Time text box that appears, enter the time when you want to have the
report generated. The time must be entered in the HH:MM AM/PM format.
Hours should be between 1 and 12.

From the Day of Week option button group that appears, select the day of week
on which you want to have the report generated. Also, specify the time in the
Time text box.

Use the Day list box to select the day of the month on which you want to have
the report generated. Also, specify the time in the Time text box.

Quarterly reports are generated on the first day of the quarter. In the Time text
box, enter the time when you want to have the report generated on the first day
of the quarter.

In the Date and Time text boxes, specify the date and time when you want to
have the yearly report generated.

11.

12.
13.

14.
15.
16.

17.

In the Start Date and End Date fields, enter the start and end dates for this
activity, respectively.

Specify the email recipients of the report you scheduled.

In the Email Address text box, type the email address of the report recipient. If
there are multiple recipients, use a semicolon to separate their email addresses.

Type the subject line in the Subject text box.
Type the email body text in the Body text box.

Select the report(s) from under Available Reports and click Add. The selected
reports are displayed under Selected Reports.

Click the selected report(s) under Selected Reports. The prompts are loaded in the
right pane.
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e | Argus Insight - Webpage Dialog,

Reports Scheduling
‘Group Information Scheduling Information E-Mail Information
Name: [Addtional Reports | Frequency: [Weeky v| Email [ pr ‘
of Address: !
Description: [Contains added reports | Day [Monday
Week: Subject: [Newly Added Reports ]
Time: [11:00 am | Body: A collection of newly added reports.
Start Date: [10-JUL-2010 |
End Date:  [08-NOV-2010 |
[[] send separate mail for each report
Available: Reports =]
Report Hame .- Description Category Last Modified Author
Adverse Events Line Listing Report providing selected data from study cases Case Processing  06-JUL-2010 Oracle Corporation :‘
3|
" A summary tabulation that displays a count of even - "
AE Count Tabulation s and breaks them down by causalty. Pharmacovigilance 07-JUL-2010 Oracle Corporation
Age Group vs. Gender ;:{:awze relationships between two or more attri Pharmacovigilance 10-JUL-2010 Oracle Corporation
N . To summarize the event counts by Diagnosis and b L -
Aggregate Diagnosis Listing e e Pharmacovigilance 10-JUL-2010  Oracle Corporation
Case Activity History Graph to show the count of incoming and ck © Management 07-JuL-2010 Oracle Corporation
ases and an aggregate total of cases in process.
Case Count by Reporter Type Report to track the origin of all notifications. General 06-JuL-2010 Oracle Corporation ‘
v
Selocted Reparts T
Report Report Pre-Filters Report Pre-Filters
ReciR Category Format GrrmeE |25
Adverse Events Line Listing Case Processing || PDF (% | Yes E Sub Title
Case Activity History Management PDF | to |
‘Grouping
[Day v
oK | Cencel |[  Clear

18. Enter the sub title for the report pre-filter and click OK.

19. Click OK in the Reports Scheduling window. In case of Association only, the
scheduling steps are not required.

20. Click OK. The system associates the QBE with the selected report and saves the
scheduling information; Query By Example - Library page appears. The icon
displayed in the Report column indicates that the QBE is associated with a report.

QUERY BY EXAMPLE LIBRARY 5 New aBE
Aciive Case Series: <t saved >
Choose Guery [Searcr |
ome © Deseription " Lost Modified _ Userrullame I category. A
[oommor |

L | | ] [oounen-o000 I | | v|

New asE 10010 s Generat |
outsise2 outsite 2 o0 Binded User 7 General <]

Union - Case Sers - Hon Proected Union - Case Sers 1 Hon Proected AT Binded User Genera! ]

Urien - Case Series 2- Non Proected Urion - Case Series 2- Hon Protcted o0 Binded User 3 Generat

|
[ew | [wosty [ oo [ T[] []umitauerstoActive Case Series [ xece | |
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Note: Refer to the Associated Library and Query Library sections in
the Library chapter, to view the steps on how to disassociate reports in
those libraries

Executing a Saved QBE
Use the following procedure to execute a saved QBE.

1. Select a QBE from the list of QBEs in the Query By Example - Library page.
2. Click Execute. The system executes the QBE; the Active Case Series page appears.
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3. If areportis associated with the saved QBE, click on Execute button. The Active
Case Series page and Pre Filter page of the associated report is displayed.

4. Enter the prompts value in the Pre Filter page.
5. Click on the Execute button to generate the report.

6. After generating the Case Series, you can manually modify it or save it. See
theCase Serieschapter for more information on working with Case Series.

Note: You can also export the Case Series results into an excel file.
For details see Exporting Case Series to Excel.

Executing a Saved QBE on the Active Case Series
Just as the system assigns the Active status to a QBE when you save modifications to it
or execute it, the last saved or generated Case Series becomes the Active Case Series.

Use the following procedure to narrow down the list of cases in the Active Case Series.
You may want to run an existing QBE on an Active Case Series instead of creating and
running a new QBE on the entire datamart and generating a new Case Series.

1. Generate the Case Series on which you wish to run another QBE:

»  If the Case Series on which you wish to run another QBE is not yet generated
/ active, you can either create aNew QBEand execute it or execute a saved
QBE as explained in the previous section. This Case Series automatically
becomes the Active Case Series and remains so until you execute another
query to generate a different Case Series.
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= Alternatively, if the Case Series on which you wish to run another QBE is
already saved in the system, select Query Results > Case Series > Library. In
the Case Series Library page that appears, select the Case Series title and click
Make Active.

2. Select Create Query > Query by Example > Library. The Query By Example -
Library page appears.

3. Select the query you want to run on the Active Case Series you generated in step 1.
4. Check the Limit Query to Active Case Series checkbox.

5. Click Execute. The system runs the selected QBE on the Active Case Series and
displays the Active Case Series page. Note that the Case Series you just generated
becomes the Active Case Series.

Using QBEs with Advanced Conditions

Advanced Conditions let you create complex queries that involve Boolean and Set
operations among various fields. In Argus Insight, Advanced Conditions are created
in the Advanced Conditions editor, which employs a spreadsheet-like approach for
adding query conditions (fields and their values) and conditional operators (Boolean or
Set).

In Argus Insight, QBE is integrated with Advanced Conditions to let you perform the
following tasks.

s Converting a QBE to an Advanced Condition

= Integrating a QBE with an Advanced Condition

Converting a QBE to an Advanced Condition

A QBE can be used to start an Advanced Condition that employs Set or Boolean
operations between QBE form fields that have specific values. When you convert a
QBE to an Advanced Condition, all the QBE form fields in which you entered values
are listed in the Active Advanced Conditions Editor page as Advanced Condition
attributes.

Use the following procedure to convert a QBE to Advanced Condition.

1. Open a QBE form by either starting a new QBE, opening the Active QBE, or
opening a saved QBE.

2. \Verify the field values you specified in the various tab pages in the QBE form.

3. Click the Convert to Advanced Condition button. The Active Advanced
Condition Editor page appears; all the fields in which you specified values in the
QBE form are listed as Advanced Condition attributes.
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4. In the Advanced Condition editor, you can build your guery further by:

» Adding additional attributes (fields) and specifying their values

= Adding another Advanced Condition as an attribute

s Placing runtime parameters in attributes

s Placing parentheses to determine the query execution order

= Specifying conditions for attributes values

»  Specifying Set and Boolean operators to join the various attributes

See the Advanced Conditionschapter for detailed information on building Advanced

Conditions by using the options in the Advanced Condition editor.

Integrating a QBE with an Advanced Condition

Argus Insight lets you integrate a new, active, or saved QBE with an existing
Advanced Condition through these Set operators: Intersect, Minus, or Union. If
required, you can integrate your QBE with multiple Advanced Conditions. The
multiple Advanced Conditions can have Set or Boolean operations between them.

Use the following procedure to integrate a QBE with existing Advanced Conditions:

1. Open a QBE form bystarting a new QBE, opening the Active QBE, or opening a
saved QBE.

2. Verify the field values you specified in the various tab pages in the QBE form.

3. Click the Advanced Conditions tab in the QBE form. The Advanced Condition
tab page displays the Advanced Condition editor.
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4. Use the Operator list box to specify the Set operator you want to use to integrate
the QBE and the Advanced Condition. You can select one of these options:
Intersect, Minus, Union.

5. Select the Advance Condition you want to integrate with the QBE.

Click the icon on the left bar. A context menu appears. In the context menu, all the

Advanced Conditions which are stored in the system and are accessible to the user
are organized by categories.

General I Patient | Products I Events | Analysis I Activities | Additional Info M

Operator | INTERSECT

( Attributes | Condition

55 ] AC LBRARY ¥ [y General

AC3

(9] Ac_s333380

CASE_2002_AC

[#] Druge in Study ( Includes Comparators )
Study Drug exists

BB & |if

7. In the context menu, browse to the appropriate category and select the required

Advanced Condition. The selected Advanced Condition appears as a row in the
Advanced Condition editor.
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Filters

10.

11.

12.

If required, add other Advanced Conditions. Click the icons on the left bar to
insert another Advanced Condition above or below the existing Advanced
Condition.

Tip: You can change the structure of thequery by changing order of

rows in the editor. Use the following procedure to To do this, select a
row and click the Up or Down buttons to move the row upwards or

downwards.

Type parentheses in the (and ) columns to determine the order of execution for the
selected Advanced Conditions.

Use the list box in the Operator column to specify the operators between the
selected Advanced Conditions. You can select from these options: AND, OR,
Intersect, Minus, and Union.

Note: See the Advanced Conditions chapter for detailed information
on creating Advanced Conditions by using the options in the
Advanced Condition editor.

Save the integrated query by clicking Save As.

Note: You can convert the integrated QBE and Advanced Condition
into a single Advanced Condition by clicking Convert to Advanced
Condition. See Converting a QBE to an Advanced Condition for
details.

Click Execute to run the integrated QBE and generate the Case Series. The Active
Case Series page appears; the Case Series is displayed. See the Case Series chapter
for more information on working with Case Series.

WhileQBElets you create queries by specifying unique field values in the various tab
pages of the QBE form, Filters let you create queries by specifying multiple or a range
of values (in numeric or date fields) for each field in a set of fields displayed on a
single page. Therefore, you may choose Filters in situations when your querying
criteria is based on multiple values or a range of values in fields.

Argus Insight provides five predefined Filters. Each predefined Filter comprises of a
set of specific datamart fields called filter elements. The following table lists the five
predefined Filters and the elements associated with them.

Note: The Filters field labels are displayed as per the field labels
configured in Argus.
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Predefined Filter
Name

Associated Elements (Fields)

Compliance

Configuration

Management

Pharmacovigilance

Case Followup
Receipt Date

Country of Incidence

Owned by Site

Related to Study
Conduct? (As
Reported)

Report Submission
Date

Country of Incidence

Advanced
Conditions

Case Delayed /Open

Case Report Type
Country of Incidence
Product

Advanced
Conditions

ATC Code
Case Comment

Case Narrative

Company Comment

Dose

Event Diagnosis Flag

Local Evaluator
Comment

Patient Age (In Years)

Patient
Gender /Pregnancy

Product Type

Relevant History
Condition

Time to Onset from
First Dose

Case Initial Receipt
Date

Event Listedness/Lic
Country

Product

Report Agency

Reporting Group

Product

Case Followup
Receipt Date

Case Seriousness
Has Followup
Reports Pending

BMI

Case Followup
Receipt Date

Case Outcome

Country of Incidence

Drug Duration of
Administration

Event Seriousness

Onset Latency
(minutes)

Patient Age Group

Patient Relevant Tests

Project/Study/Cente
r

Reporter Type/HCP

Time to Onset from
Last Dose

Case Report Type
Family Name

Project/ Study / Center

Report Form

Advanced
Conditions

Project/Study/Cente
r

Case Initial Receipt
Date

Case Status
Owned by Site
Workflow Group

Case Abbreviated
Narrative

Case Initial Receipt
Date

Case Seriousness

Dosage Regimen
route of
Administration

Evaluation in Light
of Similar Events

Event Term

Outcome of Event

Patient Ethnicity
Product
Rechallenge/Dechallen
ge

Study Blinding Status

Advanced Condition
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Predefined Filter
Name

Associated Elements (Fields)

Workflow

Case Delayed/Open  Case Followup Case Initial Receipt
Receipt Date Date

Case Report Type Case Seriousness Case Status

Event Listedness/Lic Event Term Family Name

Country

Has Followup Owned by Site Product

Project/Study Workflow Group Advanced
Conditions

Argus Insight also lets you define custom Filters by letting you select a set of elements
(datamart fields) and saving the selection as your own Filter.

To create a filter using queries, select a predefined or custom Filter and specify values
(multiple or range) in the desired filter elements associated with the Filter. You can
then execute this query (Value Set)to generate a Case Series.

The set of values you specify in the elements associated with a Filter is called a Value
Set. For example, a particular Filter may have this Value Set:

Filter Element

Values Specified

Country of Incidence United States and Germany

Product Name

Coded Event
Description

CureAll Injection and CureAll Capsule

Injection site rash and Aggravated Nausea

Seriousness Criteria ~ Hospitalized and Intervention Required

Patient Age

25 to 65 years Note that ranges can only be
specified for fields that have numeric values

Argus Insight lets you save Value Sets. Therefore, each Filter can have multiple Value
Sets. The advantage of saving Value Sets is that this enables you to execute a Value Set
later without having to select a Filter and then entering values in the associated
elements.

The topics that follow explain how to work with Filters.

= Using Predefined Filters

»  Creating Custom Filters

= Working with the Last Modified or Executed Value Set
= Working with Saved Filters and Value Sets

= Using Filters with Advanced Conditions

Using Predefined Filters
This topic explains how to:

»  Select a predefined Filter

»  Create a Value Set for the predefined Filter by entering values in the associated
elements
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Generate a Case Series by executing the Value Set

Selecting a Predefined Filter
Use the following procedure to select a predefined filter.

1.

Select Create Query > Filters > New Value Set. The Select Filter for New Value Set
dialog box appears.

b | Argus Insight - New Value Set -- Webpage Dialog

Select Filter For New Value Set

Compliance

Configuration

Management

Advanced Conditions, Country, Event Listedness/Lic Country, Family Name, A
Follow-up Received, Initial Receipt Date, Owned by Site, Product,
Project/Study/Center, Related to Study Conduct?(A=s Reported), Report

Agency, Report Form, Repert Submission Date, Report Type, Reporting

Group

Advanced Conditions, Country, Product, Project/Study/Center

Advanced Conditions, Caze Delayed/Open, Case Serious, Case Status,
Country, Follow-up Received, Haz Followup, Initial Receipt Date, Owned by
Site, Product, Report Type, Reports Pending, Workflow Group

Phar

Workflow

A i Narrative, Advanced Conditions, Age, Age Group, BMI, Blinding
Status, Case Comment, Case Outcome, Case Serious, Co-Drug Code w
Study, Coded PT, Company Comment, Country, Data Sheet, Diagnosis, Dose,
Drug Type, Duration of Adminiztration, Ethnicity, Evaluation in light of =imilar
events in the past, Event Onzet Latency, Event Seriousness, Event Term,
Follow-up Received, Initial Receipt Date, Local Evaluator Comment, Medicinal
Prod ID, Narrative, Qutcome of Event, Patient Gender/Pregnancy, Patient
Relevant Tests, Patient Route of Administration, Preferred Term, Product,
Project/Study/Center, Rechallenge/Dechallenge, Reporter Type/HCP, Time to
Onset from First Dose, Time to Onset from Last Dose, WHO DRUG ATC
CODE

Advanced Conditions, Caze Delayed/Open, Case Serious, Case Status,
Ewvent Listedness/Lic Country, Event Term, Famity Name, Follow-up —
Received, Has Followup, Initial Receipt Date, Owned by Site, Product,

Project/Study/Center, Report Type, Workflow Group g

Cancel

Note:

The Select Filter for New Value Set dialog box displays a list

of all the predefined as well ascustom Filters and their associated
elements. You need to scroll down the dialog box to view all the

Filters.

Select a predefined Filter (Compliance, Configuration, Management,
Pharmacovigilance, and Workflow) depending on your reporting needs. For
example, select Compliance. If there are any custom Filters saved to the system,
you can select one of those as well

Click OK. The Filter Value Set page appears.
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Note: In the Filter Value Set page, all the elements associated with
the Filter are organized in sections. You need to scroll down the page
to view all the sections. All the predefined Value Sets contain the
Advanced Condition section. You can use the options in this section
to select an existing Advanced Condition and integrate your Value Set
with it. See thelntegrating a Value Set with an Advanced Condition
topic for details. You can also convert the entire Value Set to an
Advance Condition. The Converting a Value Set to an Advanced
Condition topic explains how to do this.

Create a Value Set
Use the following procedure to create a value set.

1. Specify values for the Filter elements in the various sections. Depending on the
Filter you selected, the Filter Value Set page may contain these sections:

Sections in the New

Value Set Page Associated Elements (Fields)
Case Information Case Followup Case Initial Receipt ~ Case Report Type
Receipt Date Date
Country of Incidence Event Listedness/Lic Family Name
Country
Owned by Site Product Project/ Study
Patient Information ~ Patient Age Group Patient Age (In Years) BMI
Patient Patient Ethnicity
Gender/Pregnancy
Product Information Regimen Daily Dose  Total Regimen Product
Dosage
Drug Primary Rechallenge/Dechallen  Total Drug Dosage
Indication Code ge
ATC Code
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Sections in the New

Value Set Page Associated Elements (Fields)
Event Information Event Seriousness Event Term Onset Latency
(minutes)
Outcome of Event Event Listedness/Lic Related to Study
Country Conduct? (As
Reported)
Workflow Workflow Group Has Followup Case Status
Information
Case Delayed/Open
Miscellaneous Lab Test/Assessment Lab Results
Information
Report Information ~ Reports Pending Report Agency Report Submission
Date
Reporting Group Report Form

Note: The MedDRA browser can be accessed from the Create Query
> Filters New Value Set > Pharmacovigilance | Workflow categories.
The MedDRA browser for Pharmacovigilance | Workflow filter
categories supports the following options specific to Filters: All
hierarchy radio-button Use this option to enable a query search based
on all/selected hierarchical terms in MedDRA. The search output
captured depends on the check-boxes selected in the MedDRA
browser window. Term only radio-button Use this option to select
multiple terms within a specific AE term. Click on the term(s) you
want to include in your search criteria. These terms are highlighted in
yellow. The output based on the term(s) selected in the MedDRA
browser, is populated in the relevant section of the Filter.

2. Examine the Value Set result.

3. Click Execute.

4. While the system searches for matching cases, the following dialog box is
displayed.

A Argus Insight - Case Series Building -- Webpage Dialog @

Building Case Series.
Please wait...
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Tip: You may cancel the query execution at this point and return to
the Filter Value Set page by clicking Cancel Query in the dialog box
above.

If the system finds cases that match the query criteria, a list of such cases is
displayed in the Active Case Series page.
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5. Examine the Case Series. If the Case Series is too large, you may want to modify
the Value Set to narrow down the Case Series. Alternatively, if you find the Case
Series to be appropriate, you can save the Value Set to the system.

6. To return to the Filter Value Set page, click View Query in the Active Case Series
page. The Filter Value Set page appears.
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Note: When you save the modifications to a Value Set or execute a
Value Set, the system assigns the Active status to the Value Set.
Therefore, when you return to the Value Set page, the Active Query
Name label displays the name of the Filter.

7. If required, modify the Value Set and examine the result again or proceed to save
the Value Set.
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Save the Value Set to the system.

Type a description of the Value Set in the Description text box. For example, you
can describe the type of cases the Value Set retrieves.

. Click Save Values. The Save Value Set dialog box appears.

e | Argus Insight - Save Value Set -- Webpage Dialog rz|

Save Value Set

For Filter - Pharmacovigilance Hame:

[ ok ]| cancel |

11.
12,

13.
14.

Type the name of the Value Set in the Name text box.

Click OK. The system refreshes the Filter Value Set page. Note that the following
new elements appear on the page.

= The Name label displays the name of the Value Set page you specified

= Two new buttons appear at the bottom of the page: Save Values As and
Permissions.

Note: All the Value Sets you save to the system are listed in the Filter
Library page. The topicWorking with Saved Filters and Value Sets
explains how to work with saved Value Sets.

Tip: If you make modifications to thefield values after you have
saved the Values Set to the system, use the Save Values button to save
the changed field values. To save the Value Set by another name, use
the Save Values As button. To clear all the field values in the Filter
Value Set page, click Clear.

Assign group-level permissions on the saved Value Set.

Click the Permissions button. The Permissions dialog box appears. A list in this
dialog box displays the names of all the groups (except the Administrator group)
that the system administrator has created.
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Permiszions for QBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizzion

No Access

[ ok || cancel |

15. Use the list box next to a group name to assign permissions to the group members
on the Value Set you have created. You can select from these options:

Permission Description

No Access (Default)  No group members will be able to access the Value Set

R Group members will only be able to view the Value Set

R/W Group members will be able to view and modify the Value Set
R/W/D Group members will be able to view, modify, and delete the Value Set
R/W/D/P Group members will be able to view, modify, delete, and assign

permission on the Value Set

Note: The author of the Value Set always has the highest level of
permission (R/W/D/P) on it. For example, you belong to the Data
Entry group and you assign the No Access permission level to the
Data Entry group on a Value Set that you create. In this case, while
you will continue to have the highest level of permission on your
Value Set, other members in your group will not be able to access your
Value Set.

16. Click OK. The system saves the permission settings.
Executing a Value Set

Use the following procedure to execute a Value Set.

1. Click Execute.

2. The system retrieves the list of cases that match the Value Set criteria and displays
it in the Active Case Series page.
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3. After generating the Case Series, you can manually modify it or save it. See the
Case Serieschapter for more information on working with Case Series.

Creating Custom Filters
This topic explains how to:

»  Create a custom Filter

»  Create a Value Set for the custom Filter

= Generate a Case Series by executing the custom Value Set
Creating a Custom Filter

Use the following procedure to create a custom filter.

1. Select Create Query > Filters > Library. The Filter Library page appears. This
page lists the predefined as well as custom Filters and their values sets in a control
tree format.
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2. Click the New Filter button. The Filter Elements page appears.
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3. From the Available Elements list, select an element you want to associate with the
custom Filter.

4. Click the > button to associate the selected element with the custom Filter. The
selected element appears in the Selected Elements list.
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Tip: To add all the elements in Available Elements list to the
Selected Elements list, click the >> button.

To remove an element from the Selected Elements list, click the >
button.

To remove all the elements from the Selected Elements list, click >>
the button.

5. Save the Filter.

6. Use the Category list box to assign a category to the custom Filter. A category
indicates the reporting aspect to which your Filter pertains: Compliance,
Configuration, General, Management, or Pharmacovigilance. Specifying the
category also helps you in searching the relevant Filters from a list of all the Filters
saved in the system.

7. Type a description of the custom Filter in the Description text box.
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8. Click Save. The Save Filter dialog box appears.

e | Argus Insight - Save Filter -- Webpage Dialog

Save Filter

% Name:
|

[ ok ][ cancel |

9. Enter the custom Filter name in the Name text box.

10. Click OK. The system saves the custom Filter; the Filter Elements page refreshes.
Note that the following new elements appear on the page.

11. The Name label displays the name of the saved filter.

12. The Active Query Name label in the upper-right corner of the page now displays
the name of the Filter you specified.

13. Two new buttons appear at the bottom of the page: Save As and Permissions.

Note: If you make modifications to the Filter elements after you have
saved the Filter to the system, use the Save button to save the changes.
To save the Filter by another name, use the Save As button.

14. Assign group-level permissions on the Filter.

15. Click the Permissions button. The Permissions dialog box appears. A list in this
dialog box displays the names of all the groups (except the Administrator group)
that the system administrator has created.

Permiszions for QBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizzion

No Access

[ ok || cancel |

16. Use the list box next to a group name to assign permissions to the group members
on the Filter you created. You can select from these options:
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Permission

No Access (Default)
R

R/W

R/W/D

R/W/D/P

Description

No group members will be able to access the Filter

Group members will be able to only view the Filter

Group members will be able to view and modify the Filter

Group members will be able to view, modify, and delete the Filter

Group members will be able to view, modify, delete, and assign permission
on the Filter

17.

Note: The author of the Filter always has the highest level of
permission (R/W/D/P) on the Filter. For example, you belong to the
Data Entry group and you assign the No Access permission level to
the Data Entry group on a Filter that you create. In this case, while
you will continue to have the highest level of permission on your
Filter, other members in your group will not be able to access the
Filter.

Click OK. The system saves the permission settings.

Creating a Value Set for a Custom Filter
Use the following procedure to create a value set for a custom filter.

1. Click Continue in the Filter Elements page. The Filter Value Set page appears.
ORACLE' |ARGUS INSIGHT ohm, Saturday Juy 10, 2010 (15157350) LI M
e [y o] e

Create Query > Fiters
FILTER VALUE SET Active Query Name: <Not Saved >
: New

Note: In the Filter Value Set page, all the elements associated with
the Filter are organized in sections. You need to scroll down the page
to view all the sections. If you included the Advanced Condition
element while creating your Filter in step 2, the Filter Value Set page
displays an additional section Advanced Condition. You can use the
options in this section to create an Advanced Condition and integrate
your Value Set with it. See thelntegrating a Value Set with an
Advanced Condition topic for details. You can also convert the entire
Value Set to an Advance Condition. The Converting a Value Set to an
Advanced Condition topic explains how to do this.
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2. Specify values for the Filter elements. See step 2 in the Using Predefined Filters
topic for details.

3. Examine the Value Set result.

4. Click Execute. While the system searches for matching cases, the following dialog
box is displayed.

2 Argus Insight - Case Series Building -- Webpage Dialog  [X]

Building Case Series.
Please wait...

Note: You may cancel the query execution at this point and return to
the Filter Value Set page by clicking Cancel Query in the dialog box
above.

5. If the system does not find any cases that match the querying criteria, the
following dialog box is displayed. Click OK in this dialog box to return to the
Value Set form, modify the criteria, and execute the Value Set again.
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6. If the system finds cases that match the query criteria, a list of such cases is
displayed in the Active Case Series page.
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7. Examine the Case Series. If the Case Series is too large, you may want to add
additional elements to the Filter or modify the Value Set. Alternatively, if you find
the Case Series to be appropriate, you can save the Value Set to the system.

8. To return to the Filter Value Set page, click View Query in the Active Case Series
page. The Filter Value Set page appears.
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9. If required, modify the Value Set and examine the result again or proceed to save
the Value Set.

10. Save the Value Set to the system.

11. Type a description of the Value Set in the Description text box. For example, you
can describe the type of cases the Value Set retrieves.

12. Click Save Values. The Save Value Set dialog box appears.
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e | Argus Insight - Save Value Set -- Webpage Dialog |X|

Save Value Set

% For Filter - Pharmacovigilance Name:

[ ok ]| cancel |

13. Type the name of the Value Set in the Name text box.

Note: The name cannot contain any of the following: % "' A ~,; | #

14. Click OK. The system refreshes the Filter Value Set page. Two new buttons
appear at the bottom of the page: Save Values As and Permissions.
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Note: The Filter Library page displays the custom as well as
predefined Filters and their Values Sets in a control tree format. From
this page you can select a Value Set and directly execute it. See
theWorking with Saved Filters and Value Sets topic for more
information on the Filter Library page. The saved Filters also appear
in the Select Filter for New Value Set dialog box from where you can
select the desired filter, enter values in the New Value Set page and
execute. See the Using Predefined Filters topic for more information.

Tip: If you make modifications to the field values after you have
saved the Values Set to the system, use the Save Values button to save
the changed field values. To save the Value Set by another name, use
the Save Values As button.To clear all the field values in the Filter
Value Set page, click Clear.

15. Assign group-level permissions on the saved Value Set.
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16. Click the Permissions button. The Permissions dialog box appears. A list in this
dialog box displays the names of all the groups (except the Administrator group)
that the system administrator has created.

Permiszions for QBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizzion

No Access

[ ok || cancel |

17. Use the list box next to a group name to assign permissions to the group members
on the Value Set you have created. You can select from these options:

Permission Description

No Access (Default)  No group members will be able to access the Value Set

R Group members will be able to only view the Value Set

R/W Group members will be able to view and modify the Value Set
R/W/D Group members will be able to view, modify, and delete the Value Set
R/W/D/P Group members will be able to view, modify, delete, and assign

permission on the Value Set

Note: The author of the Value Set always has the highest level of
permission (R/W/D/P) on it.

18. Click OK. The system saves the permission settings.

19. Click Execute. The system retrieves the list of cases that match the Value Set
criteria and displays it in the Active Case Series page. After generating the Case
Series, you can manually modify it or save it. See theCase Serieschapter for more
information on working with Case Series.

Working with the Last Modified or Executed Value Set

This topic explains how to view the Value Set you last modified or executed.

The system assigns the Active status to a Value Set when you save modifications to it
or execute it. Unless you save the modifications to another Value Set or execute it, the
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last Value Set you modified or executed remains Active. This is helpful in situations
when you want to access a frequently used Value Set.

Use the following procedure to view an Active Value Set,

1. Select Create Query > Filters > Active. The Filter Value Set page displays the
Value Set you executed or modified last.
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2. If the Value Set was saved to the system before executing, the name of the Value
Set appears next to Name label. In addition, the name of the Filter appears next to
the Active Query Name label.

3. However, if the Value Set was not saved to the system before executing, the text
<Not Saved> is displayed next to the Name label.

4. From the Active Filter Value Set page, you can perform the following tasks:

Task Description

Modify the Active If required, you can modify the Value Set by changing the field values.

Value Set While entering field values, if you wish to clear all the values you entered, click

the Clear button.

Use the Save Values button to save the changed field values. This button is only
available for a saved Value Set.

Save the Active Click Save Values As to save the Active Value Set by a different name.

X:ggs Setby another The Value Sets you save to the system are listed in the Filters Library page.
TheWorking with Saved Value Setstopic explains how to work with saved Value
Sets.

Convert Active Value Click Convert to Advanced Condition to convert the Active Values Set to an

Set to Advanced Advanced Condition. TheConverting a Value Set to an Advanced Conditiontopic

Condition explains how to do this.

Assign Permissions ~ Click Permissions to set the group-level access permissions.

on the Active Value The Permissions button is only available for saved Value Sets.

Set

Change the You can change the description of the Active Value Set by modifying the text
Description of the displayed in the Description text box.

Active Value Set Click Save Values to store the changed description.

Execute the Active Click Execute to generate a Case Series by using the Active Value Set.

Value Set
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Note: When the field values for an Active Values Set are modified or
the Active Value Set is saved by a different name, the changes in the
Active Value Set reflect the most recent changes. The Active Value Set
also changes in case you modify the field values and execute the Value
Set without saving the modifications.

Working with Saved Filters and Value Sets

The Filter Library page lists all the predefined as well as saved custom Filters and
their Value Sets in a control tree format. To access this page, select Create Query >
Filters > Library.

fohns, Saturday Juy 10, 2010 (AIS1ST360)
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To view the Values Sets associated with a Filter, expand the control tree for a Filter. The
saved Value Sets are displayed below each Filter.

The descriptions of the columns in the Filter Library page follow.

Column Description

Name Displays the name of the Filters and Value Sets

Description Displays the description of the Filters and Value Sets

Last Modified Displays the date when the Filters/Value Set was last modified
User Full Name Displays the name of the user who created the Filter/Value Set
Category Displays the Filter category

Value Set Displays the number of Value Sets created for a Filter

Report The report icon indicates that a report is associated with a Value Set

See theAssociating a Value Set with a Reportsection below for more
information

Searching Saved Filters and Value Sets
Use the following procedure to search for a saved Filter or Value Set.

1. Specify the search criteria, as appropriate:

»  To search for a Filter/Value Set by its name, type the Filter/Value Set name in
the Name text box.
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s  To search for a Filter/Value Set by its description, type the first few words of
the description in the Description text box. The system searches for the
specified search string in all Filter/Value Set descriptions.

s To search for a Filter/Value Set by its date of modification, enter the
modification date in the first Last Modified date field. You can also specify a
date range by typing the start and end dates in the first and second date fields,
respectively.

s To search a Filter/Value Set by its author, select the author name from the User
Full Name list box.

s To search for a Filter by its category, select the category from the Category list
box.

2. Click Search. Based on your search criteria, the system displays the search result in
a list.

3. You can sort the search result list by clicking the sort icon next to the column
headers in the list.

Creating a New Filter
Click the New Filter button in the Filter Library page. See theCreating Custom
Filterstopic for details.

Creating a New Value Set

Instead of selecting Create Query > Filters > New Values Set to create a new Value
Set, you can click the New Value Set button in the Filter Library page. You can create
Value Sets for predefined as well as custom Filters by using this method. See theUsing
Predefined Filterstopic for details.

Modifying a Filter or Value Set
Use the following procedure to modify a Filter or Value Set.
1. Select the Value Set or the Filter from the list in the Filter Library page.

2. Click Modify. If you selected a Filter, the Filter Elements page appears. If you
selected a Value Set, the Filter Value Set page appears.

ORACLE' |ARGUS INSIGHT Johns, Sundey Juy 11,2010 (st rsen) WIS
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Active Query llame: Confguraton
Active Case Series: <Not Saved >

Heme category Description
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3. Make your modifications to the Filter or Value Set, as appropriate.
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4. Click Save to save the modifications you made in the Filter Elements page. If you

modified a Value Set, click Save Values in the Filter Value Set page to save the
changes.

Deleting a Filter or Value Set

You can delete the Value Sets for predefined as well as custom Filters. You can also
delete custom Filters. However, you cannot delete the predefined Filters. When you
delete a Filter, all its associated Value Sets are also deleted.

Use the following procedure to delete a Value Set or a custom Filter.
1. Select the Value Set or the custom Filter from the list in the Filter Library page.
2. Click Delete. The delete confirmation dialog box appears.

3. Click OK. The system deletes the selected Filter/Value Set; the Filter Library page
appears.

Associating a Value Set with a Report

Argus Insight lets you associate a Value Set to a particular Standard Report and
schedule a time when the report needs to be generated and sent to another user
through email. This is helpful in situations when you need to generate the latest Case
Series and run a report on it each time the datamart is refreshed. Instead of manually
executing the Value Set to generate the latest Case Series and running the report, you
can use the report association functionality of Argus Insight.

Note: The user who is scheduling reports should have an enterprise
login configured in Cognos to schedule the report.

Use the following procedure to associate a Value Set with a Standard Report:

1. In the Filter Library page, select the Value Set that you wish to associate with a
Standard Report.

Associate the Value Set with a Standard Report.

2. Click Associate. The Scheduled Reports Group dialog box appears. This page
displays a list of all groups of reports which were scheduled or associated with the
query.

x|

Total Humber Of Rows (0) Displaying Rows [T | Page Size " I - [ Ssearch] [Clear]
Hame Last Run Tim Created Modified
mm:'l':linn N:ut Run Tin: c:md :yaa Modified ::Is Humber of Reports
No records to display )—il
=
News | Modify || Delete Execute Close
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3. Click New and a context menu appears. Select Scheduling.

=1 Argus Insight -- Webpage Dialog

Scheduled Reports Group

Total Humber Of Rows (1) Displaying Rows
Name .. Last Run Time Created By Modified By
Description HNext Run Time Created Date Modified Date
New Reports NiA jehns jehns
Collection of New Reports NIA 10-JUL-2010 10-JUL-2010
only
Medify. | [ Delete . |[. Execute ][ Close

4. The Reports Scheduling window appears.

2 Argus Insight -- Webpage Dialog X
Reports Scheduling =]
Name: | Frequency: w| Email I ]
o [ ] Address:
Subject: [ ]

Body: ‘

[ send separate mail for each report

Available Reparts. (=]
Report Name . Description Category Last Modified Author
Adverse Events Line Listing Report providing selected data from study cases  Case Processing  06-JUL-2010 Oracle Corporation ;

A summary tabulation that displays a count of even

S C s ts and breaks them down by causalty.

Pharmacovigiance 07-JUL-2010  Oracle Corporation

To analyze relationships between two or more attri

Age Group vs. Gender iy

Pharmacovigiance 10-JUL-2010 | Oracle Corporation

To summarize the event counts by Diagnosis and b

sl Fapes el roken down by seribusness and listedness.

Pharmacovigiance 10-JUL-2010  Oracle Corporation

Graph to show the count of incoming and closed ¢

Case Activity History ases and an aggregate total of cases in process.

Management 07-JUL-2010 | Oracle Corporation

Case Count by Reporter Type Report to track the origin of all notifications. General 05-JUL-2010  Oracle Corporation

I

Selected Reports.

Report Report Pre-Filters

ST Category Format Configured?

No records to display ‘

5. On this window, you can schedule multiple reports at once.
6. Schedule the report.
7. This window has 3 main sections:

= Scheduling Information - The Schedule timing and E-Mail information.

= Available Reports - All the available reports in the system that can be
scheduled.

= Selected Reports - These reports are scheduled.

]

Provide a Name for your reports group along with description.

©

Use the Frequency list box to specify how often you wish to have the system run
the selected QBE and generate the selected report. The options available are: Once,
Daily, Weekly, Monthly, Quarterly, and Yearly.
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10.
11.

Specify the schedule time in the Time field.

Based on the option you selected in the step above, specify the instant when you
want the report generated as described in the table below.

Frequency Option

Selected Additional Scheduling Information to Specify

Once In the Date text box that appears, enter the date when you want to have the report
generated.

Daily In the Time text box that appears, enter the time when you want to have the report
generated. The time must be entered in the HH:MM AM/PM format. Hours should
be between 1 and 12.

Weekly From the Day of Week option button group that appears, select the day of week on
which you want to have the report generated. Also, specify the time in the Time
text box.

Monthly Use the Day list box to select the day of the month on which you want to have the
report generated. Also, specify the time in the Time text box.

Quarterly Quarterly reports are generated on the first day of the quarter. In the Time text box,
enter the time when you want to have the report generated on the first day of the
quarter.

Yearly In the Date and Time text boxes, specify the date and time when you want to have

the yearly report generated.

12.
13.

14.
15.
16.

17.

18.

19.

20.
21.

Specify the email recipients of the report you scheduled.

In the Email Address text box, type the email address of the report recipient. If
there are multiple recipients, use a semicolon to separate their email addresses.

Type the subject line in the Subject text box.
Type the email body text in the Body text box.

If you want all the reports in a single mail, leave the Send separate mail for each
report checkbox unchecked. If you check this checkbox, each report is delivered in
a separate mail to the user.

From the Available reports grid, select a report and click Add button. The report
will be selected and will appear in the Selected Reports section.

To remove a report from Selected Reports, click the X button against the report.
When you click the selected report(s) in this section, its corresponding prompts are
loaded in the right pane.

Enter the sub-title for the report pre-filter in the right pane and click OK.
Click OK in the Reports Scheduling window.

Click OK. The system associates the Value Set with the selected report and saves
the scheduling information; the FilterLibrary page appears. The icon displayed in
the Associated Report column indicates that the Value Set is associated with a
report.

Creating Queries 4-71



Creating Queries

Cromcaey e —— ettt = oo e el
] | ey 1I[ [ ]
fion . e o .
Union - Case Series 1- Non Protected Union - Case Series 1- Non Protected 07-JuL10 Binded User 3 General i<}
[ren] [ 10 ] [0 uimitQuerytoctive Case series |
Note: Refer to the Associated Library and Query Library sections in
the Library chapter, to view the steps on how to disassociate reports in
those libraries.
Executing a Value Set

Use the following procedure to execute a Value Set.
1. Select a Value Set from the list in the Filter Library page.

2. Click Execute. The system executes the Value Set; the Active Case Series page
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.
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MURCASED SR MR StudySB Name Comp. Pyrexa uCAD!

T=—Save—] [-Saveaa-] [ e GusyCrtc. | i oy |- Export o Excet | Gancer=11 |

3. Ifareport is associated with the saved QBE, click Execute. The Active Case Series
page and Pre Filter page of the associated report is displayed.

4. Enter the prompts value in the Pre Filter page.
5. Click on the Execute button to generate the report.

After generating the Case Series, you can manually modify it or save it. See the
Case Series chapter for more information on working with Case Series.
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Executing a Saved Value Set on the Active Case Series

Just as the system assigns the Active status to a Value Set when you save modifications
to it or execute it, the last saved or generated Case Series becomes the Active Case
Series.

Use the following procedure to narrow down the list of cases in the Active Case Series,
you may want to run a Value Set on an Active Case Series.

1. Generate the Case Series on which you wish to run another Value Set:

= You can generate the Case Series by Using Predefined Filters or Creating
Custom Filters and executing a Value Set. This Case Series automatically
becomes the Active Case Series and remains so until you execute another
query to generate a different Case Series.

= Alternatively, if the Case Series on which you wish to run another Value Set is
already saved in the system, select Query Results > Case Series > Case Series
Library. In the Case Series Library page that appears, select the Case Series
title and click Make Active.

2. Select Create Query > Filters > Library. The Filter Library page appears.

3. Select the Value Set you want to run on the Active Case Series you generated in
step 1.

4. Check the Limit Query to Active Case Series checkbox.

5. Click Execute. The system runs the selected Value Set on the Active Case Series
and displays the Active Case Series page. Note that the Case Series you just
generated becomes the Active Case Series.

Using Filters with Advanced Conditions

Advanced Conditions let you create complex queries that involve Boolean and Set
operations among various fields. In Argus Insight, Advanced Conditions are created
in the Advanced Conditions editor, which employs a spreadsheet-like approach for

adding query conditions (fields and their values) and conditional operators (Boolean or
Set).

In Argus Insight, Filters are integrated with Advanced Conditions to let you perform
the following tasks.

= Converting a Value Set to an Advanced Condition

= Integrating a Value Set with an Advanced Condition

Converting a Value Set to an Advanced Condition

A Filter Value Set can be used to start an Advanced Condition that employs Set or
Boolean operations between elements that have multiple values. When you convert a

Value Set to an Advanced Condition, al its fields are listed in the Active Advanced
Conditions Editor page as Advanced Condition attributes.

Use the following procedure to convert a Value Set to an Advanced Condition

1. Create a new Value Set by either Using Predefined Filters or Creating Custom
Filters. Alternatively, open a saved Value Set from the Filters Library page
(seeWorking with Saved Value Sets).

2. Verify the field values you specified in the various fields in the Value Set.

3. (Click the Convert to Advanced Condition button. The Active Advanced
Condition Editor page appears; all the fields in which you specified values in the
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QBE form are listed as Advanced Condition attributes. The fields in which you
selected multiple values are repeated.

ORACLE' |[ARGUS INSIGHT

[ = [ | it e

Create Query » Advanced Conatons.

ACTIVE ADVANCED CONDITIONS EDITOR Active Query lame:

In the Advanced Condition editor, you can build your query further by:

» Adding additional attributes (fields) and specifying their values

= Adding another Advanced Condition as an attribute

s Placing runtime parameters in attributes

s Placing parentheses to determine the query execution order

= Specifying conditions for attributes values

»  Specifying Set and Boolean operators to join the various attributes
See theAdvanced Conditionssection for detailed information on building

Advanced Conditions by using the options in the Advanced Condition editor.

Integrating a Value Set with an Advanced Condition

Argus Insight lets you integrate a Value Set with an existing Advanced Condition
through these Set operators: Intersect, Minus, or Union. If required, you can integrate a
Value Set with multiple Advanced Conditions. The multiple Advanced Conditions can
have Set or Boolean operations between them.

Note: Only those Value Sets that have the Advanced Condition
element can be integrated with Advanced Conditions. All Value Sets
that you create for predefined Filters contain the Advanced Condition
element. If you wish to convert a customFilter Value Set to an
Advanced Condition, make sure you select the Advanced Condition
element while creating the custom Filter.

Use the following procedure to integrate a Value Set with existing Advanced
Conditions.

1. Create a new Value Set by eitherUsing Predefined FiltersorCreating Custom
Filters. Alternatively, open a saved Value Set from the Filters Library page
(seeWorking with Saved Value Sets). If you create a custom Value Set, make sure
you include the Advance Condition element.
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2. In the Filter Value Set page, verify the field values you specified you specified for
the Value Set.

3. Scroll down to the Advanced Condition section in the Filter Value Set page.

ORACLE' |[ARGUS INSIGHT™ "
T I T

CrotsGumry » iors

FILTER VALUE SET

—
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4. Use the Operator list box to specify the Set operator you want to use to integrate
the Values Set and the Advanced Condition. You can select one of these options:
Intersect, Minus, Union.

a

Select the Advance Condition you want to integrate with the QBE.

o

Click the context menu icon. A context menu appears. In the context menu, all the
Advanced Conditions stored in the system are organized by categories.

Advanced Condition

operstr
( Attributes  Condition Value
:
E [ ACLBRARY » | CaGeneral Y [@)act
= [@]acz
[@]ac3
E] [@] Ac_s333380
[@] case_2002_ac
E @ Drugs in Study ( Includes Comparators )
@ @ Study Drug exists

7. In the context menu, browse to the appropriate category and select the required
Advanced Condition. The selected Advanced Condition appears as a row in the
Advanced Condition editor.

8. If required, add other Advanced Conditions. Click the icon to insert another
Advanced Condition above the existing Advanced Condition. Click the icon to
insert another Advanced Condition below the existing Advanced Condition.

Tip: You can change the structure of thequery by changing order of

rows in the editor. To do this, select a row and click the arrow button
to move the row up or down.

9. Type parentheses in the (and ) columns to determine the order of execution for the
selected Advanced Conditions.
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10. Use the list box in the Operator column to specify the operators between the
selected Advanced Conditions. You can select from these options: AND, OR,
Intersect, Minus, and Union.

Note: See theAdvanced Conditions chapter for detailed information
on creating Advanced Conditions by using the options in the
Advanced Condition editor.

11. Save the integrated query by clicking Save As.

Note: You can convert the integrated Value Set and Advanced
Condition into a single Advanced Condition by clicking Convert to
AdvancedCondition. SeeConverting a Value Set to an Advanced
Condition for details.

12. Click Execute to run the integrated Value Set and generate the Case Series. The
Active Case Series page appears; the Case Series is displayed. See theCase
Serieschapter for more information on working with Case Series.

Advanced Conditions

The Advanced Conditions querying tool is designed to allow the greatest flexibility in
designing the most advanced queries. Argus Insight users can use Advanced
Conditions to create complex queries that involve Boolean and Set operations using
Structured Query Language (SQL).

Note: The Advanced Conditions field labels are displayed as per the
field labels configured in Argus.

In Argus Insight, Advanced Conditions are created in the Advanced Conditions editor,
which employs a spreadsheet-like approach for adding query conditions (fields and
their values) and conditional operators (Boolean or Set).

Refer to the following topics for more information on working with Advanced
Conditions.

»  Creating a New Advanced Condition
= Working with the Last Modified or Saved Advanced Condition
= Working with Saved Advanced Conditions

Creating a New Advanced Condition
This topic explains how to:

= Start a new Advanced Condition
s Use the Advanced Condition Editor options to build your Advanced Condition
= Generate a Case Series by executing the Advanced Condition

Starting a New Advanced Condition
Use the following procedure to start a new advanced condition.
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1. Start the new Advanced Condition. Select Create Query > Advanced Conditions >
New. The Advanced Conditions Editor page appears.

ORACLE' |[ARGUS INSIGHT
W

Create Query » Advanced Conatons.

Note: You can also start an Advanced Condition by converting a
Advanced Condition or a Filter Value Set to Advanced Condition. See
these topics for details: Converting a Advanced Condition to an
Advanced Condition and Converting a Value Set to an Advanced
Condition.

2. Enter the Advanced Condition attributes (fields and values)

3. Click the context menu icon. A context menu appears. In the context menu, the
first seven categories (Activities, Additional Info, Analysis, Events, General,
Patients, and Products) represent the Argus case form tabs. In these categories, the
various datamart fields that pertain to case information are organized in this
hierarchy: Argus case form tab > sections within the tab page > Fields within the
section. You can browse through the appropriate hierarchy and select the required
field as an Advanced Condition attribute.

The eighth category Reports contains attributes that pertain to the reporting
information of a case. You can browse through the Reports category and select the
required Advanced Condition attribute.

The ninth category AC Library lists all the Advanced Conditions stored in the
system. You can browse through the AC Library category and select a stored
Advanced Condition as an attribute for the new Advanced Condition.
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ORACLE' |ARGUS INSIGHT™

I Home I Create Query I Query Results I Case Series Reports I Datamart Reports I
Create Query > Advanced Conditions
ACTIVE ADVANCED CONDITIONS EDITOR

Name : Category Description
< Not Saved = | General v| |
Advanced Condition
{ Attributes Condition Value
ID ACTIVITES ¥ (Advanced Condition)
(3 ADDL INFO ¥ ts (Advanced Condition)
[T ANALYSIS »
[C3 CASE SERES »
[CI EVENTS »
(C3 GENERAL »
[C3 PATIENT »
[Z3 PRODUCTS »
[C3 REPORT »
(L AC LIBRARY ¥ | Cacenersl » [@act
[@]acz
[@]ac3
[@] ac_s333380
[@] case_2002_ac
@ Drugs in Study ( Includes Comparators )
@ Study Drug exists

4. Browse through the appropriate category hierarchy and select the required
attribute. The selected attribute appears as a row in the editor.

ADVANCED CONDITIONS EDITOR

Active Query Hame:  New Advanced Condition
Active Case Series: < lot Saved >

Name : Ccategory
Drugs in Study ( Includes Comparators ) | General | [Drugs in Study (Includes Comparators ) ]

Advanced Condition |

(  Attributes Conition Value Operator

[ s e[, ) s [ -

© 8 = |f |8

Save | | Saveds | | viewsaL | [ Pemmissions | | Execute

Note: The user defined fields in Argus which have been converted as

a look up are also available as attributes for the advanced condition
search.

5. In the Value field, enter the value for the selected attribute. Depending on the type
of attribute you selected, the system lets you populate the Value field by using a:

= List box to select from a set of predefined values
s Textbox to enter text strings or numerals

s Date field to enter dates

= Browser to select MedDRA dictionary terms, company products, WHO drugs,

clinical study IDs, Drugs in Study (incl. Comparators) and Investigational
Drugs.

Creating Queries 4-78



Creating Queries

Use the following procedure to use a Browser to populate the Value field, click
the ellipsis button next to the Value field; in the context menu that appears,
select the option corresponding to the browser name to launch the browser.

Note: The MedDRA browser for Create Query > Advanced

Conditions tab, can be called for search criteria based on specific
terms. The search criteria can be based on the specific term codes or

descriptions depending on your requirement. Refer to the
followingexample for more information.

1.
2.

3.

4.

Select the Attribute from the Advanced Condition form.

The Attribute chosen in the sample example is Product > Product

Drug > Product Indication PT.The PT description of the Product
Indication is returned to the Advanced Condition Page.

ORACLE' |ARGUS INSIGHT

| Home | crestequery | queryResuits | Case series Reports | Datamart Reports

Create Query > Advanced Conditions
ACTIVE ADVANCED CONDITIONS EDITOR

Name : Category Description

< Not Saved > General >

{ Attributes Condition Value
(Advanced Condition)

sts (Advanced Condition)
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£
@
@
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m
®
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[:j PRODUCTS ¥ | 3 Dosage Regimen
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Select the Condition, Value and Operator depending on your
search-criteria.

Click Execute to run the Advanced Condition guery.

A

6. Specify the condition for the attribute value. Use the Conditions list box to specify
a condition as explained below:

equal to - select this option if you want to

not equal to - select this option if you want to retrieve
retrieve cases where the selected attribute's cases where the selected attribute's value is not equal to
value is equal to what the Value field what the Value field specifies
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greater than - select this option if you want
to retrieve cases where the selected
attribute's value is greater than what the
Value field specifies

less than - select this option if you want to
retrieve cases where the selected attribute's
value is less than what the Value field
specifies

missing - select this option if you want to
retrieve cases where the selected attribute's
value has not been specified

begins with - select this option if you want
to retrieve cases where the selected
attribute's value begins with what the
Value field specifies

does not contain - select this option if you
want to retrieve cases where the selected
attribute's value does not contain what the
Value field specifies

not in - select this option if you want to
retrieve cases where the selected attribute's
value does not exist in what the Value field
specifies

Add more attributes. Follow steps 2
through 4 to add more attributes to your
Advanced Condition. Click the icons on the
left bar to insert another attribute above or
below the existing attribute.

greater than or equal to - select this option if you want to
retrieve cases where the selected attribute's value is greater
than or equal to what the Value field specifies

ess than or equal to - select this option if you want to
retrieve cases where the selected attribute's value is less
than or equal to the Value that the field specifies

exists - select this option if you want to retrieve cases
where the selected attribute has any value

contains - select this option if you want to retrieve cases
where the selected attribute's value contains what the
Value field specifies

in - select this option if you want to retrieve cases where
the selected attribute's value exists in what the Value field
specifies

Specify the operator. Use the Operator list box to specify
the Boolean or Set operator through which you want to
join the attribute with another attribute.

Tip: You can change the structure of the Advanced Condition query
by changing the order of attribute rows in the editor. Use the
following procedure to do this, select a row and click the Up or Down
arrow buttons to move the row up or down. To delete a row from the
editor, select the row and click the Delete icon.

7. Specify runtime parameters, as appropriate.

Note:

Argus Insight lets you create Advanced Conditions which

when executed, ask for user-specified values for certain attributes to
generate the Case Series. For example, you may create an Advanced
Condition in which the Case Number or the Product name may be
specified only at the time of execution. In this case, the Advanced
Condition would only retrieve those cases where the Case

Number /Product Name is as specified at the time of execution.

Creating an Advanced Condition using same field name multiple
times requires to change the Parameter name so that while executing
the advanced condition different parameters values can be entered.

8. Identify the attribute row where you want to specify runtime parameters.

9. Click the ellipsis button next to the Value field. A context menu appears.

10. Select the Parameters option.
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Advanced Condition

(  Attributes Condition
s o D 9 | =L
g [ ] type | equalto v | | AffRef.+ Rep Auth. v|| [3] Parameters v

. Click Parameter. The following dialog box appears.

2 | Argus Insight - Create Parameter -- Webpage Di... |X

Parameter

New Parameter Name:
(il )

or Select from Existing Parameter Names:
| 9l

Multi Select

12,

13.

14.

15.
16.

OK Cancel

Check the Multi Select checkbox if you want to pass multiple runtime values for a
single attribute. For example, you might want to pass more than one case number
or product name as runtime parameters.

Click OK. The field you configured as a runtime parameter is displayed in the
Value text box enclosed within % symbol. For example, %Product Type% If you
configured the field to accept multiple runtime parameters, the field name appears
in the Value text box enclosed within %% symbol. For example, %%Product
Type%%.

Type parentheses in the (and ) columns to determine the order of execution for the
selected Advanced Conditions, as appropriate.

Note: Refer the Advanced Condition Creation Process section for
further details on creating an Advanced Condition.

Examine the Advanced Condition result.

Click Execute. While the system searches for matching cases, the following dialog
box is displayed.

2 Argus Insight - Case Series Building -- Webpage Dialog  [X]

Building Case Series.
Please wait...
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Tip: You may cancel the query execution at this point and return to
the Advanced Condition Editor by clicking Cancel Query in the
dialog box above.

s If you configured any runtime parameters, the Parameters dialog box appears.
Specify the parameter values by using the options in the dialog box. Next,
click Execute; the system retrieves the matching cases from the datamart and
displays them in the Active Case Series page.

Tip: If you select one run-time parameter and execute the search,
you must enter a field.

If you select multiple run-time parameters and execute the search, you
have the option to ignore the run-time parameters.

»  If the system does not find any cases that match the querying criteria, the
following screen is displayed. Click View Query in this screen to return to the
Advanced Condition Editor, modify the criteria and execute again.

ORACLE |ARGUS INSIGHT johns, Saturday uy 10,2010 (AI515T360) W IR IML T )
e criraey | e e —
o
ACTIVE CASE SERIES Active Query Name: <Not Saved >
= ==
o = = ;
Choose tements oo BEEE
Case Number ©  Report Type Primary Company Product Primary Event Seriousness Criteria Outcome Notes
| (| |1 | | [ ]
g No C: s found! |
l
|
[Freezeand Save ] |Save.—] | Severaa.| | View Guery Cria.] | View Guery. Cancei=]
»  If the system finds cases that match the query criteria, a list of such cases is
displayed in the Active Case Series page.
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e —T R . ]
| wncase 13 EN MR roduc Dvics caniaLr a
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| case 1= sm iR rocuct Drug uom 0
e . w—" T — - 2
| wmcase 17 N erevELLA cair 2
I N — o ]
| wm case s EN MR 140,08 are o can a
\ ] Save As | [ View Query Crteria | [ Exportto Excel | | Ccancel \

17. Examine the Case Series. If the Case Series is too large, you may want to modify
the Advanced Condition by specifying additional attributes or changing values.
Alternatively, if you find the Case Series to be appropriate, you can save the
Advanced Condition to the system.

The system retrieves the matching cases from the datamart and displays them in
the Active Case Series page.
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Returning the to Advanced Condition Editor
Use the following procedure to return to the Advanced Condition Editor.

1. Click View Query in the Active Case Series page. The Active Advanced
Condition Editor page appears.

Note: When you save the modifications to an Advanced Condition
or execute it, the system assigns the Active status to the Advanced
Condition. Therefore, when you return to the editor after executing
the Advanced Condition, the page title changes to ActiveAdvanced
Condition Editor. The field values you specified in the editor before
executing are retained. See theWorking with the Last Modified or
Saved Advanced Condition topic for details on Active Advanced
Conditions.

2. If required, modify the Advanced Condition and examine the result again or
proceed to save the Advanced Condition.

3. Save the Advanced Condition.

Assigning a Category to an Advanced Condition

Use the Category list box to assign a category to the Advanced Condition. A category
indicates the reporting aspect to which your Advanced Condition pertains:
Compliance, Configuration, General, Management, or Pharmacovigilance.
Specifying the category also helps you in searching the relevant Advanced Conditions
from a list of all the Advanced Conditions saved in the system.

1. Type a description of the Advanced Condition in the Description text box. For
example, you can describe the type of cases the Advanced Condition retrieves.

2. Click Save in the Active Advanced Condition Editor page. The Save Advanced
Condition dialog box appears.
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e | Argus Insight - Advanced Condition - Save -- We... [E|

Advanced Condition - Save

Name:

I 0];4 | Cancel

3. Type the name of the Advanced Condition in the Name text box.

4. Click OK. The system refreshes the Active Advanced Condition Editor page. Note
that the following new elements appear on the page.

5. The Active Query Name field in the upper-right corner of the page now displays
the name of the Advanced Condition you specified while saving the Advanced
Condition.

6. Three new buttons appear at the bottom of the page: Save As, View SQL and
Permissions.

Note: All the Advanced Conditions that you save to the system are
listed in the Advanced Condition Library page. TheWorking with
Saved Advanced Conditions topic explains how to work with saved
Advanced Conditions

Tip: If you modify the field values after saving the Advanced
Condition to the system, use the Save button to save the changed field
values.

7. Click View SQL to view the underlying SQL query for the Advanced Condition.

View SQL helps you to view and edit the underlying SQL for the Advanced
Condition created.
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e | Argus Insight - Advanced Conditions SQL -- Webpage ... |X|

Advanced Conditions SQL

Hote: SAGL must be "SELECT DISTINCT V_RPT_CASE.case_id From
V_RPT_CASE"

SELECT DISTINCT V_RPT_CASE.case id FROM V_RPT_CASE,
RPT_REFEREMCE, DTL_CASE WHERE (V_RPT_CASE.case id =
RPT_REFERENCE.case_id(+) AND V_RPT_CASE.case_id =
DTL_CASE.case id(+) AND {{(UPPER(RFT_REFERENCE.REF_NO)
<=|JPPER('234') OR RPT_REFERENCE.REF_NO IS NULL ) AND
(OTL_CASE.DIAGNOSIS_HLGT IS NOT NULL) OR
(RPT_REFERENCE REF_TYPE_ID="%%Type%%)))|

| savesaL | [ close |

»  Click Save SQL after editing the query.

Note: When using this Save SQL functionality the Advanced
Condition can be executed only from the Advanced Conditions library
and the Query Library page.

The View SQL textbox can have a maximum of 4000 characters.

Tip: Revert to Original helps you to revert back to the original
advanced condition.

s Click Close.

Assign group-level permissions on the saved Advanced Condition.

Click the Permissions button. The Permissions dialog box appears. A list in this

dialog box displays the names of all the groups (except the Administrator group)
that the system administrator has created.
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Blinded

UnBlinded

Permizsions for Advanced Condition: NHew Advanced Condition

Legend

v R=Read
D = Delete

P = Object
Permizsion

No Access

[ ok || cancel |

10. Use the list box next to a group name to assign permissions to the group members
on the Advanced Condition you have created. You can select from these options:

Permission

Description

No Access (Default)  No group members will be able to access the Advanced Condition

R
R/W
R/W/D

R/W/D/P

Group members will be able to only view the Advanced Condition
Group members will be able to view and modify the Advanced Condition

Group members will be able to view, modify, and delete the Advanced
Condition

Group members will be able to view, modify, delete, and assign permission
on the Advanced Condition

Note: The author of the query always has the highest level of
permission (R/W/D/P) on the query. For example, you belong to the
Data Entry group and you assign the No Access permission level to
the Data Entry group on a Advanced Condition that you create. In this
case, while you will continue to have the highest level of permission
on your Advanced Condition, other members in your group will not
be able to access your Advanced Condition.

11. Click OK. The system saves the permission settings.

12. Click Execute to generate the Case Series.

The system retrieves the matching cases from the datamart and displays them
in the Active Case Series page.

If you configured any runtime parameters, the Parameters dialog box appears.
Specify the parameter values by using the options in the dialog box. Next,
click Execute; the system retrieves the matching cases from the datamart and
displays them in the Active Case Series page. See the Case Series chapter for
more information on working with Case Series.
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Creating an Advanced Condition

Use the following Order of precedence for the various operators selected when

creating an Advance Condition.

Order

Operator
And

Or

Intersect

Minus

Union

Use

Use with all fields available in Advanced
Condition.

Use with all fields available in Advanced
Condition.

Use between various queries (AC Library
Attributes)

Use between various queries (AC Library
Attributes)

Use between various queries (AC Library
Attributes)

Using an Intersect, Minus or Union operator results in the creation of two separate
select clauses. Therefore, use these operators between different queries.

PL/SQL syntax should be kept in mind while creating an Advanced Condition.

PL/SQL syntax:

SELECT
tablel.common_column

FROM

Tablel, table2, table3

WHERE

Tablel.column2 = table2.column2
AND

Table2.column3 = table3.column3
INTERSECT

SELECT
Table4.common_column

FROM

Table4, table5, table6

WHERE

Table4.column2 = table5.column2
AND

Table5.column3 = table6.column3

Now suppose you want to create an Advanced Condition as follows:

Where country = "Australia” AND Co-Drug Code w Study = "LAS+TAB" OR Co-Drug
Code w Study = "LAS+" AND Overdose = "Yes" AND Interaction? = "Yes"

And wants to intersect the results of this Advanced Condition with the existing

Advanced Condition
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Where country = "United States” or country = ”Australia”
Then you should create the Advanced Condition as shown in the screen shot below.

The user needs not to take care of parenthesis if the PL/SQL syntax and the order and
precedence of operators are taken care off.

The following SQL will get generated in this case.
SELECT DISTINCTv_rpt_case.case_id

FROM v_rpt_case, rpt_product

WHERE v_rpt_case.case_id = rpt_product.case_id

AND ( (v_rpt_case.country_id = 13)

AND ( UPPER (rpt_product.co_drug_code) = 'LAS+TAB'
OR (pat_exposure IN (

SELECT product_id

FROM Im_product

WHERE UPPER (Im_product.drug_code) ='LAS+TAB")))
OR(UPPER (rpt_product.co_drug_code) = 'LAS+'

OR (pat_exposure IN (SELECT product_id FROM Im_product
WHERE UPPER (Im_product.drug_code) ='LAS+')))
AND (rpt_product.is_overdose = 1)

AND (rpt_product.interaction = 1))

INTERSECT

SELECT DISTINCTv_rpt_case.case_id

FROM v_rpt_case

WHERE v_rpt_case.case_id IN (

SELECT DISTINCT v_rpt_case.case_id

FROM v_rpt_case

WHERE (v_rpt_case.country_id = 13)

OR (v_rpt_case.country_id = 223))

Working with the Last Modified or Saved Advanced Condition

The system assigns an Active status to a Advanced Condition when you modify and
save it or when you execute it. Unless you save the modifications to another Advanced
Condition or execute another Advanced Condition, the last Advanced Condition you
modified or executed remains Active. This is helpful in situations when you want to
access a frequently used Advanced Condition.

Use the following procedure to view an active Advanced Condition,

1. Select Create Query > Advanced Condition > Active. The Active Advanced
Conditions Editor page displays the Advanced Condition you executed or
modified last.
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ORACLE |ARGUS INSIGHT fohns, Saturday July 10, 2010 (A1515T360)
TR

e

ACTIVE ADVANCED CONDITIONS EDITOR e e

Actve Case Series:  lewseres

2. If the Active Advanced Condition was saved to the system before executing, the
name of the Advanced Condition appears next to the Active Query Name and
Name label. However, if the Active Advanced Condition was not saved to the
system before executing, the text <Not Saved> is displayed next to the Active
Query Name label.

From the Active Advanced Condition page, you can perform the following tasks:

Task Description

Modify the attributes If required, you can modify the attributes (fields and values) in the Advanced
in the Advanced Condition editor. See theCreating a New Advanced Conditiontopic for
Condition editor information on working with the Advanced Condition editor.

Use the Save button to save the changed field values. This button is only
available for a saved Active Advanced Condition.

Save Active Click Save As to save the Active Advanced Condition by a different name.

Advanced Condition
with another name

The Advanced Conditions that you save to the system are listed in the
Advanced Condition Library page. TheWorking with Saved Advanced
Conditionstopic explains how to work with saved Advanced Conditions.

View the Advanced  Click View SQL to view the underlying SQL query for the Advanced
Condition in SQL Condition.

In this SQL, manually replace the V_RPT_CASE with RPT_CASE. This is
required to execute the query in the Oracle database.

Assign Permissions  Click Permissions to set the group-level access permissions on the Advanced

Condition. See theCreating a New Advanced Conditiontopic for information
on setting permissions.

The Permissions button is only available for saved Active Advanced

Conditions.
Change the You can change the description of the Active Advanced Condition by
Description of the modifying the text displayed in the Description text box.
Active Advanced Click Save to store the changed description.
Condition
Execute the Active Click Execute to generate a Case Series by using the Active Advanced

Advanced Condition Condition.

Note that modifying the field values in the Advanced Condition editor for an Active
Advanced Condition or saving the Active Advanced Condition by a different name
changes the Active Advanced Condition to reflect the most recent changes. The Active
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Advanced Condition also changes in case you modify the field values in the Advanced
Condition editor and execute the Advanced Condition without saving the
modifications.

Working with Saved Advanced Conditions

The Advanced ConditionsLibrary page lists all of the Advanced Conditions saved to
the system. To access this page, select Create Query > Advanced Conditions >
Library.

ORACLE' |ARGUS INSIGHT johns, Sunday July 11, 2010 (AIS15T360)

e T e e

Create Query > Advanced Conditions
ADVANCED CONDITIONS LIBRARY

| Home |

Active Query Name:
Active Case Series:

New Advanced Condition

Choose Advanced Condition
Hame o Description Last Modified User Full Hame Category Parameters Associated
00-1M14-0000 e
{ I | [ 00-w-0000 || vl [ v
Case nital Receipt Date Range,
Drugs in Study (ncludes Comparators ) Drugs in Study ( Includes Comparators ) 08-JUL-2010 Binded User 3 General Country, Gender, Preferred
Term
New Advanced Conditon 11-JUL-2010 johns. General Type
Study Drug exists. Study Drug exists 08-JUL-2010 Binded User 3 General
AC_9333360 08-JUL-2010 pangup General Company Product
CASE_2002_AC 08-JUL-2010 General
| New | [ Modity | [ Dekte || ][ | [ Limit Query to Active Case Series | Exscute

The Advanced Condition Library page displays a list of the saved Advanced
Conditions in a grid format. The descriptions of the grid columns follow.

Column Description

Name Displays the name of the Advanced Condition

Description Displays the Advanced Condition description

Last Modified Displays the date when the Advanced Condition was last modified

User Full Name Displays the name of the user who created the Advanced Condition

Category Displays the category assigned to the Advanced Condition

Parameters Displays the name of fields for which a runtime parameters need to be
specified while executing the Advanced Condition

Report The icon indicates that a report is associated with the Advanced Condition

See theAssociating an Advanced Condition with a Reportsection below for
more information.

Searching Saved Advanced Conditions
Use the following procedure to search for a saved Advanced Condition:

1. Specify the search criteria, as appropriate:

= To search for an Advanced Condition by its name, type the Advanced

Condition name in the Name text box.

To search for an Advanced Condition by its description, type the first few
words of the description in the Description text box. The system searches for
the specified search string in all Advanced Condition descriptions.

To search for an Advanced Condition by its date of modification, enter the
modification date in the first Last Modified date field. You can also specify a
date range by typing the start and end dates in the first and second date fields,
respectively.
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s To search for an Advanced Condition by its author, select the author name
from the User Full Name list box.

»  To search for an Advanced Condition by its category, select the category from
the Category list box.

2. Click Search.
3. Based on your search criteria, the system displays the search result in a list.

4. You can sort the search result list by clicking the sort icon next to the column
headers in the list.

5. To clear the search result and display all the Advanced Conditions in the list, click
the Clear button.

Creating a New Advanced Condition

Use the following procedure to create a new Advanced Condition.

1. Click the New button in the Advanced Condition Library page.

See theCreating a New Advanced Condition topic for details.

Modifying an Advanced Condition

Use the following procedure to modify an Advanced Condition:

1. Select the Advanced Condition from the list in the Advanced Condition Library
page.
2. Click Modify. The Advanced Condition editor appears

3. Make your modifications to the Advanced Condition, as appropriate.

4. Click Save to save the modifications you made. Alternatively, click Save As to
save the modified Advanced Condition by another name.

Modifying the SQL of an Advanced Condition
Use the following procedure to modify the SQL of an Advanced Condition:
1. Go to the Advanced Conditions Library page.

2. Select a particular Advanced Condition and click Modify. The Active Advanced
Conditions Editor screen appears.

ADVANCED CONDITIONS EDITOR Active Query Hame: New Advanced Condition

Active Case Series: < Not Saved >

Name
Drugs in Stuy ( includes Comparators [ General ] [Drugs in Stugy (includes Comparators ) ]

(  Atributes Condition Value ) Operator

[ ]|Prupsin smuy:r:\m:\uues [caaita ~| [tooors ‘D ] Bl

RN ol il

Save | [ Saveas | | ViewsaL | | Permissions | | Execute | ‘

3. Click View SQL. The Advanced Conditions SQL dialog appears.
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Advanced Conditions 5QL
Note: SQL must be "SELECT DISTINCT V_RPT_CASE.case_id From
V_RPT_CASE'

SELECT DISTINCT V_RPT_CASE case_id FROM V_RPT_CASE WHERE
((V_RPT_CASE STUDY_KEY = 10006537 OR V_RPT_CASE STUDY_KEY
= 10006538 OR V_RPT_CASE STUDY_KEY = 10006538 OR
V_RPT_CASE STUDY_KEY = 10006540 OR V_RPT_CASE STUDY_KEY =
10006541 OR V_RPT_CASE STUDY_KEY = 10008542 OR

V_RPT_CASE STUDY_KEY = 10006546) )

| savesal | | Close

4. Modify the SQL as per your requirement and click Save SQL. The SQL is saved
and the Advanced Conditions SQL dialog appears.

5. Click Close. The Advanced Conditions Library page appears.

6. Select the modified Advanced Condition and click Execute. You will get the results
as per modified SQL.

Note: You can not modify an Advanced Condition once you have
added user defined SQL in that, you can modify SQL but can not add
new items in Advanced Condition.

If you want to add new items, you have to revert the SQL to original
by clicking on the Revert to Original button.

Deleting an Advanced Condition
Use the following procedure to delete an Advanced Condition

1. Select the Advanced Condition from the list in the Advanced Condition Library
page.

2. Click Delete. The delete confirmation dialog box appears.

3. Click OK. The system deletes the selected Advanced Condition; the Advanced
Condition Library page appears.

Associating an Advanced Condition with a Report

Argus Insight lets you associate an Advanced Condition to a particular Standard
Report and schedule a time when the report needs to be generated and sent to another
user through email. This is helpful in situations when you need generate the latest
Case Series and run a report on it each time the datamart is refreshed. Instead of
manually executing the Advanced Condition to generate the latest Case Series and
running the report, you can use the report association functionality of Argus Insight.

Note: The user who is scheduling reports should have an enterprise
login configured in Cognos to schedule the report.
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Use the following procedure to associate an Advanced Condition with a Standard
Report:

1. On the Advanced Condition Library page, select the Advanced Condition that
you wish to associate with a Standard Report.

2. Associate the Advanced Condition with a Standard Report.

3. Click Associate. The Scheduled Reports Group dialog box appears. This page
displays a list of all groups of reports which were scheduled or associated with the
query.

zl

Total Humber Of Rows (0} Displaying Rows TN | Page Size . [ Osearch]
Dovcrption NemnTme  Comibs  Modfeanue  Mmoerofieports
No records to display M
|
| New [ modity || Detete || Execute || close |

4. Click New and a context menu will appear. Select Scheduling option.

5. The Reports Scheduling window will appear.

6. On this window, you can schedule multiple reports at once.

7. Schedule the report.

This window has 3 main sections:
= Scheduling Information - The Schedule timing and E-Mail information

= Available Reports - All the available reports in the system that can be
scheduled.

= Selected Reports - These reports will be scheduled.
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e | Argus Insight - Webpage Dialog
Reports Scheduling

Group Information Scheduling Information E-Mail Information

Name: [Additional Reports | Frequency: | Weekly v| Email [ peen |
of Address: k :
Description: [Contains added reports | Day | Mongay vl
Week: Subject: [Newly Added Reports |
Time: [11:00 am | Body: 4 collection of newly added repors.

Start Date: [10-JUL-2010 |

End Date:  |D6-NOV-2010 |

D Send separate mail for each report

Report Hame - Description Category Last Modified  Author

Adverse Events Line Listing Report providing selected data from study cases Case Processing | 08-JUL-2010 Oracle Corporation

(T3

A summary tabulation that displays a count of even

o ts and breaks them down by causality.

Pharmacovigilance 07-JUL-2010 Oracle Corporation

To analyze relationships between two or more attri

Age Group vs. Gender butes.

Pharmacovigiance  10-JUL-2010 Oracle Corporation

To summarize the event counts by Diagnosis and b

TR roken down by seriousness and listedness.

Pharmacovigilance 10-JUL-2010 Oracle Corporation

Graph to shew the count of incoming and closed ¢

Case Activity History and an aggregate total of c in pro Management 07-JuL-2010 Oracle Corporation
Case Count by Reporter Type Report to track the origin of all notifications. General 08-JUL-2010 Oracle Corporation
w
Selosted Reports T
R N Report Report Pre-Filters Del Report Pre-Filters
G Category Format Configured?

Adverse Events Line Listing Case Processing |PDF % | Yes g Sub Title
Case Activity Hiztory Management PDF | No E

Grouping

| Day A ‘

ok || Caneel [ Clear.

8. Provide a Name for your reports group along with description.

9. Use the Frequency list box to specify how often you wish to have the system run
the selected QBE and generate the selected report. The options available are: Once,
Daily, Weekly, Monthly, Quarterly, and Yearly.

10. Specify the schedule time in the Time field.

11. Based on the option you selected in the step above, specify the instant when you
want the report generated as described in the table below.

Frequency Option
Selected Additional Scheduling Information to Specify

Once In the Date text box that appears, enter the date when you want to
have the report generated.

Daily In the Time text box that appears, enter the time when you want to
have the report generated. The time must be entered in the HH:MM
AM/PM format. Hours should be between 1 and 12.

Weekly From the Day of Week option button group that appears, select the
day of week on which you want to have the report generated. Also,
specify the time in the Time text box.
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Frequency Option
Selected Additional Scheduling Information to Specify

Monthly Use the Day list box to select the day of the month on which you

want to have the report generated. Also, specify the time in the
Time text box.

Quarterly Quarterly reports are generated on the first day of the quarter. In the

Time text box, enter the time when you want to have the report
generated on the first day of the quarter.

Yearly In the Date and Time text boxes, specify the date and time when

you want to have the yearly report generated.

12.
13.

14.

15.

16.

17.

18.

19.

20.

QUERY BY EXAMPLE LIBRARY

Specify the email recipients of the report you scheduled.

In the Email Address text box, type the email address of the report recipient. If
there are multiple recipients, use a semicolon to separate their email addresses.

Type the subject line in the Subject text box.
Type the email body text in the Body text box.

If you want all the reports in a single mail, leave the Send separate mail for each
report checkbox unchecked. If you check this checkbox, each report will be
delivered in a separate mail to the user.

From the Available reports grid, select a report and click Add button. The report
will be selected and will appear in the Selected Reports section.

To remove a report from Selected Reports, click the X button against the report.

For each selected report, you must fill the Pre-filters associated with each report.
To do this, click on any report in the Selected Reports grid and the pre-filters will
appear beside it. Fill them and click the OK button of Report Pre-Filters section.

Click OK. The system associates the Advanced Condition with the selected report
and saves the scheduling information; the Advanced Condition Library page
appears. The icon displayed in the Report column indicates that the Value Set is
associated with a report.

v [ _oaty ] [ e [ ] () timitGuery fo Acive Case Series | Brecue

Refer to the Associated Library and Query Library sections in the Library chapter, to
view the steps on how to disassociate reports in those libraries.
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Executing an Advanced Condition
Use the following procedure to execute an Advanced Condition:

1.

4.
5.

Select an Advanced Condition from the list in the Advanced Condition Library
page.

Click Execute. The system executes the Advanced Condition; the Active Case
Series page appears.
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If a report is associated with the saved Advanced Condition, click on Execute
button. The Active Case Series page and Pre Filter page of the associated report is
displayed.

Enter the prompts value in the Pre Filter page.

Click on the Execute button to generate the report.

After generating the Case Series, you can manually modify it or save it. See the Case

Series chapter for more information on working with Case Series.

Executing a Saved Advanced Condition on the Active Case Series
Just as the system assigns the Active status to an Advanced Condition when you save
modifications to it or execute it, the last saved or generated Case Series becomes the

Active Case Series.

Use the following procedure to narrow down the list of cases in the Active Case Series,
you may want to run an Advanced Condition on an Active Case Series.

1. Generate the Case Series on which you wish to run another Value Set:
= You can generate the Case Series by either using QBE, Filters, or Advanced
Conditions. This Case Series automatically becomes the Active Case Series and
remains so until you execute another query to generate a different Case Series.
= Alternatively, if the Case Series on which you wish to run another Value Set is
already saved in the system, select Query Results > Case Series > Case Series
Library. In the Case Series Library page that appears, select the Case Series
title and click Make Active.
2. Select Create Query > Advanced Conditions > Library. The Advanced Condition
Library page appears.
3. Select the Advanced Condition you want to run on the Active Case Series you

generated in step 1.
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Library

4. Check the Limit Query to Active Case Series checkbox.

5. Click Execute. The system runs the selected Advanced Condition on the Active
Case Series and displays the Active Case Series page. Note that the Case Series
you just generated becomes the Active Case Series.

Argus Insight provides a library that serves as a repository for all queries. This library
comprises all the query searches performed for QBE, Filters, and Advanced
Conditions. In addition, the Associated Library feature enables you to search for those
queries, which have a report associated with them.

Go to Create Query>Library to view the components of the Library menu.

ORACLE' |ARGUS INSIGHT™

I Home Create Query I Query Results I Case Series Reports

Create Query = Library | CQuery by Example
ASSOCIATED REPOR Fite™s

Advanced Conditions

Library Azsociated Reports Library
Choose Report Query Library

This chapter discusses the following components that comprise the Library menu in
Argus Insight:

= Associated Reports Library
= Query Library

Note: To use LDAP configuration in Argus Insight, your Cognos
administrator must configure LDAP on the Cognos Server.

Associated Reports Library

The Associated Library feature enables you to view all the reports associated with a

query.

1. Open Create Query>Library>Associated Reports Library to view a list of all the
reports that are associated with a query.

The following screen is displayed:
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The following table describes the columns in this page:

Column Description

Name Displays the name of the query that is associated with the
report.

Description Displays the description of the query associated with the
report.

Last Modified Displays the date when the query was last modified.

Query Type Displays the type of query associated with the report.

User Full Name Displays the name of the author of the query.

Category Displays the category where the query is saved.

Report Name Displays the name of the report associated with the query.

Limit Query to Enables you to limit the query to the active case series.

Active Case Series

Modifying a Query in the Associated Reports Library
Use the following procedure to modify a query in the associated library:

1. Select the query from the list in the Associated Reports Library page.
2. Click Modify.
This displays the Scheduled Reports Group page.
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Scheduled Reports Group

Total Number 0T Rows (2 Displaying Rows Page size =n ==
Name .- Last Run Time Created By Modified By
Humber of Report:
Description Next Run Time Created Date Modified Date " =
Additional Reports MA jochns johns 2
Contains added reports 12-JUL-2010 10-JUL-2010 10-JUL-2010
New Reports MN/A jehng johne 1
Collection of New Reports NIA 10-JUL-2010 10-JUL-2010
[ tew |[ Megity || Delete [ |

3. Select any report group and click Modify button.

4. Make the necessary modifications and click OK.

5. Click Execute to execute a report. The Execute button is available only if a group
has just one report in it.

Deleting a Query in the Associated Reports Library

Use the following procedure to delete a query from the associated library.

1. Select the query from the list in the Associated Reports Library page.

2. Click Delete.

3. The Delete Confirmation dialog appears.

4. Click OK.

Disassociating a Report in the Associated Reports Library

Use the following procedure to disassociate a report from the associated report library:

1. Select the report from the list in the Associated Reports Library page.

2. Click Disassociate.

3. The Disassociate Report dialog appears.

4. Click OK.

Query Library

The Query Library feature enables you to view all the queries. Select Create
Query>Library>Query Library to view a list of all the queries.

The following screen is displayed:
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The following table lists the descriptions of the columns in this page:

Column Description

Name Displays the name of the query.

Description Displays the description of the query.

Last Modified Displays the date when the query was last modified.
Query Type Displays the type of query.

User Full Name Displays the name of the author of the query.

Category Displays the category where the query is saved.

Report Name Displays the name of the report associated with the query.
Limit Query to Enables you to limit the query to the active case series.

Active Case Series

Associating a Query in the Query Library
Use the following procedure to modify a query in the query library:

1. Select the query from the list in the Query Library page.
2. Click Associate.
This displays the Scheduled Reports Group page.

Scheduled Reports Group

Total Humber Of Rows (2) Displaying Rows Page Size [—— p—
Name Last Run Time Created By Modified By
Desaription Next Run Time Created Date Modified Date flumber of Reports
Addttional Reports. NIA johns. johns. R
Contains added reports 12-JuL-2010 10-JUL-2010 10-JuL-2010
New Reports A johns johns. |
Collection of New Reports NiA 10-JUL-2010 10-JUL-2010

o e e | — | -
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Select any report group and click Modify.
Make the necessary modifications and click OK.

Click Execute to execute a report. The Execute button will be available only if a
group has just 1 report in it.

Deleting a Query in the Query Library
Use the following procedure to delete a query from the query library:

1.

2
3.
4

Select the query from the list in the Query Library page.
Click Delete.

The Delete Confirmation dialog appears.

Click OK.

Disassociating a Report in the Query Library
Use the following procedure to disassociate a report from the query library:

1.

2
3.
4

Select the report from the list in the Query Library page.
Click Disassociate.

The Disassociate Report dialog appears.

Click OK.
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Working with Case Series

When you execute a QBE, Filter, or an Advanced Condition, Argus Insight generates a
list of cases that match the querying criteria. This list of cases is called a Case Series.
The Case Series output is displayed in a listing format in the Active Case Series page.

ORACLE' |ARGUS INSIGHT johns, Saturday Juy 10, 2010 (A1515T360) BTN NL TR

[ s e

Query Resuts > Case Sers
ACTIVE CASE SERIES Active Query llame:
Case Series:

1616 LLL R
otes

BEBEE® | |

The Case Series is the communication foundation between all modules of Argus
Insight. All the predefined reports you generate in Argus Insight are run on the Case
Series. This means that the report output contains information from only those cases
that are part of the Case Series.

In addition to letting you generate a Case Series by using a query, Argus Insight
enables you to:

= Save the Case Series with a name and description for future reference.

»  Search the saved Case Series by their name, description, category, source, date of
modification, and author.

= Assign group level access permissions on the Case Series.
= Combine two Case Series through Union, Intersect, or Minus set operators.
= Import a Case Series from external sources such as TXT or CSV files.

»  Manually modify the Case Series after it has been generated.
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Note: The Case Series might become obsolete each time the datamart
is refreshed by running an ETL. This is because new cases with similar
attributes might get added to the datamart.

General Usage Information

Before working with Case Series, you should be aware of information about the
following:

Case Series Hyperlink to Medical Review

Freezing Case Series Data

Case Series Hyperlink to Medical Review
Be aware of the following;:

The case series dialog enables the user to open the Medical Review dialog in Read
Only mode from the Active case Series dialog.

All of the reports that can be executed from Medical Review are available to the
user.

Even if a Single Sign On user has no protection in Argus Safety and Blinded
Protection is applied in Argus Insight, the user can still view the Medical Review
screen. The Medical Review screen can display all the products of the Blinded
security-enabled case.

If the user does not have access to the case from an Argus Safety perspective, the
system presents the following message:

" <user> does not have access to the case in Argus Safety”.

If the case the user is trying to access has been deleted since the last ETL, the
system presents the following message:

"This case has been deleted in Argus Safety since the last ETL”.

If the user has logged into Insight without logging through Argus, the system
presents the following message:

"<user> is not logged into Argus.”
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Freezing Case Series Data

Business Context
Once the alerts are configured, customers are interested in analyzing the case series
that is generated by the alert. The system does the following as part of the analysis:

n  Freezes the Case Series data that needs to be analyzed

= Displays case details using either the standard reports or the CIOMS II line listing
(available in Insight) after the regular queries, case series, and their subsets are
completed.

Feature Details
Be aware of the following:
= The system allows the use to freeze a case series as follows:

— The user can freeze a custom case series when editing the case series from the
Case Series Library page.

— The user can freeze any system-generated case series (active or inactive) (e.g.,
Using Insight queries, filters and advanced conditions) by clicking the "Freeze
and Save" button.

The system freezes the case series and presents the user with the standard
Case Series Save dialog. The user must enter the name of the saved case series.

ORACLE' |ARGUS INSIGHT Johns, Saturday July 10,2010 (AI5157360) VIR STl
o e T e

Query Resuts > Case Series

ACTIVE CASE SERIES Active Query Name: <ot savea >
Actve Case Series: <ot Saved >

Home : category Description
<ot Saved > General v

Choose Hements 1616 BB
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Case Humber ReportType  Primary Company Product Primary Event Seriousness Criteria

H

DEEED® |

»  If the user has not yet saved the case series from the active case series screen and
clicks the Freeze and Save button, the system saves only one copy of the frozen
case in the library. The frozen case series should then be the active case series.

= In the Case Series Library the User can view a frozen case series by clicking the
icon next to the case number.

Hovering over this icon shows the Date the user froze the case series.

»  The system enables the user to freeze existing cases in the case series by clicking
the "Freeze Case Series button."

—  When the user clicks this button, the system prompts the user to provide and
additional name for the frozen case series.

— The Frozen Case Series has icon beside case number to identify it as frozen.
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= When the user clicks "Un-freeze Case Series," the system removes the icon beside
the case number and fetches the latest information for the cases.
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-  The user must provide a justification when unfreezing a case series.

—  The user adds the justification to the Case Series Criteria.
*  The user types a new justification when the case series is unfrozen or can

user a pre-configured justification.

Un-freeze Case Series

@ Are you sure you want to un-freeze this casze series?

User Name : johns

Date: 11-JUL-2010

Justification: |Unfreszing Required |ﬂ

k|| cancel |

A list maintenance item, "Case Series Un-freezing Justification," enables
the user to configure justifications for use when unfreezing a case series.

*  The Add, Modify and Delete functionality is the same as that of the Case
Series Modification Justification UL

— The administrator can configure the freeze case series function so that it
reflects Insight security settings

—  The user has the option of freezing and unfreezing case series by clicking the
appropriate check boxes on the Access Right tab.

— The user cannot insert cases into a frozen case series.
— The user can delete cases from the frozen case series.

—  When an Advanced Condition or query is run against a frozen case series,
frozen data is used.

— By default, the Report Writer displays all the versions (both frozen and
current) for a case.
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*  Use the "Display Latest Data" filter if the report needs to contain only the
current case version.

*  If user selects the Active Case Series filter, then report contains only the
Frozen case data if active case series is frozen otherwise the report
contains the current case version if the active case series is a normal case
series.

— The frozen case series data is available after reinitializing the ETL.

— Reports run on frozen case series data, show the following next to the case
series name:

"The data in this report was frozen as of <particular date and time>".
Time is the database system time with the GMT offset.

= Reports run on normal case series data, show the follow message next to the case
series name: should

» "The case series was last modified on <Case series modification date and time>".

= List Maintenance items are not frozen. Therefore, some reports will have a
mismatch of LM Items and the frozen case series data.

s The derivation rules operate against current case data if the LM Rules are being
modified. The frozen case series are shown if there is a change in the case data
resulting from the derivation rules.

s If suppress condition is checked in the derivation rule, then LM records related to
the derivation rule will not be deleted in cases used in the frozen case data table.

s The hyperlink for the medical review access, links to the latest data for the case.
= Frozen case series cannot be shared with Argus Safety.

= The following portions of the Argus Insight application do not all case data to be
frozen:

- Dashboard

— Copy Configuration Utility

- BOand CO standard cubes

- Standard Cubes Drill Through reports
- Report scheduling

— Derivation Rules

Working with the Last Generated Case Series

This section provides information for working with the last generate case series and
includes discussions of the following:

= Saving a Case Series

= Viewing Case Series Generation Criteria within the Query Interface
= Modifying the Case Series

s Deleting a Case from a Case Series

The system assigns the Active status to a Case Series that you generated last by
executing a query. Only one Case Series can remain active at a time. Unless you
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generate another Case Series or save modifications to one, the last Case Series you
generated remains active.

Note: You can also make a Case Series active by manually assigning
it the Active status. This option works only for Case Series you have
saved to the system. See theMaking a Case Series Active topic for
details.

To view an Active Case Series, select Query Results > Case Series > Active. The
Active Case Series page displays the Case Series you executed, modified, or manually
made active last.
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In the Active Case Series page, the Active Query Name label displays the name of the
saved query (QBE, Filter, or Advanced Condition) that generated the Case Series. If the
query was not saved, the label displays the text <Not Saved>.

The Active Case Series label displays the text <Not Saved> until you save the Case
Series by a name. Similarly, the Name label displays the text <Not Saved> until you
save the Case Series by a name.

If the active Case Series has more than 50 cases, they are displayed in multiple pages.
Use the arrows in the button group to navigate the Case Series pages.

The column headers in the Case Series grid can also be sorted, as shown by the circled
icons in the following image.

Name : Category Description
Testng--Datasheet [Prarmacovgiance =] |TestngDatasheet
Choose Elements 1.2 I s
Case llumber (&) Report Type () Primary Company Product () Primary Event () seriousness Criteris () Outcome () Motes -
5| 158906000002 RCP Cure ALINV Fatigue FH Fatal (] 'm A
2001US000001 SPT Cure ALMKT Respiratory falure FH Death due to @ ore
@] 2001ws000002 ser Cure AI_MKT Hepatc faiure FH Fatal @ 1088
200105000003 RCT X-22US vs PLACEBO Hepati faiure EHLT Death due to @ 107
200205000000 SPT Cure AL_MKT Preumonia NOS MFH Death due to @ 1070
200205000007 RAT Panocide_MKT Hepatic fature FH Death due to @ 107
200205000010 oTH MMR_MKT Hepatic falure FOLLT Death due to @ o9

You can sort the column data by clicking on the arrows displayed in the image. The
sorted grid retains its sorting and filtering order even after being exported to Excel. To
filter for any column, such as the Seriousness Criteria column, enter the filtering
criteria in the textbox under the column header. The grid also supports context menus.
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Saving the Case Series

If you have not saved the active Case Series to the system yet, click either the Save or
SaveAs buttons to save the Case Series to the system by assigning a name to it. You
need to enter the Case Series description in the Description text box before saving the
Case Series.

If you are modifying a Case Series that is already saved, click the Save button to save
the modification or click Save As to save the Case Series by another name.

Viewing Case Series Generation Criteria within the Query Interface

Click the View Query button to the see the querying criteria in the query tool interface
(QBE form, Values Set page, or Advanced Condition Editor) that was used to generate
the Case Series.

This button is only available for an Active Case Series that is not saved to the system.

If you have saved your Active Case Series, then refer to the section onViewing the
Case Series Generation Criteria in a Single Page

Setting Access Permissions

You can set group-level access permissions for the Case Series. This determines which
user groups will be able to view, modify, or delete a Case Series.

Note: You can set permissions only on Case Series you have saved to
the system.

Use the following procedure to set Case Series permissions.

1. Inthe Active Case Series page, click the Permissions button. The Permissions
dialog box appears. A list in this dialog box displays the names of all the groups
(except the Administrator group) that the system administrator has created.

Permiszions for QBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizzion

No Access

[ ok || cancel |

2. You can set permissions only on Case Series you have saved to the system.

Use the list box next to a group name to assign permissions to the group members
on the Case Series you have generated. You can select from these options:
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Permission Description

No Access (Default)  No group members will be able to access the Case Series

R Group members will only be able to view the Case Series

R/W Group members will be able to view and modify the Case Series

R/W/D Group members will be able to view, modify, and delete the Case Series
R/W/D/P Group members will be able to view, modify, delete, and assign permission on

the Case Series

Note: The author of the Case Series always has the highest level of
permission (R/W/D/P). For example, you belong to the Data Entry
group and you assign the No Access permission level to the Data
Entry group on a Case Series that you generate. In this case, while you
will continue to have the highest level of permission on your Case
Series, other members in your group will not be able to access your
Case Series.

3. Click OK. The system saves the permission settings.

Viewing the Case Series Generation Criteria in a Single Page
Use the following procedure to view the case series generation criteria.

1. Click the View Query Criteria button to view the Case Series Generation criteria
in a statement format within a dialog box.

e | Argus Insight - Query Criteria -- Webpage Dialog

Query Criteria

Drugs in Study ( Includes Comparators ) is in ("10007538")

| Close |

Modifying the Case Series

If required, you can modify the Case series by deleting or adding cases manually. Use
the following procedure to add a case to the Case Series:

1. Click the icon on the left bar in the Active Case Series page. The Add Case to Case
Series dialog box appears.
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2.

& Add Case to Case Series -- Webpage Dialog

Add Case to Case Series
Case Humber:

" Justification:

[ L]

[ ok || cancel |

In the Case Number text box, type the case number you want to add to the Case
Series.

Use the Justification list box to specify a justification for modifying the Case
Series.

Note: You can also type your own justification text for modifying the
case series.

Click OK. If the Case number you specified exists in the datamart, the system adds
the case to the Case Series and save the changes. If the Case number you specified
does not exist in the datamart, a message appears. Click OK to continue.

Insert Case Number

CaseNumber: 124464
4 Case Number Does Hot Exist

Click Save As to save the modified Case Series by another name. Note that if you
have not yet saved the Case Series to the system, clicking either the Save or Save
As buttons will prompt you to save the Case Series to the system by assigning a
name to it.

Deleting a Case from a Case Series
Use the following procedure to delete a case from the Case Series.

1.
2

In the Active Case Series page, select the case you want to delete.

Click the icon on the left bar in the Active Case Series page. The Delete Case
Number dialog box appears.
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e | Argus Insight - Delete - Case Number, -- Webpage Dialog |z|

Delete - Case Humber
. Are you sure you want to remove this case from the Case
) -

Series:

Case Humber : USER4_BC_000004
User Name : johns
Date: 11-JUL-2010

Justification: |ﬁ

Cancel |

3. Use the Justification list box to specify a justification for deleting the case.

4. Click OK. The system deletes the case from the Case Series and save the changes.

Working with Saved Case Series

The Case Series Library page lists all of the Case Series saved to the system. Select
Query Results > Case Series > Library to access the Case Series Library page.
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The Case Series Library page displays a list of the saved Case Series in a grid format.
The descriptions of the grid columns follow.

Column Description

Name Displays the name of the Case Series

Description Displays the Case Series description

Last Modified Displays the date when the Case Series was last modified
User Full Name Displays the name of the user who generated the Case Series
Category Displays the category assigned to the Case Series

Source Displays the source of the Case Series as:

= Internal - generated by using Argus Insight querying tools are called
Internal

= External - imported into Argus Insight from sources, such as TXT or CSV
files
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Column Description

Cases Displays the number of cases in the Case Series

Searching for a Saved Case Series
Use the following procedure to search for a saved Case Series.

1. Specify the search criteria, as appropriate:

»  To search for a Case Series by its name, type the Case Series name in the Name
text box.

» To search for a Case Series by its description, type the first few words of the
description in the Description text box. The system searches for the specified
search string in all Case Series descriptions.

»  To search for a Case Series by its date of modification, enter the modification
date in the first Last Modified date field. You can also specify a date range by
typing the start and end dates in the first and second date fields, respectively.

= To search for a Case Series by its author, select the author name from the User
Full Name list box.

» To search for a Case Series by its category, select the category from the
Category list box.

2. Click Search. Based on your search criteria, the system displays the search result in
a list.

3. You can sort the search result list by clicking the sort icon next to the column
headers in the list.

4. To clear the search result and display all the saved Case Series in the list, click the
Clear button.

Making a Case Series Active
Use the following procedure to make a case series active.

1. In the Case Series Library page, select the Case Series you want to make Active.

2. Click Make Active. The Active Case Series label in the upper-right corner of the
Case Series Library page displays the name of the Case Series you made Active.

Modifying a Case Series

You may want to modify an existing Case Series by adding cases to it or deleting
existing cases. You can also change the group-level access permissions on the Case
Series.

Use the following procedure to modify a Case Series.
1. In the Case Series Library page, select the Case Series you want to modify.

2. Click Modify. The Case Series is displayed in the Active Case Series page. See the
Working with the Last Generated Case Series for detailed information about
making modifications to the Case Series and setting permission.
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Merging Case Series

Argus Insight allows creating a new Case Series by merging two Case Series through a
Set operator. The Set operator you select works on the Case numbers. The case
numbers included in the merged Case Series depend on the type of Set operator you

use:

Union - creates a new Case Series that consists of all the cases in both Case Series;
common case numbers are included, and are listed only once

Intersect - creates a new Case Series that consists of only those case numbers that
exist in both Case Series

Minus - creates a new Case Series that contains only those case numbers that are
present in the first Case Series, but are not present in the second Case Series.

Use the following procedure to generate a merged Case Series:

1.

In the Case Series Library page, click Merge. The Case Series Merge page appears.

ORACLE' |ARGUS INSIGHT

Johs, Sundey Juy 11, 2010 (AIS1ST360)

e | e ——
e
CASE SERIES MERGE Active Query Name: Drugs in Study (Includes Comparators )

‘ ‘ ‘\
2. Select the two Case Series you wish to merge.
3. Select the first Case Series from the Case Series # 1 list.
4. Select the second Case Series from the Case Series # 2 list.
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5. From the Action list, select the Set operator you wish to use to merge the two
selected Case Series you selected. The two Case Series and the operator are
selected.

ORACLE' |ARGUS INSIGHT™ ohs, Sunday Juy 11, 2010 (AIG1ST360)
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Guery Rosuts > Case Series
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9 <Not Saved >
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|

6. Click Merge. The system merges the selected Case Series and displays the
resultant Case Series in the Active Case Series page.
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Importing a Case Series from an External Source

Use the following procedure to import a Case Series from anexternal sources, such as
TXT or CSV, into Argus Insight.

1. In the Case Series Library page, click Import. The Select File for Import dialog
box appears.
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Select File For Import

Query Criteria:
Imported from File:

File:
| || Browse...

D First row contains column header(s)?

OK Cancel

Click Browse to locate the external Case Series source file. Alternatively, type the
file name with complete system path. Each case number in the file must be on a
new line.

If the first row in your TXT or CSV is the column-header row, check the First row
contains column header(s) checkbox.

Click OK.
The Import Case Series dialog box displays the status of the import operation.

Note: You can view the import operation log by clicking the View
Log button.

Click OK to view the imported Case Series in the Active Case Series page.

Note: Case Series Import supports only Case Numbers that are
separated by either an ENTER or a ’;’ character.

Deleting a Case Series
Use the following procedure to delete an existing Case Series.

1.
2.

In the Case Series Library page, select the Case Series you wish to delete.

Click Delete. A confirmation dialog box appears.

e | Argus Insight - Delete - Case Series -- Webpage ... |X|

Delete - Case Series

‘ Are you sure you want to delete:
\ H New Series

3.

Cancel

Click OK. The system deletes the selected Case Series; the Case Series Library
page appears.
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Viewing the Details of the Query that Generated the Case Series

Use the following procedure to view the details of the query that generated a Case
Series:.

1. In the Case Series Library page, select a Case Series.

2. Click Query Criteria. The Query Criteria dialog box displays the criteria.

e | Argus Insight - Query Criteria -- Webpage Dialog

Query Criteria

Drugs in Study ( Includes Comparators ) is in ("10007538")

Close

Note: For a saved Case Series, the system displays the query details
only in an SQL-statement format within the Query Criteria dialog
box. However, for an Active Case Series that is not yet saved to the
system, you can view the query details within the query tool interface
(QBEform, Values Set page, or Advanced Condition Editor) as well as
in the SQL-statement format.

Sharing Case Series with Argus Safety Web

The system enables you to share cases between Argus Safety Web and Argus Insight

using Query Results > Make Active from Argus.
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Use the following procedure to share cases between Argus Insight and Argus Safety
Web.

1. Login to Argus Insight with your user id and password.

Note: You need a common user id and password for Argus Safety
Web and Argus Insight to enable case sharing between the two
applications.

An error message stating "Your user id is not present in Argus"
appears if you do not have a valid user id in Argus Safety Web

2. Select Query Results > Case Series > Make Active From Argus to view the Active
Cases in the Argus Safety Web application. The Active Case Series of Argus
appear on the screen. The Active Case Series present in Argus are now the active
case series in Argus Insight.

Note: If there are no cases present in the active series of Argus, an
error message appears indicating the same.

3. Save the case series using the Save or Save As feature.

Note: Customers on Argus Safety 6.0 can share Frozen Case Series
with Argus Insight 7.0.

Exporting Case Series to Excel

Use the following procedure to export a case series to an Excel file.

1. Create a new query from Query By Example, Filter or an Advanced Condition, or
open a saved query from the Library of Query By Example, Filter or an Advanced
Condition.

2. Click Execute to open the Case Series page with the list of cases.
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3. Now, click Export to Excel at the lower right end of the web page.

A dialog box displays for saving or opening an excel file.
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File Download X

Do you want to open or save this file?

j Mame: 1506,39,xls
HL

Type: Microsoft Excel Worksheet, 5,50 KB
From: aiwebbo

[ Open ][ Save ][ Cancel ]

Always azk before opening this type of file

harm your computer. [f you do not trust the source. do not open or

@ Wwhile files from the Internet can be useful, some files can patentially
save this file. ‘What's the rigk?

4. Click Open to open the excel file and view the Case Series results in excel. Click
Save to save the excel file in your system for future reference.

In the excel file you can see the case Series results in Case Series tab and Case
Series details, i.e., Name, Case Count, Description and Criteria in Case Series

Details tab.
A [ B © D E F G Al
1 |Case Number [Report Type |Primary Company Product [Primary Event |Serti Criteria | [Outcome
2 |[2003DEDODO03  |SPT Cure All_MKT Insormnia Non-Serious Unknown
3 |(2002DEO00ODS  [SPT Cure All_MKT Insomnia Non-Serious Unknown
4 |1998DEO0DO37  |STR Wonder Drug_MKT Arthralgia IR
5 |1998DEOD0020 |RAT Wonder Drug_MKT Arthralgia IR
B
7]
1 8|
12|
110 |
L1
112
113
|14 |
115 |
|16 |
17|
| 18 |
ﬁ‘ =
|20 |
2 v
i« » w)\Case Series { Case Series Detals / < >
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Generating Standard Reports

General Report Usage Information

Argus Insight provides built-in Standard Reports which can be run on Active Case
Series to analyze your company's safety, workflow, and product data.

Although Standard Reports are predefined reports, you can define pre-filters before
generating a Standard Report to have the report output display information only about
specific type of cases. Pre-filters let you narrow down the Case Series further so that
the system runs the report only on those cases that confirm to the pre-filter criteria. For
example, your Case Series might consist of cases that were reported in all the countries
for a particular product.

However, you may only wish to see information about those cases in your report that
were reported in the United States. In this case, you can specify a pre-filter to have the
system display only those cases in the report output that were reported in the United
States.

Note: Since a Case Series might become obsolete each time the
datamart is refreshed by running an ETL, you may need to generate
the Case Series again before generating a Standard Report.

Alternatively, you can directly associate aquery (QBE, Filter, or
Advanced Condition) to a Standard Report to avoid manual
generation of Case Series. See the Associating a QBE with a Report,
Associating a Value Set with a Report, and Associating an Advanced
Condition with a Report topics for details.

Before using Argus Insight to generate the Standard Reports, configure the browser as
defined in the Argus Insight Installation Guide.
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Using Reports

Before generating reports, you should be aware of information regarding the

following;:

= Event Level Reporting

= Report Scheduling

Executing Reports

Use the following procedure to access the Reports page for any category. For instance,
if you select Compliance Reports, execute the following steps:

1. Select the Case Series Reports > Standard Reports >Compliance. The Standard
Reports page displays a list of all the standard Compliance reports. The
description of a report is displayed next to its name.
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2. Select the report that you want to generate.

3. Select the Limit to Active Case Series checkbox to generate the report on the
Active Case Series.

Note:

Select the Limit to Active Case Series checkbox before

generating the report. This prevents the report from querying the
entire datamart and slowing down the report output generation. Use
the following procedure to view the Active Case Series, select Query
Results > Case Series > Active in Argus Insight. If you want to make
another Case Series active, select Query Results > Case Series >
Library in Argus Insight. In the Case Series Library page that
appears, check the Case Series you want to make active and click
Make Active.

4. Click Execute to generate the report. A new browser window displays the
pre-filter options in the Report Filter page. The following pre-filter elements may
be available depending on the type of information the report displays.
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ORACLE

REPORT FILTER/FORMAT OPTIONS

] Limit Prompt Values to Active Case Series. Cear ] [_Cose Orr Obeal Eacin

»  List box - this element lets you filter the report output by specifying a single
value from the list; for example, the country of incidence, a regulatory
authority, or a pre-defined date range. List boxes may also contain options for
grouping the report output; for example, grouping by age group or product
name

= Multiple selection lists - this element lets you filter the report output by
multiple values you select from the list; for example, license countries or
report types.

Note: If Allis selected along with other entities for a category, then
all the items under that category are searched.

»  Text boxes - this element lets you filter the report output by specifying a
numerical value for timelines or dates for date ranges. All the report pre-filter
pages contain a text box for specifying a sub-title for the report

»  The Pre-filter page can display values in Prompts. By default, prompts on the
Pre-filter page display values from LM tables.

= By default, a checkbox called Limit Prompts Values to Active Case Series is
displayed on the Pre-filter page. You can check this checkbox to generate
pre-filter prompts and view values limited to the cases in the case series. This
impacts only those prompts which are populated from case tables and
corresponding LM tables exist for that prompt.

s Custom prompts created by the user for ad-hoc reporting do not have the
option of displaying values in prompts from LM tables. Custom prompts
always display data as per the conditions (SQL) that were defined during the
creation of the prompts.

5. Specify the pre-filter options, as appropriate.
6. Select the PDF or Excel option button to specify the report output format.

7. Click Execute in the Report Filter page. The system generates the report output
and displays it in the selected format. You can print this report or save it to the
system drive, if required.

8. Close the new browser window to return to the Standard Reports page.
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Event-Level Reporting

Currently, Insight Reports are focused on cases. This permits event level report in
Insight Report output.

Feature Details

Extended reporting in the standard reports enables the user to produce event-level
reports. To produce an event-level report, the user must click the "Limit to events
within Query Criteria" checkbox shown in the following illustration.

ORACLE'

REPORT FILTERIFORMAT OPTIONS Report Tite:

SubTi

] Limit Prompt Vaiues to Active Case Series Clear. Ciose. ® POF O Excel Execute

= The event group information is populated from the Event Groups.
s The user can select multiple Event Groups.

»  If the user selects the Event groups, the system limits the output to only the Events
selected in the Event Group definition.

»  If the user clicks "Limit to Events within the Query Criteria," the system limits
report output to the Events chosen in the report output query criteria.

— This applies to all queries executed from QBE, Filters, or Advanced Conditions

— This applies for Event Terms for the entire hierarchy (i.e., SOC, HLGT, HLT,
PT, LLT for the MedDRA Coded events only).

—  This cannot be executed with hard-coded SQL queries.
—  This feature cannot be used with a case series from Safety.
—  This feature cannot be used with an imported case series.

»  If the user uses a power query to generate a case series, the following terms are
respected as the event query in the reports:

— From QBE - Events tab - Event Coding
*  System Organ Class (SOC)
*

High Level Group Term
*  High Level Term

*  Preferred Term

*  Lower Level Term

—  From Filters - Event Information
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*  Event Term -
i. SOC
ii. HLGT
iii. HLT
iv. PT
v. LLT
*  Preferred Term
— From Advanced Conditions -
*  EVENTS:Event Information Event Body System Code
*  EVENTS:Event Information System Organ Class (SOC)
*  EVENTS:Event Information Event High Level Group Term Code
*  EVENTS:Event Information High Level Group Term
*  EVENTS:Event Information Event High Level Term Code
*  EVENTS:Event Information High Level Term
*  EVENTS:Event Information Preferred Term
*  EVENTS:Event Information Preferred Term Code
*  EVENTS:Event Information Event Low Level Term
*  EVENTS:Event Information Lower Level Term
*  EVENTS:Event Information Event Included Term Code
*  EVENTS:Event Information Event SMQ (Broad)
*  EVENTS:Event Information Event SMQ (Narrow)
*  EVENTS:Primary Event Event SMQ (Broad)
*  EVENTS:Primary Event Event SMQ (Broad)
—  This feature is available in the following reports:
*  Event term frequency listing by HLGT
*  Event term frequency listing by HLT
*  Event term frequency listing by PT
*  Event term frequency listing by SOC

*  AE count tabulation (case causality)

Report Scheduling

Report Scheduling comprises the following;:

s Scheduling Multiple Reports Against a Single Query

= Scheduling a Report without a Query

Scheduling Multiple Reports Against a Single Query

The system enables users to schedule multiple reports in a single query. A set of

reports run on a weekly or periodic basis can be scheduled with the same report and
run as a package.
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On clicking the Associate button from the query library, only one report is selected. If a
different report is chosen for the query, the system prompts the user is to change. The
system permits the user to associate many reports with a single query.

s The user can select any query from any library (QBE/Filters/AC) and click

Associate.

s The user can use the Query Library and the Associated Query Library to schedule

an association.

= Since multiple reports can be associated with a single query on these Query pages,
the Execute button does not open any pre-filters page after generating the case

series.
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When you select a query and click Associate, the Scheduled Report Groups window is

displayed.

2 Argus Insight -- Webpage Dialog

johns johns
10-UL-2010 10-UL-2010

New Mosity Deieie Exeae Giose

1

This window includes the following features:

s This window displays information about all the report groups scheduled by the

logged-in user.

= Sorting and Search functionality is available for all columns.

= Pagination is also available.

= Each group can contain one or more reports. "Group" means that all the reports are
scheduled at the same time.

s This window has the following buttons:
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- New: Redirects the user to the Report Scheduling page with blank values. The
system presents the context menu to enable the user to choose Report
Association Only or for Scheduling.

- Modify: Redirects the user to the Report Scheduling page and enables the user
to modify an existing scheduled report group.

— Delete: Deletes a selected scheduled report group.

- Execute: Closes the window and executes the query in parent window to
show case series and launch pre-filter for the selected report on this page. This
button is enabled on if the scheduled report group has a single report.

- Close: Closes the window without any other action.

s The system opens the Schedule Information page when the user selects
Association Only from the drop-down list.

A Argus In: Webpage Dialog |'5|
Reporis -
Meme: [ ]

Description: ||
Available Reparts -]
Report Name Description Category Last Modified  Author
Adverse Events Line Listing Report providing selected data from study cases  Case Processing  06-JUL-2010 | Oracle Corporation &

A summary tabulation that displays & count of even
AE Count Tabulation et et Pharmacovigiance 07-JUL-2010  Orack Corporation
Age Group vs. Gender ;:t::“'*'za relationships betwsen two or more altri |p o iokance 10-JUL-2010 | Oracle Corporation
Aggregate Diagnosis Listing I:k::'::‘:jﬁ;';z;ig:‘::”;: db“fs&‘:iz's and by armacovigiance 10-JUL-2010  Oracke Corporation
Case Activity History Graph o show the count of incoming and closed & o ey 10-JUL2010 | Oracle Corporation

ases and an aggregate total of cases in process.
Case Count by Reporter Type Report to track the origin of all notifications. General 06JUL-2010  Orack Corporation

<
Selected Reports [ Ada |
Report Hame ;"“"“ Delete
No records to display
[=3 Cancel

s This the main scheduling page in Insight. On this page, user can select any
number of reports for scheduling.

»  The Reports Scheduling page has four (4) sections as follows:
- Group Information: The user provides the group name and description.
- Schedule Information: The user provides the scheduling frequency.
— Email Information: The user provides e-mail information for the receivers.

— Available Reports: The user selects the reports to schedule. Select any report
and click Add to add the report to Selected reports. The user can select
multiple reports and add them at the same time.

— Selected Reports: Reports associate with the query (as per the selection by the
user from Available Reports section) are listed in this field.

Generating Standard Reports  6-7



General Report Usage Information

*  User can remove a selected report by clicking the X button against report's
row in the grid from the Selected Reports section.

*  Sorting and Search functionality is available for all the columns in the
Available Reports Section.

*  Pagination is also available on the Available Reports Section.

— The system does not permit the user to save a schedule without entering the
pre-filter information for each report. The system uses the value in the
Pre-Filters Configured? Column in the Selected Reports section to detect
whether the pre-filter configuration is complete.

— The user can enter pre-filter information by selecting any report in the Selected
Reports section. When the user selects the report, the system loads the
pre-filter information for the report in the sidebar and enables the user to enter
the information.

— Side bar has OK and Cancel buttons

*  OK: Save the pre-filter information for the selected report.

*  Clear: Reset the pre-filter page to blank values after confirming with user.
- The Schedule Information page has the following buttons:

*  OK: Saves the scheduling information to the database and returns to the
Scheduled Report Groups page.

*  Cancel: Returns to the Scheduled Report Groups page without making any
changes.

*  Clear: Resets the Schedule Information page to blank values after
confirming with user
Scheduling a Report without a Query =
Reports can be scheduled without a query from the Associated Library Page.
— This page has a button named "Associate to <All Cases>."
s The user can configure Text All Cases can from the List Maintenance items.

— The system appends configured text to "Associate to <LM Text>". For
example, if we configure All System Cases in the LM item, the text of this
button would be "Associate to All System Cases".

s The default value is All Cases.
s The name of the LM Item is "All Cases Query Name".

= When the user clicks this button, the system opens the Scheduled Report Groups
window and behaves exactly the same way as described in the section, "Multiple
Reports on a Single Query".

s The Associated Reports Library page includes the following features:
- This page is the main status page for all scheduled reports.

— The user can see all reports in different/same groups at the same time. For
example, if a user has two (2) report groups with three (3) reports in each
group, the library has six (6) rows, one for each report association.

— The Status column displays the current status of the reports association.

— This page has the following buttons:
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Modify: Enables the user to modify a selected association. This opens the
Scheduled Report Groups page to query of the selected association. The
system highlights the current group of the selected association.

Execute: Executes the selected query to get the case series and opens the
Pre-Filter page for the associated report.
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Standard Reports

The Standard Reports page displays a list of all the Standard Reports built into Argus
Insight. Select Case Series Reports > Standard Reports > All to display the Standard
Reports page. This page displays a list of the saved Standard Reports in a grid format.
You can search for specific types of reports by specifying values for any of the columns
as the search criteria and clicking Search.

ORACLE' |ARGUS INSIGHT Jonms, Sunday Juy 1, 2010 (assts7360) IRy
e T T e e—
=
Standard Reports Active Query Name: Drugs in Study (Includes Comparators )
= — T — —_— -

] T — ] ]
Report provang slecieddata fm sucy cases te w2010 = n
A » o200
o snaze ronships etween TowL2010

10402010

10402010
o5uuL2010
oruL2000

oruL2010
oruL20m0
orL2010
oruL2000
oraL20m0
L2000
oraL2010
o200
osuuL2010

osuuL2010
Detaled ising o al tates  case has boen roues o orauL2010
o200

72010

mmary tabuiton of folow-ups processed o200

orL2010

folow-up reports. oruL 200

oraL20m0

o7uL2010

Type) oruL2010
o200

fotow-up reports. oruL2010 Management vl

The descriptions of the grid columns follow.

Column Description

Name Displays the name of the Standard Report

Description Displays the Standard Report description

Last Modified Displays the date when the Standard Report was last modified
Author Displays the name of the Standard Report author

Category Displays the Standard Report Category

Standard Reports are grouped into six categories and can be accessed from the Argus
Insight folder in the Installation CD. The following topics explain the various standard
reports.

= Compliance Reports

= Configuration Reports
= General Reports

= Management Reports

»  Pharmacovigilance Reports

Reports - Cover Page

The following image displays the Cover page of the report when it is generated in PDF
format.
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Standard Reports

Compliance

20-JUL-2010 17:04 GMT+5:30

Destination Report Submission Listing
Sub Title

Report Fiter:

Regulatory Authorities in (ALL)
Countries in (ALL)

Late vs. On-Time: ALL

‘Submission Date Range between: 01-JUN-1800 and 30-JUN-2010

MedDRA Version:

]
a

Start Time of Last ETL Rum:

13-JUL-2010 14:21:45 GMT-8

Case Series Count:
Total No. of Cases in Hitiist 40

Case Series Name:

US 2000 Dose > 1 (The case series was last modified on : 13-JUL-2010 11:43 GMT-07:00)
Case Series Criteria:

Dose is greater than 1" AND

Case Number contains "US' AND
Case Number doss not contain '1885"

Confideniial Page 10f34

:
{

The following table describes each component of the cover page shown in the above
image.

Cover Page Component Description

Company logo Placeholder for a configurable logo. The image of the logo can be
(upper-left box) configured in the whitespace.

Report Category The name of the category to which the selected report belongs.
(upper-right box)

Report Execution Report Execution Time (in GMT).

Date (under ‘Report

Category’)

Report Title (under  Title of the selected report, such as Serious Adverse Events Report.
the Heading of the

Report)

Report Sub-Title Configurable Sub-title of the selected report. You can enter a

(under 'Report Title’) sub-title to further define the report. Example: 01-JAN-1900 to
31-DEC-2007.

Report Filter A selected value from the Report Prompt.

MedDRA Version The MedDRA Version for the selected report.

Start Time of Last Start time of the last successful ETL run (in GMT).
ETL Run
Case Series Count A count of the total number of unique cases in the case series.
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Case Series Name

The name of the saved case series on which the report has been
executed.

Reports that are run on frozen case series data indicate on the report
next to the case series name that "The data in this report was frozen
as of <particular date and time>". Time is the database system time
with the GMT offset.

Reports that are run on normal case series data indicate on the
report next to the case series name that "The case series was last
modified on <Case series modification date and time>".

Case Series Criteria ~ Query criteria to get case series on which the report has been

User Name
(bottom-left)

Confidential
(bottom-centre)

Page x of y
(bottom-right)

Footer logo

executed.

The name of the user who executed the report.
Configurable Confidential text.
Page Number (in Current Page number of Total Pages in the Report

format).

Placeholder for a configurable logo. The image of the logo can be

(bottom-right box) configured in the whitespace. This component may not appear in

every report.

Compliance Reports

The following table describes each Compliance Report.

Report Title

Description

Destination Report
Submission Listing

Global Audit Listing

KPI List Report
Country Group 1

KPI List Report
Country Group 2

KPI Overview Report
Group 1

KPI Overview Report
Group 2

Labeling Detail
Listing by Case
Number

Use this report to view the submission details based on an on-line country.

Use this report to view case information relating to adverse event.

This report is a listing of case information relating to adverse event, listedness,
seriousness, and submission record information for suspect products, used to
support external audit.

Listing of case submission information for submissions in Group 1 countries
(countries with clock starting from first receipt globally) grouped by Agency
(submission destination) to support compliance KPI generation.

Listing of case submission information for submissions in Group 2 countries
(countries with clock starting from receipt in that country, i.e aware date for
domestic cases and generated date for foreign cases) grouped by
Agency(submission destination) to support compliance KPI generation.

Table of submission count, late submission count and overall compliance figures
for submissions in Group 1 countries (countries with clock starting from receipt
globally) grouped by Agency(submission destination) to support compliance
KPI generation.

Table of submission count, late submission count and overall compliance figures
for submissions in Group 2 countries (countries with clock starting from receipt
in that country, i.e aware date for domestic cases and generated date for foreign
cases y) grouped by Agency(submission destination) to support compliance KPI
generation.

Use this report to check for consistency between Labeling and Seriousness
Criteria. The report is a listing of cases with events and their labeledness for the
licenses of selected countries. Only the first company suspect product is
included in the report; however, all events are listed. This report is grouped by
case numbers.
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Report Title Description

Labeling Detail Use this report to check for consistency between Labeling and Seriousness
Listing by Preferred  Criteria. This report is a listing of cases with events and their labeledness for the
Term licenses of the selected countries selected. Only the first company suspect

product is included in the report; however, all events are listed This report is
grouped by Preferred Term.

Labeling Summary  Use this report to verify the consistency of labeling assessment. This report is a
summary tabulation of labeling for events based on the countries selected.

Outstanding Use this report to view a listing of cases for which expedited reports are
Expedited Reportsby outstanding. The listing is grouped by the responsible group.
Responsible Group

Outstanding Report ~ Use this report to view a detailed listing of cases for which report submissions
Submission by are coming up.
Responsible Group

Listing - Detail The listing is grouped by responsible group and again sub-grouped by agency.

The listing is sorted in descending order of due-date.

Outstanding Report  Use this report to view the outstanding report count for each reporting
Submission by destination. Against each destination, the outstanding reported count is further
Responsible Group  broken up in these groups:

Listing - Summary Due in greater than seven days
s  Duein 3-7 Days

= Duein 0-2 days

= DPast the due date
Outstanding Report  Use this report to obtain a detailed listing of upcoming report submissions based

Submissions by on report destinations.
Destination Listing -

Detail

Outstanding Report ~ Use this report to obtain a summary listing of upcoming report submissions
Submissions by based on report destinations (Summary).

Destination Listing -

Summary

Reporting Use this report to obtain a graphical overview of reporting compliance.
Compliance by

Destination (Count)

Reporting Use this report to obtain a graphical overview of compliance expressed in
Compliance by percentages.

Destination

(Percentage)

Reporting Use this report to obtain a graphical overview of compliance grouped by
Compliance by reporting destination.

Grouped Destination

(Count)

Reporting Use this report to obtain a graphical overview of compliance grouped by
Compliance by reporting destination expressed in percentages.

Grouped Destination

(Percentage)

Reporting Use this report to obtain a graphical overview of compliance for a given
compliance by reporting group. This report shows how many reports were assigned to a

Responsible Group  particular reporting group, that were submitted before the due date/ on the due
date/ after the due date.

Reporting Use this report to view a detailed listing of submitted as well as outstanding
Compliance Listing - reports for the selected cases and reporting destinations. The listing is grouped
Detail by destination; subtotals and compliance % are provided for each destination

along with an overall total and total compliance %.
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Report Title

Description

Reporting
Compliance Listing -
Summary

Reports Out of
Compliance Listing -
Detail

Reports Out of
Compliance Listing -
Summary

Reports Out of
Compliance with

Use this report to view a summary listing of submitted as well as outstanding
reports for the selected cases and reporting destinations. The listing is grouped
by destination; subtotals are provided for each destination along with
compliance percentage.

Use this report to view a detailed listing of all reports that were past the due
date for the selected cases and reporting destinations. The listing is grouped by
reporting destination; subtotals are provided for each destination apart from the
overall total.

Use this report to view a summary listing of all reports that were past the due
date for specific destinations. The listing is grouped by reporting destination;
subtotals are provided for each destination apart from the overall total.

Use this report to view a listing of late reports along with the details of the
workflow states where they exceeded the maximum allotted time.

Delayed Workflow
Detail

Configuration Reports

The following table describes each Configuration Report.

Report Title

ETL Log Argus to Staging
Incremental

ETL Log Staging to Mart
Incremental

ETL Log Summary

Listing of Licenses by Family and
Product

Listing of Product by Family and
Licenses

StudyConfiguration
Workflow Configuration by State

Workflow Configuration by
Transition

Reporting Rules Configuration

Description

Displays the ETL Log for the latest Argus to Staging ETL Incremental
Process.

Displays the ETL Log for the latest Staging to Data Mart ETL Incremental
Process.

Displays the ETL Summary for all the ETL Processes.

Obtain an overview of defined licenses grouped by families.
Obtain an overview of defined products grouped by families.

Obtain a listing of configured Studies.

Obtain a listing grouping the workflow states listing the incoming and
outgoing states.

Obtain a listing of the configured transitions sorted by From and Use the
following procedure to states.

Obtain a listing of configured Reporting Rules.

General Reports

The following table describes each General Report.

Report Title Description

Audit Review Listing This report provides a listing of case information in tabular format relating to
adverse event, listedness, seriousness for Novartis suspect products, used to
support internal audit.

Case Count By This is a report for tracking the origin of all notifications.

Reporter Type

Case Narrative
Listing -English

This report is a narrative overview list of all cases per drug per report type with
international and local narratives
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Report Title Description

Case Narrative This report is a narrative overview list of all the cases per drug per report type with
Listing -Multilingual international and local narratives

Case Origin Listing This report is a listing to track the origin of all case notifications.

CIOMS II Line This report prints the standard CIOMS II Listing report for all cases of the case
Listing series.

CIOMS Report This report prints the standard CIOMS I report for all cases of the case series.
Clinical Medical This report provides a listing of serious clinical trial events grouped by study ID.

Review List

Detailed Line Listing This report is a listing of case details (suspect drugs, concom drugs, events,

by Case Number outcome, indication, narrative, demographics, relevant history) grouped by study
number, center number, patient number and sorted by case number. Used to
support data reconciliation process.

Detailed Line Listing This report is a listing of case details (suspect drugs, concom drugs, events,

by SOC outcome, indication, narrative, demographics, relevant history) grouped by SOC
and sorted by SOC to support medical review, analysis and documentation. This
listing is used widely and often provided to internal and external customers.

Downgraded Reports This report obtains a listing of downgraded reports.
Listing

Literature Listing This report provides an overview including case number with literature reference
and case details.

Lot Number Listing - Use the following procedure to investigate a correlation of events for a certain lot
Detail number (Listing).

Lot Number Listing - Use the following procedure to investigate a correlation of events for a certain lot
Summary number (Summary).

MSE Review List For This report lists the basic case information(events, suspect drugs) - grouped by
Non Serious SR MSE (based on MSE-Drug responsibility configuration) to assist MSE in weekly
review of non-serious SR and unrelated CT cases

MSE Review List for  This report lists the basic case information(events, suspect drugs) - grouped by
Unrelated CT MSE (based on MSE-Drug responsibility configuration) to assist MSE in weekly
review of non-serious SR and unrelated CT cases

Relevant Medical This report is a listing of all relevant histories for the selected cases.

History listing

SAE Clinical Trial This report is a listing of case concomitant medication details - sorted by case
Co-Medication number. Used to assist medical investigation.

SAE Clinical Trial This report is a listing of case details(events, demographics, study details, treatment
Detail Listing details) - sorted by case number. Used to assist medical investigation.

SAE Clinical Trial This report is a listing of case laboratory tests - sorted by case number. Used to
Laboratory Test assist medical investigation

SAE Clinical Trial This report is a listing of case current conditions, family history, past medical

Medical Conditions  history - sorted by case number. Used to assist medical investigation.

SAE Clinical Trial This report is a listing of case narratives and study details - grouped by protocol

Narratives number and sorted by case number. Used to assist medical investigation.

SAE Clinical Trial This report is in tabular data of number of distinct cases and receipt date range,

Project Overview create date range flags - grouped by protocol number, study number, report type.

Simple Line Listing  This report is a listing of key case information - grouped and sorted by case number

by Case Number to provide high level overview and quick review.

Simple Line Listing This report is a listing of key case information - grouped and sorted by SOC of

by SOC primary event, drug, and case number to provide high level overview and quick
review.
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Report Title Description

Study Reconciliation ~ This report provides a data-set to enable reconciliation between Argus and the
Report company clinical database.

US FDA MedWatch  Prints the standard US FDA MedWatch 3500A report for all cases of the case series.
3500A

Management Reports

The following table describes each Management Report.

Report Title Description

Case Load History by Listing of the number of pending cases for given workflow states by Day
Day

Case Load History by Listing of the number of pending cases for given workflow states by Month
Month

Case Load History by Listing of the number of pending cases for given workflow states by
Quarter Quarter

Case Load History by Listing of the number of pending cases for given workflow states by Week

Week

Case Load History By Listing of the number of pending cases for given workflow states by year
Year

Case Processing Obtain a listing of processing time per case and workflow state including
Times Listing the time to lock and closure of case.

Case Routing History Detailed listing of all states a case has been routed to.

Case Seriousness Obtain a listing of cases by seriousness grouped by country of origin.
Distribution

Case Seriousness Obtain a graphical representation of cases by seriousness grouped by
Distribution country of origin.

Graphical Summary

Case Versions Obtain a summary tabulation of follow-ups processed.

Processed

Case Volume by Listing to show the volume of cases that were received over a certain time
Reporter Type period. Used to pick out trends in reporting sources.

Case Volume History Use the following procedure to obtain an overview of case volume by

- Initial and specified time period and broken down by initial vs. follow-up reports.
Significant

Follow-ups

Case Volume History Use the following procedure to obtain an overview of case volume by

- Product - All specified time period and broken down by key indicators (Product - All
Company Suspect Company Products)

Products

Case Volume History Use the following procedure to obtain an overview of case volume by
- Product - Primary  specified time period and broken down by key indicators (Product -
Suspect Products Primary Suspect Only).

Only

Case Volume History Use the following procedure to obtain an overview of case volume by
(Reporter Type) specified time period and broken down by key indicators (Report Type).

Case Volume History Use the following procedure to obtain an overview of case volume by
(Seriousness) specified time period and broken down by key indicators (Seriousness).
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Report Title

Description

Case Volume History
split by Initial and
Follow-up

Case-Load

Case-Load Listing

Cases by Reporter
Type Tabulation

Delayed Workflow
Listing by Case

Delayed Workflow
Listing by Workflow
State

First and Last
Reporter Contact

Follow-up Status
Listing

Listing of Cases due
for Lock

Listing of Cases Late
for Lock

Open Action Items
Listing
Product Tabulation

by Site and Case
Source

Receipt Latency of
Cases by Site - Initial
and All Follow-ups

Receipt Latency of
Cases by Site - Initial
and Significant
Follow-ups

Receipt Latency of
Cases by Site and
Country of Origin

Received AE Reports
by Protocol

Report Volume
History

Reports By Causality

Reports by Country

Reports by Month

Use the following procedure to obtain an overview of case volume by
specified time period and broken down by initial vs. follow-up reports.

Obtain a graphical representation of cases in each workflow state.

Obtain a listing of the number of cases received and processed per
workflow state for a given time period.

Use the following procedure to compare the number of cases from each
reporter type.

Obtain a list of cases where the max time has been exceeded.

Obtain a list of cases where the max time has been exceeded.

Obtain a listing of case details including first and last contact from the
reporter (Initial receipt and most recent follow-up date) for each case.

Obtain a listing of cases requiring follow-up and the status of those cases.
Obtain a listing of cases that due for lock

Obtain a listing that displays case work state milestones and lead times for
workflow as well as minimal case information.

Obtain a list of cases with open action items by responsible group.

Obtain a summary that lists the number of cases by site and product
(Ingredient) by Report Type with totals.

Obtain a listing of latency from initial receipt date to central received date
for initial and follow-up reports.

Obtain a listing of latency from initial receipt date to central received date
for initial and follow-up reports.

Obtain a listing of latency from initial receipt date to central received date
for initial and follow-ups, broken down by country of origin.

Obtain a line Listing of all cases received grouped by Protocol Number
(Study ID).

Listing to show the volume of reports that were submitted over a certain
time period broken down by reporting destination.

Graph of number of reports processed grouped by case causality to verify
workload, productivity. The counts show the number of case locks (initial or
follow-up) with initial or follow-up information during the report period.

Graph of number of reports processed - grouped by country of incidence
and sorted by descending counts to verify workload, productivity. The
counts show the number of case locks (initial or follow-up) for cases
originating from that country during the report period.

Graph of number of reports processed - grouped by month and sorted by
numeric month to verify workload, productivity. The counts show the
number of case locks (initial or follow up) in that month.
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Report Title Description

Reports By Product ~ Graph of number of reports processed - grouped and sorted by descending

Family counts to verify workload, productivity. The counts show the number of
case locks (initial or follow up) where the primary suspect is in that Drug
Family during the report period.

Reports by Report Graph of number of reports processed - grouped by report type; such as

Type Spontaneous Report, Clinical Trial(non-PMS), PMS, or Literature. The
counts show the number of case locks (initial or follow-up) during the
report period.

Reports by Graph of number of reports processed - grouped by case seriousness to

Seriousness verify workload, productivity. The counts show the number of case locks
(initial or follow-up) during the report period.

Reports by Year Graph of number of reports processed - grouped by year and sorted
chronologically. The counts show the number of case locks (initial or
follow-up) in that year.

Total Case WorkLoad Obtain a listing of total number of cases in the system.

by Site

Total Case Workload = Obtain a listing of total number of cases in the system grouped by site and

by Site and COI - Init.
and Sig. Follow-ups

Total Case Workload
by Site and COI -
Initial and All
Follow-ups

Total Case Workload
by Site Graphical
Summary

Workflow
Monitoring Report

Workflow Report - 3
months

Workflow Report - 4
quarters

country of origin.

Obtain a listing of total number of cases in the system grouped by site and
country of origin.

Obtain a graphical overview of the total number of cases in the system
broken down by seriousness.

Obtain a listing that displays case workflow milestones and lead times for
workflow as well as minimal case information.

Counts based on Groups over 3 month periods, based on a selected date
range.

Counts based on Groups over 4 quarters, based on a selected date range.

Pharmacovigilance Reports

The following table describes each Pharmacovigilance Report.

Report Title

Description

AE Count Tabulation
Age Group Vs.

Gender

Aggregate Diagnosis
Listing

Annual Product
Review

Case Listing

Case Listing with all

This report is a summary tabulation that displays a count of events and breaks
them down by causality.

This report is an analysis of relationships between two or more attributes.

This report is a summary of the event counts by Diagnosis and broken down
by seriousness and listedness.

This report is a listing of all cases for a drug family grouped by primary
suspect drug, SOC and sorted by drug, SOC to review cases potentially
associated with quality compliant or lack of efficacy.

This report is a case listing of cases with key Pharmacovigilance data elements
for spontaneous cases.

This report is a case listing of cases with all regimens and events for

Regimens and Events spontaneous cases.
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Report Title Description

Clinical Case Listing  This report is a case listing for clinical cases

Clinical Trial This report captures the Table of event count grouped by selected MedDRA

Causality levels (SOC,HLGT,HLT,PT), administered drug, event causality to support
medical investigation. Case counts for selected MedDRA levels and
administered drug is also included

Clinical Trial This report is required to tabulate the causality assessments for each occurring

Causality Tabulation PT.

Count of Serious This report provides an overview of serious related cases over a given time

Related Cases by period.

Product

Data Quality This report provides a graphical summary of case data quality for the

Indicator following key data elements

(Alphabetically by

Quality Indicator)

Data Quality This report provides a list that contains the cases that contributed to the data

Indicator Listing value as the graphical report

Data Quality This report provides a graphical summary of case data quality for the

Indicator (Ascending following key data elements.

Order of Count)

Death Cases This report provides the listing of cases with death details, event details where
the patient has had a fatal outcome - grouped by SOC.

Dechallenge and This report provides the Line Listing for Dechallenge and rechallenge

Rechallenge Listing  information

Dosage Frequency This report captures the frequency of dosing for a particular product to see if

Tabulation there is an increase in frequency of various AEs.

Dose Formulation This report captures the relationship between dosage formulation and events

Product Relationship for a given suspect drug.

Duration of This report captures the table of event counts categorized by time to onset -
Treatment until Event grouped and sorted by event.

(Time to onset) per

Event

Event (PT) Vs Age This report is required to analyze relationships between two or more attributes.
Group

Event (PT) Vs Daily  This report is required to analyze relationships between two or more attributes.
Dose

Event (PT) Vs This report is required to analyze relationships between two or more attributes.
Duration of

Treatment Until

Event

Event (PT) Vs Gender This report is required to analyze relationships between two or more attributes.

Event (PT) Vs Report This report is required to analyze relationships between two or more attributes.
Type

Event Term This report is required o identify the frequency of events in descending order,
Frequency Listing by grouped by SOC, HLGT, HLT, or PT.

HLGT

Event Term This report is required to identify the frequency of events in descending order,
Frequency Listing by grouped by SOC, HLGT, HLT, or PT.

HLT
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Report Title Description

Event Term This report is required to identify the frequency of events in descending order,
Frequency Listing by grouped by SOC, HLGT, HLT, or PT.
PT

Event Term This report is required to identify the frequency of events in descending order,
Frequency Listing by grouped by SOC, HLGT, HLT, or PT.
SOC

Event Vs Daily Dose  This report is required to analyze relationships between two or more attributes.
Event Vs Report Type This report is required to analyze relationships between two or more attributes.
Event Vs. Age Group This report is required to analyze relationships between two or more attributes.

Event Vs. Duration of This report is required to analyze relationships between two or more attributes.
Treatment Until

Event
Event Vs. Gender This report is required to analyze relationships between two or more attributes.
Fatal Case Listing This report is required to obtain a listing of cases with fatal seriousness criteria.

Fatal/Life-Threatenin This report is required to obtain a listing of cases with fatal or life-threatening
g Cases Listing seriousness criteria.

Frequency Listing of  This report is a table of event counts - sorted by descending event count
Events frequency to help support labeling or package insert review.

Gender Group by This report is required to capture the Gender Group by Age Group
Age Group

MedDRA SOC-PT This report is required to capture the Table of event, case count categorized by

group report type, report type, event seriousness, causality - grouped and sorted by preferred
event seriousness, term to support medical analysis.
causality

MedDRA SOC-PT This report is required to capture the Table of event, case count categorized by
Group by Age Group chronological Age group - grouped by preferred term to support medical
analysis.

MedDRA SOC-PT This report is required to capture the Table of event, case count categorized by
Group by Daily Dose Daily Dose bands - grouped and sorted by preferred term to support medical
analysis

MedDRA SOC-PT This report is required to capture the Table of event, case count categorized by
Group by Gender gender - grouped and sorted by preferred term to support medical analysis.

Product and Disease  This report captures the concomitant medications and underlying disease
Listing

Product Interaction This report is a summary tabulation that displays a count of the incidence of

Tabulation other products involved in cases.

Quick Signal This report captures the event-reporting rates that might suggest a possible
change in the safety profile of a product.

Seriousness Case This report provides a listing of cases by grouped by seriousness criteria.

Listing

SOC/PT Tabulation  This report compares events based on report type.

(Event Count)

Temporal This report captures a graphical overview of the temporal relationships of the

Relationships dates recorded in the case.

Top 10 Substances This report captures a listing of the top 10 frequent substances occurring in

cases for the specified time period.
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Creating Custom Reports

In addition to the preformatted Standard Reports, Argus Insight provides Report
Writer, Cubes, and Dashboard Indicators tools that let you create custom reports for ad
hoc/special reporting requirements.

Report Writer is used to create a custom report by directly selecting datamart fields
and applying filters on them. The report output can be displayed in various layouts
and can be saved in file formats, such as PDF, XLS, or CSV.

A Cube is a data model that contains multiple dimensions (key reporting elements).
You can observe and analyze the interactions between reporting elements by
performing operations such as nesting, drill, sort, count, and total. Argus Insight
provides five built-in Cubes, pertaining to varied reporting aspects.

Dashboard Indicator reports are configured by the administrator and made available
to users based on their profile. These reports pull the latest data from the datamart and
provide information on key product performance and workflow efficiency parameters.

The topics that follow explain how to use the custom report tools.
= General Report Writer Information

s Creating a New Report

= Editing Reports

s Changing the Report Layout

= Saving and Accessing Saved Reports

General Report Writer Information

In this version of Argus Insight, Report Writer utilizes the features of Cognos® 8 Query
Studio to let you create custom reports by directly selecting datamart fields and
viewing the result (report output) on the fly. The Report Writer interface provides a list
of database fields organized in a tree structure. Use the following procedure to create a
report, expand the trees corresponding to the required database fields and select the
fields to be displayed as columns in your report.

Once you have created your report, you can edit the report, change the report layout,
run the report in specific formats, and save the report.
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Note: The report author must ensure to not use those
enterprise-specific values in the report, which will also be shared with
other enterprises.

Creating a New Report

This topic explains how to start Report Writer and create a new report. Use the
following procedure to create a new report.

1. In Argus Insight, select Case Series Reports > Report Writer > New. Query
Analysis starts. In the left frame, the Insert Data menu option is selected.

2. Select the Active Case Series Filter.

Note: Select the Active Case Series Filter before selecting datamart
fields for your report. This prevents Report Writer from querying the
entire datamart and slowing down the report output generation.

Use the following procedure to view the Active Case Series, select
Query Results > Case Series > Active in Argus Insight. If you want to
make another Case Series active, select Query Results > Case Series >
Library in Argus Insight. In the Case Series Library page that appears,
check the Case Series you want to make active and click Make Active.

3. In the left frame, expand the Report Writer control tree. The various datamart
views are displayed.
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Menu m
Insert Data |
Edit Data
Change Layout
Run Report
Manage File
Reportyriter
&/ ReportWriter
{il Activities - Action Items
# §7Q Activities - Case Closure
# {iij Activities - Contact Log
@ il Activities - Routing Log
# {7 Add Info - Notes and Attachments
# {fj Additional Information - References
@ fjj Analysis - Case Assessment
] i_|| Analysis - Comments and Narratives

2

= ﬁ Analysis - Regulatory Reports
# i Case Series

# §7i Events - Death Information

® ﬁ Events - Diagnosis Event

# J7j Events - Event Assessment

@ fi Events - Event Information

@ fiii Events - Hospitalization Info

@ fiji Events - Imputability

@ §J Events - Primary Event

# fj General - Case Classifications
# J7i General - Case Follow-up

@ §i General - General Information
# fj General - Literature Information
# Ji General - Reporter Information
General - Study Countries

# fiji General - Study Information

# §7j MedDRA Dictionary - All SOC

* MedDRA Dictionary - Primary SOC
# il MedDRA Dictionary — SMQ

# J7i MedDRA Dictionary - SSC

|~
£
<

4. Scroll down the list of views so that the Filters folder is visible.

5. Expand the Filters folder. The built in Active Case Series Filter is displayed.
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I+

il Patient - Pregnancy Intormation
il Products - Device

I+

il Products - Device Product Delivery

I+

ﬁ Products - Dosage Regimens
g Products - Drug
§i Products - EU Device

]
gl Products - Primary Suspect Product

I+

[+
[ =]
[ =]

I+
=
=

Products - Ingredients

I+
=
=

[+
=

filil Products - Product Information
il Products - QC CID

filil Products - QC Information

filil Products - Suspect Products

(e e &

il Products - Vaccine History

]

fili Products - Vacdine Prior AE
il Products - Who Drug ATC Code
[ Filters
Bl Active Case Series Filter
" Case Series Filter
? Display Latest Data

[

|

bl

6. Select the Active Case Series Filter.

7. Click Insert. The selected filter appears in the right frame.

8. Select the datamart fields to include in your report.

9. In the left frame, expand the Report Writer control tree. The various datamart

views are displayed.

10. Expand the datamart view tree, as appropriate. The datamart fields corresponding

to the tree are displayed.
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11. Select the datamart fields, as appropriate.

Tip: If your report consists of fields from the Event and Product
tables, it will only display data for those cases where event assessment
has been done. This is because event assessment is the only way of
defining relationship between an event and a product.

12. Click the Insert button. The Report Writer queries the datamart, automatically
executes the query for every field you selected, and displays the data for the
selected fields in the report output area within the right frame. The fields you
selected are displayed as columns in the report output.

|M&“”"EI T fctive Cage Series Fier
= ~ | | Cosethamber | Case | Company | Company | Country | Famdy | tniemal | Intemal | Generic | Marsdfacturer | Wotes | Product | Produst | Produst | Produst
:#m Pregnancy Information ‘nm‘ orug ‘m ‘ Tarna. ‘ Case I ‘mms Natie ‘ a5 Genenc | Name | Type
# il Products - Device Suspect | Code Touseber Reported | Name
o [ Products - Device Product Delvery rocat
19580€000028  Yes REIDAGZ  ‘Wonder WORLD  Wonder 10025101 1 Wander ionder Wonder Wonder Suspect
. :n«ms D500 Regimens o WOALD 2.‘3, Drug Drug MK Drg  Drug
. Products - Drug
. 'F\-oﬁxks EU Davice 19580€000028  Yes RELDAG2 :m’\i! :mg :mda- 10025101 1 ;\:ﬁ&r ;:\:ﬁ*;‘“r ;\Iﬂr ;\Iﬂf Suspact
+ [l Products - Ingredents w0 Py ) T %) 1
3 8 Products - Primary Suspect Product 19606000028 Yes  REIDAGZ Wonder  WORLD  Wonder 10025101 1 Wondar Wonder  Wonder Wonder Suspect
= T Products - Product Information Drug WORLD | Drug - Drx Drug MET Dy Dng
1 case tamber Py
a0
19900€000025  Yes RELDAGE Wonder WORLD  Wonder 10025101 1 ‘Wonder ‘Wonder ‘Wonder ‘Wonder  Suspedt
U Case Primary Suspect Produst [ WORLD | Drug - Drug Drug MET Dy Drug
N company Drug Code Famiy
T Company Product 19E0E000008 Yes  RELOAGZ Wonder  WORLD  Wender 10025101 1 Wonder Wonder  Wonder Wonder Suspect
Drug WORLD  Drug - Drug Drug MKT  Drug Drug
W courary e
IF Name 19580€000028 Yes RELDAGE Wonder WORLD  Wonder 10025101 1 ‘Wonder ‘wonder ‘Wonder ‘Wonder Suspect
Il-'lrf Case ID Drug WoRLD 'l?:ﬂ; Drugy Drug MKT D Drug
) toral Seq e sk 19906000028 Yos  RELDRGZ Wonder WORLD  Wonder 10025101 1 Wonder Wondes  Wonder Wondsr  Suspect
H| seneic name Dug WORLD | Drug - Drug Drug MKT Drg  Drg
T Manufocturer Pty
IW!S od 19960€000028  Yes RELDAGE Wonder  WORLD  Wonder 10085101 1 ‘Wonder ‘Woonder ‘Wonder ‘Wonder  Suspedt
Oy ‘WORLD  Drug- Drug Drug MKT  Drug Drug
< » Famiy
-
Irsert = < e =TT == = ol bl b ~

8| = % ¥ paedown T Battonm

Tip: Select multiple fields as follows:
»  Hold down the CTRL key and select the fields.

= Insert an entire datamart view in your report by selecting the
datamart view entity in the left frame and clicking Insert.

= Drag the field entities to the report output area.

13. Repeat the steps listed above to insert additional fields into the report.

Tip: If you wish to delete a column from the report output, select the
column and click the Delete button on the toolbar.

You can revert or repeat any actions you perform in Query Studio by
using the Undoor Redotoolbar button, respectively.

14. Enter the report title.

15. Click Title above the report output. The Edit Title section appears below the
report output in the right frame.
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Changs Lavouk
Bun Beport
Hanaoe Fie

& [l Patiert - Fregnancy Information.
% [l Produsts - Devies
+ il Products - Device Product Debvery
4 [l Products - Dosage Regmens
3 [0 Products - brug
4 [l Products - EL Device
+ [l Products - Ingredients
% il Products - Primary Suspect Product
= {8 Products - Product Information
1 Case roumber

Title
¥ faties Case Saries Fiter @
CaseMumber | Case | Company | Company | Country | Famdy [ irtemal | Generic | Manfacturer | Notes | Product | Product | Product | Product
Primary | Drug | Product Name | Case D | Sequence = Name as Gareric | Name | Type
Suspect | Code [ Reported | Name
Product |
19960E000028 Yes  RELORGZ Wonder WORLD Wonder 10025101 1 wondar Wonder  Wonder Wonder Suspect
Drug WORLD  Drug Drug Crug_MET  Drug Drug
Fardy
19960E000028 Yes  RELDRGZ Wonder WORLD Wonder 10025101 1 Wondar Wonder  Wonder Wonder Suspect
Drug WORLD  Drug - brug Drug MT Orag  Oryg
Faniy

T T & ¥ paedoen * Eolton

0 Case Primary Suspact Product [ v

W Company Drug Code

W Company Froduct

0 Counry

W Fardy teame

0 imtermal Csse 1D

0 1rternal Sequence thumber

W Geraric Name.

N Manusfacturer

0 totes v

< t]

Insert =%

Spacity what wl appesr st the bop of the repoet and on the first page of prirted copies

Tithe:

Subtitle:

[#] Show fiters
[ Show sorts

oK Cancel

16. Enter the report title and subtitle in the respective text boxes.

17. Click OK. The page refreshes; the titles you entered appear above the report

output.

Using Case Series Criteria and Case Series Name in new Report.

Use the following procedure to generate a report for displaying all the Case Series
Criteria and Case Series Name.

1. Select the Case Series Criteria and Case Series Name objects from the Case Series

class.

2. The Report Writer queries the datamart, to get all the Case Series Criteria and

Case Series Name.
Shange Lavout Title
RunReport
tansge File Case Series Criteria | case Series Name
@Rmt\W:er ~ {Country is equal to UNITED KINGDOM) UK Cases Cases Series
=) Repthnter Country is equal to "UNITED STATES' US Cases Case Series

- {lll Activities - Action [tems
@ fill Activities - Case Closure
- [l Activities - Contact Log
+ {0 Activities - Routing Log
+ il Add Info - Notes and At
@ fill Additional Information -
7] m Analysis - Case Assessr
+ il Analysts - Comments am
H ﬁ Analysis - Regulatory Re
= iﬁ Case Series

W Case series Criveria

l Case Series Name

0 series 1D

ALL Cases
(Report Type is equal to “Spontaneous’)  Spontaneous Case Series

Note: Temp
be displayed.

orary Case Series Criteria and Case Series names will not

Using Case Series C

riteria and Name with Other Objects

Use the following procedure to use the Case Series Criteria and Case Series Name with

other objects.

1. In the left frame, expand the class folders under Report Writer.
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6
7.
8.
9

The dimensions for the class category are displayed.

Scroll down the list of views so that the Filters folder is visible.
Expand the Filters folder.

The built in Active Case Series Filter is displayed.

L emmimuia]
FAiCEER s@x o p TR-HIBRAR-Bo=a™@ §F &kl CIETE IS BEA F N =]
Title
= Vi e Senci P
i
it — ordvinatulewmsyaisnditile sl
Select the Filter.
Click Insert.

The selected filter appears in the right frame.

In the left frame, expand the Report Writer control tree.

10. The various datamart views are displayed.
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Menu

| Insert Data

Edit Data
Change Lavout
Run Report
Manage File

ReportWriter
= [B]Reportiriter
@ J Activities - Action Items
* Activities - Case Closure
@ fijij Activities - Contact Log
# {jl Activities - Routing Log
# {fi Add Info - Notes and Attachments
& {iji Additional Information - References
# i Analysis - Case Assessment
&= ﬁ Analysis - Comments and Narratives
* ﬁ Analysis - Regulatory Reports
# {ji Case Series
& fijl Events - Death Information
&= ﬁ Events - Diagnosis Event
= ﬁ Events - Event Assessment
Events - Event Information
Events - Hospitalization Info
Events - Imputability
Events - Primary Event

B &

General - Case Classifications
) General - Case Follow-up

# fijil General - General Information
# {ij General - Literature Information
# {ifl General - Reporter Information
# fiji General - Study Countries

# il General - Study Information

# i MedDRA Dictionary - All SOC

# il MedDRA Dictionary - Primary SOC
& {ifil MedDRA Dictionary —SMQ

# il MedDRA Dictionary - 55C

Information

[

<

11. Expand the datamart view tree, as appropriate.

12. Select the datamart fields, as appropriate along with Case Series Criteria and Case

Series Name from Case Series class.

Tip: If your report consists of fields from the Event and Product
tables, it will only display data for those cases where event assessment
has been done. This is because event assessment is the only way of
defining relationship between an event and a product.

13. Click the Insert button.
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14. The Report Writer queries the datamart, automatically executes the query for
every field you selected, and displays the data for the selected fields in the report
output area within the right frame. The fields you selected are displayed as
columns in the report output along with Case Series Criteria and Case Series

Name.

BIETTIRE Title

Bun Report i .

Monage Fis T fictive Case Series Fiter
[ patient - Lab Dot A | | caserumber | country | Country of Incidence Case Series Criteria | case series hame |
1 gl Patient - Neonates 2002US000005 UNITED STATES UNITEDSTATES  Country is equal to UNITED STATES' U Cases Case Series
5 5 Patient - Other Relevant Htory 2002US000020 UNITED STATES UNITEDSTATES  Country is equal to UNITED STATES'  US Cases Case Series
& [ Patient - Parent Information 2002US000029 UNITED STATES UNITEDSTATES  Counkry is equal to LNITED STATES' LS Cases Case Series

2002US000032  UNITED STATES UMNITED STATES Country is equal to UNITED STATES' LS Cases Case Series
200305000002  UNITED STATES UMITED STATES Country is equal to 'UNITED STATES' US Cases Case Series
2001USD00011  UNITED STATES UMNITED STATES Country is equal to UNITED STATES' LIS Cases Case Series
200905000002  UNITED STATES UMITED STATES Country is equal to 'UNITED STATES' US Cases Case Series
& ' Products - Dosage Regimens 199905000000 UNITED STATES UNITED STATES Country i equal to 'UNITED STATES'  US Cases Case Series
B . Products - Drug 200205000009 UNITED STATES UMITED STATES Country is equal to UNITED STATES' US Cases Case Series
& ' Products - EU Device 2002Us000012  UNITED STATES UNITED STATES Country is equal to 'UNITED STATES' | US Cases Case Series
B . Products - I Sorts 2002US000015 UNITED STATES UNITED STATES Country is equal to UNITED STATES' LS Cases Case Series
B Products - Primary Suspect Product 200205000017  UNITED STATES UNITED STATES Country i equal to 'UNITED STATES'  US Cases Case Series

- {ill Patient - Patient Information

@ [l Patient - Pregnancy Information
# fill Products - Device

@ [l Products - Device Product Delivery

& [ Products - Product Information 2002US000023 UNITED STATES UNITED STATES Country is equal ko 'UNITED STATES' | LIS Cases Case Series
[ Products - C CID 2001US000004  UNITED STATES UWITED STATES Country i5 equal to UNITED STATES' LIS Cases Case Series
& {58 Products - OF Information 2001US000006  UNITED STATES UNITED STATES Country is equal ko 'UNITED STATES' | LIS Cases Case Series
@ B8 Producks - Suspect Products 2001US000007  UNITED STATES UNITED STATES Country i equal to 'UNITED STATES'  US Cases Case Series
5 {58 Products - Vaccine History 1995US000001  UNITED STATES = UNITED STATES Country is equal ko 'UNITED STATES' | LIS Cases Case Series
# [l Products - Vaccine Prior AE 200205000019 UNITED STATES UWITED STATES Country is equal to ‘UNITED STATES'  US Cases Case Series
5§58 Products - Who Drug Act Code 2002US000021 UNITED STATES UNITED STATES Country is equal ko 'UNITED STATES' | LIS Cases Case Series
= EFiers 2001US000000 UNITED STATES UNITED STATES Country is equal to 'UNITED STATES' | LIS Cases Case Series

T active Case Series Fiter

T Case Series Fiker v

[Insert =, Ape 1, 2009 -1-

Tip: Use the following procedure to select multiple fields, hold down
the CTRL key and select the fields. You can also insert an entire
datamart view in your report by selecting the datamart view entity in
the left frame and clicking Insert.

You can also drag the field entities to the report output area.

15. Select Case Series Criteria and click Create Sections icon.

Change Lavout Title

Run Report )

{anaos i V' Active Case Series Fiter

@ reportiniter # | [ casetwmber | Country | Country of Incdence | Case Series Criteria | Case Series Name

= B reportwriter 2002US000005  UNITED STATES  UNITED STATES Couritry i equal to 'UNITED STATES'  US Cases Case Series
&l Activities - fiction Ttems 2002US000020  UNITED STATES UNITED STATES Courtry &5 equal to UNITED STATES' | US Cases Case Series
+ il Activities - Case Closure 2002US000029  UNITED STATES  UNITED STATES Couritry i equal to 'UNITED STATES' | US Cases Case Series
# BB Activities - Contact Log 2002US000032  UNITED STATES  UNITED STATES Country is equal to UNITED STATES' | US Cases Case Series
+ il Activities - Routing Log 2003US000002  UNITED STATES UNITED STATES Country ks equal to UNITED STATES' U5 Cases Case Series
# §Hll Add Info - Notes and Attachments 2001US000011  UNITED STATES  UNITED STATES Courktry is equal to UNITED STATES' | US Cases Case Series
+ il Addwional Information - References 200905000002 UNITED STATES UNITED STATES Courttry is equal to UNITED STATES' | US Cases Case Series
# Bl Analysis - Case Assessment 1999US000000  UNITED STATES  UNITED STATES Courktry is equal to 'UNITED STATES' | US Cases Case Series
+ il Anslysis - Comments and Narratives 2002US000009  UNITED STATES UNITED STATES Courtry &5 equal to UNITED STATES' | US Cases Case Serles
# [l Analysis - Reguistory Reparts 2002US000012 | UNITED STATES  UNITED STATES Couritry is equal to UNITED STATES'  US Cases Case Series
+ fill Case Senes 2002US000015  UNITED STATES UNITED STATES Courtry &5 equal to UNITED STATES' | US Cases Case Series
# Il Events - Death Information 2002US000017  UNITED STATES  UNITED STATES Couritry i equal to UNITED STATES' | US Cases Case Series
& {ill Events - Diagnosis Event 2002US000023  UNITED STATES  UNITED STATES Country is equal to UNITED STATES' | US Cases Case Series
% [l Evenits - Evert Assessment 2001US000004  UNITED STATES UNITED STATES Couritry i equal to 'UNITED STATES'  US Cases Case Series
% HHll Events - Event Information 2001US000005  UNITED STATES  UNITED STATES Country is equal to UNITED STATES' | US Cases Case Series
+ il Events - Hospitalization Info 2001US000007  UNITED STATES UNITED STATES Couritry & equal to UNITED STATES' | US Cases Case Series
# il Events - Imputabiity 19990000001  UNITED STATES UNITED STATES Courktry is equal to 'UNITED STATES' | US Cases Case Series
+ il Events - Primary Event 200205000019  UNITED STATES UNITED STATES Couritry b5 equal to UNITED STATES' | US Cases Case Serles
%l General - Case Classifications 2002US000021  UNITED STATES  UNITED STATES Courktry is equal to UNITED STATES'  US Cases Case Series
+ fill General - Case Folow-up 2001US000000 UNITED STATES UNITED STATES Courtry &5 equal to UNITED STATES' | US Cases Case Series
+ 0 General - General Information
# {ill General - Literature Information v

Insert =p Apr 1, 2009 1.
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16. The Case Series Criteria displays as header.

Case Series Criteria: Country is equal to "UNITED STATES'

CaseNumber |  Country | Country of Incidence | Case Series Name
1999DEO0ODOOD  UNITED STATES UNITED STATES US Cases Case Series
199905000000 UNITED STATES UNITED STATES US Cases Case Series
199905000001  UNITED STATES UNITED STATES US Cases Case Series
2001Us000000 UMITED STATES UNITED STATES US Cases Case Series
2001US000001 UMNITED STATES UNITED STATES US Cases Case Series
2001Us000002  UNITED STATES UNITED STATES US Cases Case Series
200115000003  UNITED STATES UNITED STATES US Cases Case Series
20015000004  UNITED STATES UNITED STATES US Cases Case Series
200115000005 UNITED STATES UNITED STATES US Cases Case Series
200105000006 UNITED STATES UNITED STATES US Cases Case Series
20015000007  UNITED STATES UNITED STATES US Cases Case Series
20015000008  UNITED STATES UNITED STATES US Cases Case Series
200115000009  UNITED STATES UNITED STATES US Cases Case Series
20015000010  UNITED STATES UNITED STATES US Cases Case Series
2001Us000011 UMITED STATES UNITED STATES US Cases Case Series
200205000000  UNITED STATES UNITED STATES US Cases Case Series
200215000002  UNITED STATES UNITED STATES US Cases Case Series
20021U5000003  UNITED STATES UNITED STATES US Cases Case Series
200205000005 UMITED STATES UNITED STATES US Cases Case Series
200205000006 UMITED STATES UNITED STATES US Cases Case Series

17. Display the Case Series Name as header.
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W Active Case Seties Filter

Case Series Criteria: Country is equal to 'UNITED STATES®

=
=
®

Case Series Name: US Cases Case Series

Case Mumber

Country

Country of Incidence

1999DEOOODDO
199515000000
19991J5000001
200105000000
200105000001
200105000002
200103000003
200105000004
200103000005
200105000006
200103000007
200105000008
200105000009
200105000010
200105000011
200205000000
200205000002
200203000003
200205000005
200203000006

UMNITED STATES
UNITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UMNITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UMITED STATES
UNITED STATES

UNITED STATES
UMITED STATES
UNITED STATES
UMITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES
UNITED STATES

Note: Always use Active Case Series Filter while using Case Series
Criteria and Case Series Name with other objects. As, it may leads to
undesirable results.

Use the following procedure to view the Active Case Series, select
Query Results > Case Series > Active in Argus Insight. If you want to
make another Case Series active, select Query Results > Case Series >
Library in Argus Insight. In the Case Series Library page that appears,
check the Case Series you want to make active and click Make Active.

After you have selected the required datamart fields and generated the output, you
can use the various Query Studio options toedit the report, change the report layout,
run the report in specific formats, and save the report.

Editing Reports

You can access Query Studio's report editing options by selecting the Edit Data menu
option. The report editing options let you control what data appears in your report as
well as how it is formatted, calculated, and sorted. None of the edit operations you
perform are stored in the database.
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This topic only explains the basic report editing operations in Query Studio. For
detailed information, refer to the documentation supplied with the Cognos8 products.

Filtering Data

You can use the filtering option to reduce data in your report. Use the following
procedure to filter your report.

In the report output area, click within the header of the column you want to use to

1.
filter the report output. The selected column is highlighted.
Firsk First Fist Gereric | Inkernal | Internal
Suspect | Suspect | Suspect Marie Case ID | Sequence
Product | Produck | Product Murmber
Group Marne Tarie
Marne withaut
study
all Diabpen  Diabpen  Insight 10029152 1
Products SE -
Eligiblz
for UE
all Diabpen  Diabpen  Insight 10029152 1
Products SE -
Eligiblz
for UE
all Diabpen | Diabpen  Insight 10029106 1
Products Sh
Test CLRE CURE CURE 10025871 1
Product  ALL BE ALL BE ALL BE
Group Capsule  Capsule | Capsule
we we ws
Injection  Injection | Injection
Test CLRE CURE CURE 10025871 1
Product  ALL BE ALL BE ALL BE
Group Capsule  Capsule | Capsule
wa we s
Injection | Injection  Injection
2.

Select Filter from the Edit Data menu options in the left frame. The Filter section

appears below the report output in the right frame. The Show only the following
list displays all the values in the column you selected.
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18 Cognos 8 BI Query Studio - New

GifDEHd@ sBXowo p TE-HIEB 2ER- B = aTE FE
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- Casa ‘Cae Number Cave | Compary | Company | Country Crug Drug | Fomdy | Fust Frst Frst | Geoic | Intemdl | Intemd | Lo
Ferm Pernay | Drug | Prodst Authorization | Type | Mare | Suipedt | Suipect | Suspect | Kame | Case B0 | Sequencn | N
Taks | Suspect | Code Courlyy Proghact | Product | Prosduct Pmber
Harve Froduct Grow | Name | Hame

Hare wathout
Sy
Trsight 58 AMUS-000F Sudy Cuabpen. 1 Disboan AL Distpen Cusbpen Irsight 10039152 1
- Elgtle Do -Farndy  Produets E'S
for L8 Elghie
for g
a Dubcen Duboen Insight 10089152 1 Jﬂ

filter onc [C] Promet every time the report runs
Gereric Name
Conditioe
Show only the following x|
T THHacwa STUGT V. Rl [Code Tt Brcken) -
[Flaigohes
= socdum, Camphes, , Terpines
[FlBegn o gy get _end
[C]C0L TAR, COCONUT OR, SALICRLIC ACID
[C]cure A1 (mG1)

[F]Cure A8 {INGY), Cure A3 (BWGL, Cure Al (INGS), Cure AB{INGA], Cure A (ING3), Cure Al (INGZ), Cure &1 (2461}
[] Cure A8 (INGY), Cure 88 (G2}, Cure A (INGZ) -

(Defauk)
) Agply the fiter b indhvadusl vakues inthe deta source

O Cancel

In the Show only the following list, check the values by which you wish to filter

the report output.

Note:

The Show only the following list may not display all the

values if the list of values is very large. If you cannot find the desired
values to filter on, click the Search for values link and search for the
value by typing the value you are looking for.

If you want the system to prompt you to select the filter values each time you run

the report, check the Prompt every time the report runs checkbox.

If you want the report output to include those records which have a null value (no

value) in the selected filter column, check the Show missing values checkbox.

Click OK. The system refreshes the report and displays the filtered output. The

filter information is displayed above the report output.

Sorting Data

Use the following procedure to change the sort order in your report.

1. In the report output area, click within the header of the column that contains the
values by which you wish sort the report output. The selected column is

highlighted.

2. Select Sort from the Edit Data menu options in the left frame. The Sort section
appears below the report output in the right frame.
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Summarizing Data
You can use the predefined summary options to calculate the total, count, maximum,
minimum, or average of the values in columns of your reports. The summary options
available to you depend on the type of data in the column you wish to summarize. For
example, you can only use the Count option if your column contains text data whereas
you can use total, maximum, minimum, or average options if the column contains
numeric data.

1.
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Select the required sorting option by using the Sort Order option buttons.
Click OK. The system refreshes the report and displays the sorted output.

In the report output area, click the column that you wish to summarize. The

selected column is highlighted.

Select the column to be grouped and click on the Group icon placed in the
grouping menu in the top panel. The selected column is grouped.
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3. Select Summarize from the Edit Data menu options in the left frame. The
Summarize section appears below the report output in the right frame.

4. From the Summary for footers list box, select the required summary option. The
options available depend on the type of values the select column contains.

5. Click OK. The report output displays the column summary at the bottom of the
report. Click the Bottom link to view the footer. If your report is grouped, the
summary values are displayed for each group.
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6. To remove summary information, select the relevant column and click
Summarize. Select None from the summary option list box and click OK.
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Formatting Data in Cells

You can use predefined formats to change the appearance of numbers, dates, and
times in your report. Formatting does not change the underlying data. The following
table describes the various formatting options available.

Format

Description

Default

Text

Number

Currency

Percentage

Scientific

The default format is the format of the report item before any formatting is
applied in Query Studio. Use default to remove formatting.

Use the text format to specify the number of characters that should be visible in
the text string.

Use the number format to change the number of decimal places, to specify
whether to use a thousands separator, to choose different symbols to represent
negative numbers, and to scale large numbers.

You can choose from many world currencies. Use either the currency symbol or
the international code. For example the currency symbol for the eurois and the
international code is EUR. You can also change the number of decimal places,
specify whether to use a thousands separator, choose different symbols to
represent negative numbers, and to scale large numbers.

This format shows a number multiplied by 100, using two decimal places and a
percent sign. For example, 0.7356 appears as 73.56%.

This format shows a number in exponential notation. For example, the number
224,110 is 2.24110E+05 in scientific notation.

Date and Time -You can choose from a list of date and time formats, including the 12 or 24 hour

clock.

1. In the report output area, click within the header of the column that you wish to
format. The selected column is highlighted.

2. Select Format from the Edit Data menu options in the left frame. The Format
section appears below the report output in the right frame.

3. Select the data format from the Category list box, as appropriate. The options for
setting the format appear.

4. Set the formatting options, as appropriate.

5. Click OK. The report output is refreshed and displays the formatted data.

Performing Calculations

While the Summary option lets you display calculation results in report footers, the
Calculate option lets you create a new column that displays the calculation results for
one ore more columns. For example, you can perform the following types of
calculations:

» an arithmetic calculation between several columns in a report

= analytic operations, such as maximum, minimum, average, or percentile, in
grouped reports

= percentage operations, such as percentage of total or percentage of difference

= operations on text, such as concatenating text in two columns or abbreviating text
in a column

The type of calculations or operations available to you depend on the type of
information in a column.

Creating Custom Reports  7-16



Creating Custom Reports

1. In the report output area, select the columns on which you wish to perform
calculations. The selected columns are highlighted.

2. Select Calculate from the Edit Data menu options in the left frame. The Calculate
section appears below the report output in the right frame.
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3. From the Operation Type list box select the type of operation you wish to
perform. The operation types available depend on the type of information the
selected columns contain, such as text or numeric.

4. From the Operation list box, select the operator. The operators available depend
on the type of operation you specified.

5. Depending on the operator you selected, additional options may appear in the
Calculate section. Specify those options.

6. Use the New item name option buttons to specify whether you want to the result
column to have a new header title.

7. Click the Insert button in the Calculate section. The report output is refreshed and
displays the calculation result.

Changing the Report Layout

You can access Query Studio's report layout options by selecting the Change Layout
menu option. The layout options let you change the appearance of your reports
without changing the underlying data. For example, you can convert your report into
a chart or group the report into crosstab column headers. You can also group your
report by a specific column, swap rows and columns, or create sections within your

report.
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The sections explain how to use the various report layout options.

| Change Layout

Run Report
Manage File [ Report Agency | Internal Case ID
Chatt... EMEA - PHY 9
EMEA - XML 1
Define Conditional Styles... [AF] BR (CE) 50
A4 Change Font Styles... LAFT M (3CM) 49
[ change Border Styles... [HA] AT (GSK) 107
Reset Font and Border Styles [Hé] BE (BPY) 104
ooly Template. . [HA] CA (TPD) 73
[HA] CH (IKS) 33
Edit Title Area... [HA] DE (EFArM) 125
Set Web Page Size... [HA] DK {MEH) 103
Set Paqge Breaks [HA] ES (FES) 105
= [HA] FI {(MEH) 102
@ Group [HA] FR (FMA) 132
5 Bivat [H&] GB (MCA) 112
o tnaroup [HA] GR (NDOD) 63
| Create Sections [HA] HU (NIP) 102
Swap Rows and Columns [HA] IE (IME) 101
B Collapse Group [HA] IT (MDS) 102
B> Expand Group [HA] IP (MHLWY) 215
[HA] LU (D3) 102

Note: This topic only describes the basic layout operations in Query
Studio. For detailed information, refer to the documentation supplied

with the Cognos 8 products.

Creating a Chart

Use the Chart option to graphically see patterns and trends in data. Charts can only be
created for reports that contain measures (numeric values). Use the following

procedure to create a chart from a report.

1.

While your report is displayed, select the Chart from the Change Layout menu
options. The Chart section appears below the report output in the right frame.
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| banace Fio | | Report Agsncy | Irtemal case 1D
m Chart,, EMEA - PHY 9
EMEA - XML 1
B Cofine Condtionsl ez, [#F) 8 (3B} B
[AF] Mec (3M) 49

E] Chenos Border Stviez.., =

Chart type: [[] Show the vahses on the chart

O None

Show the Tollowing in the report:
(®) Chart and table

(0 Chart cely

® | Coumn v

Standard Stacked

M g

100 Percerk Stacked 3D Axis

Use the Chart Type list box to select the type of chart you want to create. For
example, column, pie, radar, and so on.

Check the Show the values on chart checkbox if you wish to display the measure
value in the chart.

Use the Show the following in the report option buttons to specify whether you
want the output to display only the chart or both chart and table.

Click OK. The report output refreshes. The chart is displayed.

[‘ Change Layout ]

Run Report
Manage File

[l chat...

A4 Change Fort Svies...
[E] Change Border Stvles..,

] w0 Rows and Cobmns

Internal Case 1D

g8
B =
z 3

[HA] CA (TPD,
[HA] DE (BfArM
[HA] ES (FES
[HA] E (IMB

3

[ Report Agency | internal Case 10 |
EMEA - PHY 9
EMEA - 3ML 1
[AF]ER (3CB) 50
[AF] o (M) 9
[HA] AT (GSK) 107

z 2 ¥ pagedown = Bottom

[HA] IP (MHLW.
[HA] Lv (O
[HA] NO (SLK
[HA] PT (CNF
[HA] US (FDA,

Tip: The legends are displayed at the bottom of the screen.

Grouping by Row Headings
Use the Group option to reorder the rows of a selected column so that identical values
appear together. Grouping also suppresses display of duplicates. You can group only

those columns that contain text data or numeric data that is not a measure. Use the
following procedure to group a report
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1. In the report output area, click within the header of the column that contains the
values you wish to use to group the report. The selected column is highlighted.

| Case Murnber | Internal Case ID | Internal Sequence Mumber | Report Agency | Reporting Affiliate |

1998DEQODDOS
1998DEOOODOS
1938DEQODDOS
1998DEOOODOS
1998DEQODDOS
1998DEOOODOS
1998DEQODDOS
1998DEOOODOS
1938DEQOODOS
1998DEOOODOS
1998DEQODDOS
1998DEOOODOS
1938DEQODD0S
1998DEOOODOS
1998DEQODDOS
1998DEOOODOS
1938DEQOODOS
1998DEOOODOS
1998DEQODDOS
1998DEOOODOS

10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101
10021101

10413701
10413901
10414101
10414301
10414501
10414701
10414901
10415101
10415301
10415501
10415701
10415901
10416101
10416301
10416501
10416701
10416901
10417101
10417301
10417501

[HA] LS (FDA)
[HA] US (FDA)
[HA] JP (MHLYW)
[HA] IP (MHLW)
[HA] GE (MCA)
[HA] DE (BFArM)
[HA] FR (FMA)
[HA] SE (MP&)
[HA] LY (DP)
[HA] LU (DS}
[HA] ES (FES)
[HA] BE (BPY)
[HA] NE (DCBG)
[HA] DK (NBH)
[HA] IT (MDS)
[HA] HU (NIP)
[HA] MO (SLK)
[HA] FI (NEH)
[HA] IE (IME)
[HA] AT (GSK)

LNITED STATES
UNITED STATES
JAPAN

JAPAN

UNITED KINGDOM
GERMANY
FRANCE
SWEDEN
LATYIA
LUXEMBOURG
SPAIN

BELGILIM
METHERLAMDS
DENMARK
ITALY
HUMNGARY
MORWAY
FINLAMND
IRELAKD
ALUSTRIA

2. Select Group from the Change Layout menu options in the left frame. The system
refreshes the report and displays the grouped output.

[ Reporting affiiate | Case Number | Internal Case ID | Internal Sequence Number | Report Agency |

AUSTRIA

1998DE0D000S
19980E0D000Y
19980E000010
19980E000011
19980E000012
19980E000013
1998DE000014
19980E00001S
1998DE000016
19980E000017
1998DE000018
19980E0D0019
19980E000020
19980E000021
19980E0000Z2
19980E000023
1998DE000024
19980E00002S
1998DE000026
19980E000028

To Ungroup a Report

To ungroup a report, select the grouped column and select Ungroup from the Change
Layout menu options.

10021101 10417501
10021301 10466501
10021501 10462501
10021701 10455701
10021501 10453101
10022101 10449101
10022301 10442501
10022501 10438501
10022701 10433101
10022501 10421501
10023101 10404501
10023301 10396501
10023501 10392701
10023701 10388901
10023%01 10386301
10024101 10382301
10024301 10378301
10024501 10374301
10024701 10370301
10025101 10365501

[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK
[HA] AT (GSK
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)
[HA] AT (GSK)

)
)
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Creating Crosstab Reports

A crosstab report shows a measure at the intersection of each row and column. This
type of report is useful when you need to display a large amount of data in a small
area. For example, if a report shows Country as columns, Products as rows, and Case
Count as the measure, the value at the intersection of each column and row shows the
count of cases for that product and that country.

Note: You cannot create crosstab reports directly in Query Studio nor
does Query Studio permit you define measures. Use the following
procedure to create sophisticated reports, such as crosstab reports, use
the Cognos 8 Report Studio tool. The steps that follow explain how to
create a crosstab report by performing the "Count" operation on each
cell of the Case Number column to convert it into a measure. You can
use this method to create similar crosstab reports in Query Studio.

Tip: To create a crosstab report using the Count operation

1. Select the following datamart fields to include in your report.
= General - General Information > Case Number
= General - General Information > Country of Incidence
s Product - Product Information > Product Name

2. The Report Writer queries the datamart, automatically executes the query for
every field you selected, and displays the data for the selected fields in the report
output area within the right frame. The fields you selected are displayed as
columns in the report output.

un Regort T ctive Case Seris Fier
Manage Fie

T ey (oo e [comty o T
W Case Number 19990€000000  UNITED STATES Cure A1
T Case Primary Suspect Product 199505000000  UNITED STATES Test Drug 1
W company Drug Code 19995000001  UNITED STATES Cure All
T Company Product 2001U5000000  UNITED STATES Algohesl
N country 2001US000001  UNITED STATES Cure All
T Famity Name 2001US000002 UNITED STATES  Cure &l
W internal Case 1D 2001US000003  UNITED STATES % - 22 US vs PLACEBO
T intermal Sequence Number 2001US000004  UNITED STATES Flunofmore
W Generic Name 20015000005  UNITED STATES MR
0| Manefacturer 200105000006  UNITED STATES Cure All
0 votes 20015000007  UNITED STATES Cure Al
W Product as Reported 2001U5000007  UNITED STATES Nausinot
T Product Generic Name 2001US000007 | UNITED STATES Painocide 40 mi syringe
W Product Name 200105000008 UNITED STATES Cure Al
W Froduct Type 2001US000009 UNITED STATES Cure Al
' Protocol Followed 2001US000009  UNITED STATES Painocide Linknown
T sort Order | | 2001US000010 UNITED STATES Cure Al
W study Drug |  2001US000011 UNITED STATES Cure Al
W study orug # 2001US000011 | UNITED STATES Wonder Drug

W) WHO Drug Code o | Zo02usooooon UNITEDSTATES  Cued

3. Convert the Case Number column values into counts.
4. Select the Edit Data menu. The Edit Data menu options are displayed.
5. Select the Case Number column by clicking within the column. The Case Number

column is highlighted.

Summarize the Sections in the Report
Use the following procedure to summarize the sections in a report.

Creating Custom Reports  7-21



Creating Custom Reports

1. Select the Summarize option from the Edit Data menu. The Summarize section
appears below the report output.

2. Click the Advanced link in the Summarize section. Additional options appear.

|mms | e Cace Srinc
TV e | Cace ke | Covrtry cf Tncrdence | Prodaut Hane
Cporkine Fibers... 1S9SDENONON0  UNTTET STATES Curw sl
8 sat.. 15900000 | UKITEE STATES Test brug |
I samakw.. 19955000001 UNITED STATES Core Al
o Eomnal Data... OIE0000 UMITED STATES  Agchesl
B ccase., SEOIASO0000T | LHETED SFATES Cae Al
Custor Geou Z0IUS000002 LMITED STATES  Cure s
O0WIM0O0) UNITED SFATES - 2205 vi PLACEBO
4% Dl Jowin 2001US00000H  LMITED STATES Furcescee
& (i JOIB0UN0S LMITED STATES  MMR
B Galo..
= 2 ¥ bagndoen = fotom
] Eemme=s
é o Set o botals or other Sumaries.
B e - 5
¥ ki Sumemary for cels:
WY L Courk -
L )
11 Summary for facters
Taotal ~
o =]

3. Select Count from the Summary for cells list box.

4. Select Total from the Summary for footer list box.

5. Click OK. The report output refreshes. The Case Number column now shows the
case count for each row.

Change Lavout
fun Regort T active Caso Sres ey
T Fiker... | Case Number | Country of Incidence | Product Name
Combine Fiters... 4 UNITEDSTATES  Algoheal
8 sort.. 30 UNITED STATES  Cure Al
I Summarge.. 2 UNITED STATES Flunamore
% FormstDats... 2 UNITEDSTATES  MMR
Cakculste... 2 UNITEDSTATES  Nausinot
Define Custom Groups. .. 2 UNITED STATES Painocide 40 ml syringe
2 UNITEDSTATES  Painocide 20 mil syringe
o Drl Down 3 UNITEDSTATES  Painocide Unknown
S Drllp 2 UNITED STATES TYLENOL
B coTo.. 1 UNITED STATES Test Drug 1
Reneme Colum Heading 11 UNITEDSTATES  Wonder Drug
2 UNITEDSTATES  X-22US
T3 2 UNITEDSTATES - 22USvs PLACEBO
@ Paste 65
K Delete
Y Undo
€ Redo

Convert to a Crosstab Report
Use the following procedure to convert to a Crosstab report.

1. Select the Change Layout menu. The Change Layout menu options are displayed.
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| Change Layout

Run Report
Manage Fie

B
-
(]
=
@

@

| Group

Bivot

Lngroup

Create Sections

Swiap Rows and Columns

Collapse Group
Expand Group

B75¢ el

7 aci ios £

| Case Number [Cwﬁvoflrﬂdm:e]

Product Name

4 UNITED STATES Algoheal
30 UNITED STATES Cure Al
2 UNITED STATES Flunomore
& UNITED STATES MR
& UNITED STATES Mausinot
2 UNITED STATES Painocide 40 ml syringe
& UNITED STATES Painocide 20 ml syringe
3 UNITED STATES Painocide Unknown
2 UNITED STATES TYLENOL
1 UNITED STATES Test Drug 1
11 UNITED STATES ‘Wonder Drug
& UNITED STATES X-22U5
2 UNITED STATES X - 22 US vs PLACEBO
65

2. Select the Country of Incidence column in the report output. The column is
highlighted. The values of the selected column will appear as columns in your

crosstab report.

3. Select the Pivot from the Change Layout menu options. The report output
refreshes. The crosstab report is displayed.

| Change Layout

Creating Sections in the Report

UNITED STATES Summary

W Active Case Series Filker
Manage File
Chart... Case Number
MMR. 2 2
B Define Conditional Styles... TYLEMOL 2 2
A4 Change Font Styles... Algoheal 4 4
[ Change Border Styles... Cure Al 30 30
Reset Font and Border Stvles Nausinat 2 2
Apply Template... Flunomore 2 2
X-22U5 z 2
Edit Title Area... Test Drug 1 1 1
Set Web Page Size... Wonder Drug 11 11
Set Page Breaks Painocide Unknown 3 3
= ¥ - 22 US vs PLACEBO 2 2
roup
'__ ) Painocide 20 ml syringe 2 2
A pivot - .
= Painocide 40 ml syringe 2 2
@ Ungroup
o= Summary 65 65
1 Create Sections
Swap Rows and Columns
'E" Collapse Group
'E',f Expand Group

Use the Create Sections option to group your report into section headings. The section
headings are based on the values within a column you select.

1. In the report output area, select the column you wish to use for creating sections.
The selected column is highlighted.
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‘ Change Layout

Run Report
Manaqe File

Define Conditional Styles. ..

Change Font Styles. ..

-\
[ change Border Stvles...
Reset Font and Border Stvles

fpply Template...

Edit Title Area...
Set Web Page Size...
Set Page Breaks

Unaroup
Create Sections

Swap Rows and Columns

Bl 0 0 0

Collapse Group
Expand Group

%7 [

W Active Case Series Filter

| Case Number | Country of Incidence Product Name
1223DEO00000  UNITED STATES Cure all
19295000000 UNITED STATES Tesk Drug 1
192905000001  UNITED STATES Cure All
200105000000  UNITED STATES Algoheal
200105000001 UNITED STATES Cure all
200105000002 UNITED STATES Cure all
20015000005 UNITED STATES % =22 US vs PLACEED
200105000004 UNITED STATES Flunomore
200105000005 UNITED STATES MMR,
200105000006 UNITED STATES Cure Al
200105000007 UNITED STATES Cure all
200105000007 UNITED STATES Mausinok
200105000007 UNITED STATES Painocide 40 ml syringe
200105000008 UNITED STATES Cure Al
200105000009 UNITED STATES Cure all
2001US000009  UNITED STATES Painocide Unknown
200105000010 UNITED STATES Cure all
200105000011 UNITED STATES Cure All
200105000011 UNITED STATES Waonder Drug
200205000000 UNITED STATES Cure all

2. Select Create Sections from the Change Layout menu options. The report output
refreshes. The report is grouped into sections.
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| Change Layout

Run Report
Manage File

E

Chart...

87

Define Conditional Styles. ..

Change Font Stvles. ..

Change Border Styles...
Reset Font and Border Styles

H @

apply Template...

Edit Title Area...
Set Web Page Size...
Set Page Breaks

W Active Case Seties Filker

Case Number: 1999DEODOODDO

| Country of Incidence | Product Mame |
UMITED STATES Cure all

Case Number: 199905000000

| Country of Incidence | Product Mame |
UMITED STATES Tesk Drug 1

Case Number: 1999US000001

| Counkry of Incidence | Produck Mame |

UNITED STATES Cure all

Case Number: 2001U5000000

@i Group
™ Pivot | Country of Incidence | Product Mame |
@ Unaroup UNITED STATES algoheal

- Create Sections

N Case Number: 2001US000001
Swap Rows and Columns

| Country of Incidence | Product Mame |
Collapse Group UMITED STATES Cure Al
mg Expand Group

Case Number: 200105000002

| Country of Incidence | Product Mame |
UMITED STATES Cure all

Swapping Rows and Columns

The Swap Rows and Columns option in the Change Layout menu lets you
interchange rows and columns in a crosstab report or a chart based on a crosstab.
However, this option does not let you swap rows and columns in a list report.

Swapping rows and columns is useful in situations where a crosstab report has few
rows and many columns.

Use the following procedure to make the report shown above easier to read, you can
select the Swap Rows and Columns and interchange rows with columns.

If there are multiple rows or columns in a crosstab report, the outermost rows become
the outermost columns, and the outermost columns become the outermost rows.

Running the Report in Specific Formats

Query Studioprovides you many options to run or preview a report. You can access
Query Studio's various run and preview options by selecting the Run Report menu
item. Select the desired option to run the report.
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o Lenk L Events Information
|_fun Report - ~ .
[b pupsan sipas Casahmber | Courkryof Incidencs | ProdtMame | SudyOrug# | Cass CrestionTme | Case Serc
1] Previsss with Umied Dat 1999DED00000  UNITED STATES  Cure &l [ 01-Jan- 1993 0TS0 PN o
W Previees vith tio Dt 1999US000000  UNITED STATES  TestOrug 1 o 1930 1999 05490 PM o
1FFUS000001  UNITED STATES Cure &l o 19-Janr 1997 05:50:0 P No
v DPEFE 2001USO000G) | UNITED STATES Hgehesdl 0 19302000 1103088 Ne
fomuds FEF antonn. 2001USD00001 | UNITED STATES: Cire &1 0 02-34-2001 11:04:0PM ez
it E Z001US000002 UNITEDSTATES  Curel 0 242001 11:07:0PM  Yes
Y OB Form 2001US000003  UNITED STATES X - 22 US ws PLACERO o O5-fuag-2001 11:15:0PM  Yes
Lo Ok el i bt Z001USO0004 | UNITED'STATES  Fhunomare o 294032001 11:260PM | No
Sy 0 Pt Z001USO00005 UNITED STATES  MMR [ 09-5e0-2001 11:35:0FM o
Yo 0P Foumal W0IUSO0006 UNITEDSTATES  Cure Al 0 185002001 L14S:0FM  Yes
——— 2001USO0000T UNITEDSTATES  Cure &1 o 10-Dec-2001 121110 AM No
Z001USO0000T UNITEDSTATES | Nausinet o 10-Dec-2001 12:11:0AM No
2001US000007 UNITED'STATES  Painoode 40w syrnge 0 10-Dec-2001 1Z:11L:0AM | No
2001US000008  UNITED STATES Cure &l (1] OFOut-2000 12:20:0 AM  Yes
2001USO0000Y UNITEDSTATES  Cure &l [ 13Dec-2000 1250 AM  Yes
2001US000009 UNITEDSTATES  PancodsUrknown 0 130462001 121790 AM | Y3
2001USO00010 UNITEDSTATES  Cure &1 o 27-Dec-2001 1ZAT0AM | Yes
2001US000011  UNITED STATES Cure &l (1] Z9Dec-2001 12:55:08M No
Z001USO00011 | UNITEDSTATES | Wionder Drug o 29-Dec-2001 12:55:0AM  No
200205000000 UNITEDSTATES  Cure Al [ 02-Ja0-2002 12100 AM | Yes
Mow 14, 2006 -1-

¥ Pmodown T Goltom

The following table describes the various Run Report options available in Query
Studio.

Option Description

Run with All Data Select this option to run the report using the full datamart. Running a
report with all data can take a long time. If you plan to make several
changes to a report, you may run the report by selecting the Preview
with Limited Data option to limit the rows of data that your report
retrieves.

Preview with Limited Select this option to preview the report by retrieving limited data from
Data the datamart. The report output has a torn border at the top and bottom
of your report.

Preview with no Data Select this option to preview your reports with no data. The system
displays junk characters in the report and the datamart is not queried at
all.

View in PDF Format  Select this option to save a snapshot of your report data in PDF format.
Select Specify PDF Options to set the display options for the PDF
output.

View in Excel Single  Select this option to save a snapshot of your report data in a single
Sheet Format datasheet in XLS format.

View in Excel Format Select this option to save a snapshot of your report data in XLS format.

View in CSV Format  -Select this option to save a snapshot of your report data in comma
separated values (CSV) format.

View in XML Format -Select this option to view list reports in XML format. You cannot view
charts or a crosstab reports in XML format.

Saving and Accessing Saved Reports

Use the Manage File menu option to save the reports you create by using Report
Writer. You can save your reports in either Personal or Public folders. The reports you
save are not a snapshot of the data displayed in the report output. Instead, the system
stores the specific set of instructions (datamart fields you select) for extracting data
from the datamart when you run the report. For example, if you run a report that you
saved a week ago, the data in the report reflects any changes in the datamart as a result
of the ETL process.
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fhn e | Events Information

w. T ative Case Series Fiter

Manage File ]

[ tiewReport [ Cosetumber | Country of Incidence | ¢ [StudyOrug # | Case CrestionTme | Case

H s 1999DE000000 UNITED STATES  Cure Al 0 01-130-1999 07:55:0PM  No

Save As.. 199905000000 UNITED STATES  TestDrug 1 o 193201999 05:49:0PM  No
199905000001 UNITED STATES  Cure A 0 19-3a0-1999 0S:50:0PM  No

Repot Definkicn... 001US000000 UNITED STATES  Algoheal o 15-3-2001 11:03:0PM Mo

2001US000001  UNITED STATES  Cure Al 0 02-34-2001 11:04:0PM  Yes
Z001USD0NZ UNITEDSTATES  Cure Al 0 24-8u9-2001 11L07:0PM Yes
2001US000003 UNITEDSTATES  X-22USvsPLACEBD 0 05-Aug-2001 11:15:0PM Yes
2001US000004 UNITEDSTATES  Fhunomore 0 29-Aug-2001 11:26:0PM No
2001US000005  UNITED STATES MMR 0 09-5ep-2001 11:35:0PM  No
2001US000006 UNITEDSTATES  Cure Al 0 16-5ep-2001 11:45:0PM  Yes
2001US000007 UNITEDSTATES  Cure Al 0 10-Dec-2001 12:11:0 &AM No
2001US000007 UNITED STATES  Mausinct 0 10-Dec-2001 12:11:0 &AM No
2001US000007 UNITEDSTATES  Painocide 40l syrings 0 10-Dec-2001 12:11:0 &M No
Z001USD00008  UNITED STATES  Cure Al 0 07-0ct-2001 12:20:0AM  Yes
001US000009 UNITED STATES  Cure Al 0 13-Dec-2001 12:39:0 AM Yes
2001US000009 UNITEDSTATES  PainocideUnknown 0 13-Dec-2001 12:39:0 4M  Yes
001US000010 UNITED STATES  Cure Al 0 27-Dec-2001 12:47:0 M Yes
2001U5000011  UNITED STATES Cure Al ] 29-Dec-2001 12:55:0AM  No
2001US000011 UNITEDSTATES  ‘Wonder Drug 0 20-Dec-2001 12:55:04M No
200205000000 UNITEDSTATES  Cure Al 0 02-180-2002 12:10:04M  Yes

The sections that follow explain how to save reports and access saved reports.

Saving Reports
Use the following procedure to save a report.

1. Select the Manage File menu option in the left frame. The options for saving the
report appear.

2. Select the Save from the Manage File menu options. The Save As section appears
below the report output in the right frame.

Hﬁu“:flc |] [ Case Mumber | Country of Incidence | Product Name | Study Drug # |
LA 1999DE0D0000  UNITED STATES Cure All o
() HewReport 195905000000  UNITED STATES Test Drug 1 0
B save
=7 &F ¥ B =
R saved Bagedown = fottom
Reoor Dafeti... e
Specify a name and location for this entry. You can also specify a description and screen tip.
Name:
Description:
Screen tip:
Location:
Public Folders > Report'Writer
oK Cancel

3. Enter the report name in the Name text box.
4. Enter the report description in the Description text area.

5. In the Screen tip text box, enter the screen tip text that should appear when a user
points at the report in the Report Writer interface.

6. Select a Location option button to specify the location where the report needs to be
saved:
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= Select the Public Folders > Report Writer option button if you want all users
to be able access the report

= Select the My Folders option button if you wish to save the report as a

personal document.

Saving a Report in a New Folder
Use the following procedure to save a report in a new folder within Public Folders >
Report Writer or My Folders

1. Select the Select Another Location link. The Select a Location section appears.
2. Select the Public Folders or My Folders tab and click the New Folder link.

3. Specify the name, description, and screen tip for the new folder and click Finish.

fun et | pese [ Country of Incidence ProductName | Study Drug #
Manage File ]
| UNITED STATES  Cure Al o
D) tiewRepot 1990US000000 | UNITED STATES  TastOrug L o .
H = ¥ Pagmcosn = Batton
& MA," = : =

Report Definition,,

find where you want to place the entry, Sexch
@ [ Cognos > My Folders

Entries: - -

Name ®

No entries.

e Folder

4. Click OK to save the report in the location you specified.

Accessing Report Writer Library

The reports you save can be accessed from the Report Writer Library. Use the
following procedure to open the Report Writer Library, select Case Series Reports >
Report Writer > Library in Argus Insight. My Folders is the default location that
appears when you open the Report Writer Library. All the reports you save as personal
documents are listed in the My Folders location.

Entries: |1 -2 o
] Name & Modified ¢ Actions
O N EventInformation ansivss November 15, 2006 120312 M B N B 08 ore...
[ N eveots Information November 15, 2006 12:03:39 AM I b N B C more...

To view the reports saved as public documents select the Public Folders tab. You can
navigate the public folders and display the desired report.

To run the saved report, check the checkbox next to the report name and click the Run
icon . If there are any filtering prompts associated with the report, they are displayed.
Specify the prompt values and click OK to view the report output.

You can edit a saved report by clicking the report name. The report opens in the Query
Studio interface. After you edit the report, you can save it by another name by using
the Save As option in the Manage Files menu.

Using SMQs in Report Writer

If a user selects an SMQ, all the cases based on that SMQ are displayed. The following
section explains how to use SMQs in report writer.
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Using SMQs

Use the following procedure to use SMQs in report writer.
1. Go to Case Series Reports > Report Writer > New. The following window is
displayed.

1BM Cognes § B Ouery Studio - few
IfDEHB s @Ko b TR-HZB R Ee2aT3 8 &b o (s WA B T oL AE-aD
Title

. Selectandnsert Rems from the wes t f i the recart.
# [Elreseranzar o can ok dhag anl thop e nko the repart

Ut el 0 smect i e
g gt e hecings 1 access eommerly s achisns

e o et

Izert b

N

2. In the left frame, expand the Report Writer control tree. The various datamart
views are displayed.
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Menu m
Insert Data |
Edit Data
Change Layout
Run Report
Manage File

Reportiriter
= [B]Rreportwriter

@ JJj Activities - Action Items

# fiij Activities - Case Closure

# Jjj Activities - Contact Log

# JJj Activities - Routing Log

# {iii] Add Info - Notes and Attachments
# {ij Additional Information - References
# {iij Analysis - Case Assessment

] i-|| Analysis - Comments and Narratives
# fii§ Analysis - Regulatory Reports

# fiij Case Series

# {iij Events - Death Information

# {iij Events - Diagnosis Event

# Jjj Events - Event Assessment

# {iij Events - Event Information

# fiiij Events - Hospitalization Info

& Jjg Events - Imputability

# {iii Events - Primary Event

# [ General - Case Classifications

(&

* i-|| General - Case Follow-up

) i-|| General - General Information

) i-|| General - Literature Information
= i-|| General - Reporter Information
= i-|| General - Study Countries

= i-|| General - Study Information

& {j MedDRA Dictionary - All SOC

= i-|| MedDRA Dictionary - Primary SOC
#{ij MedDRA Dictionary - SMQ

#{iji MedDRA Dictionary - SSC

< i |

[»
€3

Information

3. Under Events - Event Information, either double-click Event SMQ (Broad) or
drag-and-drop it to the right pane.
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184 Cognas B BI Query Studia -
e i@ sB¥xon b TH-HIEBGGR-EHao *aTEFE
[ tnsert ata B
b [Font v |Ste ¥ A B I U AP 4@
£ Data N
Chanos Lyeot Title
, . .
Evert 54 (Broad)
W] Evene sengamras x| =
] e Seicusness Test {B) Prognancy complc stiors (S0}
rT——— {5 Akathusia (M)
B Evene 573 {Narrow) B )
" , malgrant
Event Soet Crder
= :m R {B) Gastrontwstingl premabonant dmordars (SHQ)
i E""‘ R"" M‘P ” ) Bk e Ehecrbetic everks, vencus (340
e
i :m " :"‘Migm {B) Acutn central respar story depresson (SMQ)
venk T
W Evert Witherawal Reaction . 5
[l f"’"“" Case 0 [B) Packirsn-tha epes (S
= ;;“’::"“ﬂ‘ e (B) Chelestasis aeed Jauecion of hagutic crigh (5G]
e of i
(B) Argiemdersa (SM43)
Rislatied Study Conduct Reported
[l hly o B} Linkpaeia (5943
= :;“;:':"' {B) Peripher al evropattny (SMO)
B o oaez {B) Dryigadanria (SMQ)
e (B) Evavis someticaly reperted a8 skcohokeelsbed (M0}
e B) Haerrerhiages (340}
(B) Systermic ks erythamatons (M)
= $::E: (B) Carcine arehepthesias (3)
B
¥ wopater
¥ Lo paten
¥ o pates
¥ o oateln
¥ o oaten
¥ wooaterz
B o rumeen
B o een
B o reena -
« >
irsert = 21, 2010 -1- 307:22 &M
indormation - Event 540 (Broad) &l - -

4. Perform a similar operation as shown in the above step for Event SMQ (Narrow).

5. Under Events - Event Information, either double-click Case Number or
drag-and-drop it to the right pane. This displays all the case numbers that
correspond to the selected SMQ.

Using Case Annotations

The term Case Annotation means the addition of notes to a case. An annotated case
makes for better understanding about the case, due to the presence of notes added to
describe anything relevant and important about the case.

Users can annotate cases within a case series as shown in the first row of the Notes

column below.

Name ; category Description

Testng--Datasheet [Pramacoviglance ¥ |Testng-Datasheet

Choose Elements 1-21121 | B
Case Number () Report Type () Primary Company Product () Primary Event () seriousness Criteria () Outcome () Notes

g,‘ 19990E000002 RCP Cure ALINV Fatigue FM Fatal @ 'm T

1 1 SPT Cure AL MKT Resprratory faiure FH Death due to @ o7z

@] 200105000002 SPT Cure AILMKT Hepatic faiure FH Fatal @ 1088
200105000003 RCT X -22US vs PLACEBO Hepatic falure FHLT Death due to @ 1087
200205000000 sPT Cure ALMKT Preumonia NOS. MFH Death due to @ 1070
200205000007 RAT Painocide_MKT Hepatc fakure FH Death due to @ 1076
200205000010 OTH MMR_MKT Hepatic faure. FOULT Death due to @ 1079

The Annotate option for a case allows you to add a Note field for the respective case.
This note is saved with the case series, and gets copied to a new case series if the case
series where it was created is also copied.

While entering the notes, ensure that you do not exceed 200 characters. The note is
then added through a context menu.

The created note remains with a case if the case series has been subsetted. Once
entered, a note is saved for the case series. This means that you do not need to
explicitly save a case series to save the note entered in it.

This note is applicable for the case in only the same case series where it was saved. It is
not applicable even for the same case, if the case is in a different case series. This note
also gets exported to Microsoft Excel when the Export to Excel functionality is used.
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As shown in the following image, notes of a case series are retained when the case
series merges with another case series. The text in the header "Notes from this series
will be preserved in the merged case series" also displays the same.

CASE SERIES MERGE Active Query Name: Verma QBE Makers

Active Case Series: <MNot Saved >

Case Series # (Notes from this series will be preserved in the merged case series) | Case Series 52
=

898 Case Number exists
0 US CASES

an0 US CASES
Case Number exists Case Number exists
Ol = US (nsight)

€Ol = US (nsight)

A note can be frozen along with a frozen case series. Therefore, you cannot edit, add,
or delete a note in a frozen case series. Similarly, if a user can access a case series, its
corresponding notes can also be accessed and vice versa.

To use notes in Advanced Conditions, go to Case Series > Cases > Case Annotations.
This field is a free hand text type field and supports single select only.

This Note is not available in Argus Safety and does not impact the case series there.
Using Case Annotations

Use the following procedure to use case annotations in report writer.

1. Go to Case Series Reports > Report Writer > New. The following window is
displayed.

IBM Cogros 8 BI Guery Studio. - liew

Ifncadm s @Xxon b THE-HXIB SR B PET3E & o % [see WA B P U B E- AE

Ut from the e to f i the recart.
chog and dhu e fhe et

1 [Rfreper sanier

Ui el o sebct il s 1 e e et
Rg-chdk ragr e hancings 0 accass conmarly e acins.

Tgart wb|

I -

2. In the left frame, expand the Report Writer control tree. The various datamart
views are displayed.
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Menu m
Insert Data |

Edit Data

Change Layout

Run Report

Manage File

[ Reporturiter A
= [B]Rreportwriter

§ Activities - Action Items

i Activities - Case Closure

§ Activities - Contact Log

j Activities - Routing Log

i Add Info - Notes and Attachments

i Additional Information - References

i Analysis - Case Assessment

i Analysis - Comments and Narratives

i Analysis - Regulatory Reports
j Case Series

i Events - Death Information

§ Events - Diagnosis Event

j Events - Event Assessment

i Events - Event Information

i Events - Hospitalization Info
i Events - Imputability

j Events - Primary Event

i General - Case Classifications

i General - Case Follow-up

i General - General Information

i General - Literature Information

i General - Reporter Information

i General - Study Countries

i General - Study Information

i MedDRA Dictionary - All SOC

i MedDRA Dictionary - Primary SOC
i MedDRA Dictionary — SMQ

i MedDRA Dictionary - SSC 9|

3. Under Case Series, click Case Annotation.
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IBM Cognos 8 BI Query Studio - New

Menu

Insert Data

Edit Data
Change Lavout
Bun Report
Manage File

A B I U & E M

RepartWriter

= [Ereportiinter
[

Activities - Case Closure

sctvhiss - Contact Log

Analysis - Case Assessment
Analysis - Comments and Narratives
Analysis - Reaulatory Reports

Case Series

[H] case series Criteria

[ Case Series Name:

[ series I

Events - Death Information
Events - Disgnosis Event
Events - Event Assessment
Events - Event Information
Events - Hospitalzation Info
Events - Imputabiity

Events - Primary Evert
General - Case Classiications
General - Case Fallow-up
General - General Information
General - Literature Information
General - Reporter Information

General - Study Countries

General - 5

Select and insert tems from the tree to il in the repart,
Vou can also dhag and drop ikems into the repart.

Use Ctri+lick to select muliple items in the tree or report
Fight-click report item headings to access commorly-used actions,

4. Click Insert. This displays all the case numbers that correspond to the selected

SMQ.

1BM Cognos 8 BI Query Studio - New

Menu

AbhD S

@ s BXoo p TE-EZ

%5 B I &

Insert Data

Edit Data

Change Lavout

Fun Repork
Manage Fie

B I

S —

U S-E- 4@

Title

TR Reportwrier
= [Elreportwrier
Activities - Action Ttems

i Activities - Case Closure

il Activities - Cortact Log

i Activiies - Routing Log

f Add Info - Hotes and Attachments
i Addtional Information - References
i Analysis - Cass Assessment

i Analysis - Comments and Marratives
f Analysis - Regulstory Reports
 Case Series

[W] case Series Criteria

(W] Case Series Name.

[l Series 1D

[l case Annatation

Events - Death Information

il Everts - Disgnosis Evert

il Everts - Evert Assossment
il Everts - Evert Information

il Everts - Hospitalization Info
i Events - Imputabily

il Events - Primary Event

i General - Case Classications

i General - General Tnformation

i General - Literature Information
i General - Reporter Information
i General - Study Countriss

»

Case Annotation

2009U5000016_test_bug_3700658

Jul 21, 2010

3:25:00 &M
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Using Cubes

A Cube is a data model that consists of dimensions and measures. The dimensions
represent key reporting aspects in rows and columns headers of the data model. At the
intersection of each row and column (a cell), the Cube shows a measure, such as case,
report, or event count. In this version of Argus Insight, you access Cubes through the
Cognos® Analysis Studio Web Explorer interface. The interface uses a web browser and
provides access to available dimensions and measures.

Using cubes enables you to run complex queries by selecting various datamart fields
as dimensions and display the output on the fly. You can also select the desired
measures. Use the following procedure to display the exact data you require, you can
add filters, add calculations, drill down hierarchical dimensions, and statistically
analyze the measures. Cubes also let you explore the interactions between different
dimensions by letting you nest dimensions.

Argus Insight lets you create demand Cubes (Cubes on the Fly) based on existing
standard Cubes in Argus Insight. The difference between the two types of cubes is-

Standard Cubes: These cubes are built-on the entire database.
Demand Cubes: These cubes are built on only specific case series for the required data.

The structure of a demand Cube is similar to the structure of the standard Cube you
select to build the demand Cube.

The following topics explain how to work with Cubes.
s Cubes Available in Argus Insight

s Creating Demand Cubes

= Saving Cubes Views

= Refreshing Cubes

Cubes Available in Argus Insight

Argus Insight provides five different Cubes grouped in categories to let you analyze
your safety data from Compliance, Management and Pharmacovigilance perspectives.

Category Cube Name

Compliance Submission Statistics
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Management

Pharmacovigilance

Administration Statistics

Clinical Trial Analysis
Medical Analysis

Overdose-Pregnancy-Interaction

The dimensions available in a Demand Cube depend on the type of analysis that the
Cube lets you perform. The following types of measures are available.

Measures

Case Count

Case Version Count

Record Count

Event Count

Available in

All Cubes in Pharmacovigilance, Management and Compliance
categories.

Available in Management category, Administration Statistics
Cube.

Available in Compliance category, Submission Statistics.

Available in Pharmacovigilance and Management categories.

The sections that follow describe the various Cubes available in Argus Insight. For
information on executing and working with Cubes, see theWorking with Cubestopic.

Compliance Cubes

The Compliance category consists of the Submission Statistics Cube

File Edit View Settings Run Help

DESE@ XooQ b-B V-I-(5-4- HE-B- G- O

| Rowr. Cohumine.

&Sq.tmﬁm Statistics
#-<f Case Creation Date

5. Reporting Destination
. DomfFron

+ - Inial | Follow-up
+ < Receipt Yeur

*L. Subemession Inckcator
#, Submission Year

=, Study

5L Report Type

. Reporter Type

+-o% Intermediary
+ % FatalLT

5L Case Seriousness
L. Case Cutcome

#- L Case Causality

5L Case Listedness
L Case Listedness Notes

€ fCaseCreationD... v £ Reporting Desti... + "
Case Count '|<urmnﬁod> A B C D F G H I 3 L M e ReportingDestination
= [REREREAENE-ERERERE-RE- N ] 3
o0 0 0 0 0 0 0 0 1 0 0 1
2001 0 1] & 7 s 8 7 s 6 12 s s 14
0020 2 20 18 R 2 18 0 40 18 23 a4
1 [ ] 4 5 1w 9 s 6 12 s S 13
1

Case Creation Date 63 TO 32 59 83 T4 59 63 98 59 33 105

# <= Elapsed Time to Submission (Aware)
# L Elapsed Time to Submission (Generate)
# [EMeasures

Submission Statistics

The Submission Statistics standard cube can be generated only for cases that have an
initial or follow-up date within the last 365 days. The Submission Statistics cube lets
you explore these dimensions:

Case Creation Date Year (YYYY) Quarter Reporting Destination Country of Agency Agency

(Q1,Q2, Q3, Q4) Month
Dom/Frgn Country of incidence Initial / Follow-up Initial Follow-up Significant or
Domestic/Foreign indicator (Country of Not

Incidence = Country of Agency or not)
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Receipt Year Year (YYYY) Quarter (Q1, Q2, Submission Indicator

Q3, Q4) Month (Not-Required /Non-Blank/Blank Submission Date)
Submission Year Month

StudyProtocol Number Study Number Report Type: (SR/LIT/CT/PMS- based on derivation

Center Number rule)

Reporter Type (HCP/Non-HCP/Unknown) Intermediary
(Primary Reporter only)

Fatal /LT: Fatal /LT indicator (Any event with Case Seriousness (Serious/Non-Serious)
Death or LT)

Case Outcome (Died/Improving/...) Case Causality (Related / Not Related)
Case Listedness (Listed / Unlisted / Case Listedness Notes
Unknown)

Elapsed Time to Submission(Aware): Time to Elapsed Time to Submission(Generated): Time to
Submission Submission

Management Cubes
The Management category consists of the Administration Statistics Cube.

File Edit V¥iew Settings Run Help

D@ XoaQ p-B V-I-f6-21- EZ-B- &0 (8

| | Rowws: Columns:
< r . | B
¢ Country of Inci,.. + | & InitialfFollow-,.. -
[ Administration Statistics . u
= Country of Incidence Case Count B Follow-up  Initial | Initial/Follow-up
5. Initial{Follow-up
2. Study C & 0 6
. Report Type F 2 2 4
< Case Seriousness
G 4 1 5
< Case Outcome
-, Case Causality I 3 1 4
<% Case Listedness ] 4 3 7
-, Case Listedness Maotes s 2 3 5
=% Praduct Family 7 - 8 :
4
% Time to Entry
% Time to Central Receipt Country of Incidence 44 28 T2

i+ Time to Lock

i+ Blinding Status

% Site

T Workflow Status

5 Workflow Group

. Case Creation Date
. Receipt Year

. Lock Date

Measures

S ] = ] 2 ] = 1 o g = = s 2 2 s 2 = 2

Administration Statistics
The Administration Statistics cube lets you explore these dimensions:

Case Creation Date Year (YYYY) Country of Incidence: Country of incidence
Quarter (Q1, Q2, Q3, Q4) Month

Initial / Follow-up: Initial Receipt Year Year (YYYY) Quarter (Q1, Q2, Q3, Q4)
Follow-up Significant or Not Month

Study Protocol Number Study Report Type: (SR/LIT/CT/PMS- based on
Number Center Number derivation rule)
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Case Seriousness Case Outcome (Died /Improving/...)

(Serious/Non-Serious)

Case Causality (Related / Not Case Listedness (Listed / Unlisted / Unknown)

Related)

Case Listedness Notes Product Family: Family Name (Primary Suspect
Drugs)

Time to Entry (In days, based on Time to Central Receipt
derivation rule)

Time to Lock Lock Date Lock Year Lock Month

Blinding Status: Unblinded Status  Site: Master owned by Site
(Blinded / Broken by sponsor /

Broken after study / Open Label

Trial / Not Blinded)

Workflow Status Workflow Group Workflow group User Name

Pharmacovigilance Cubes

Pharmacovigilance (PV) Cubes let you perform data mining for cases based on events,
medical history, cause of death, and other key indicators. The Pharmacovigilance
category has three Cubes: Clinical Trial Analysis, Medical Analysis and
Overdose-Pregnancy-Interaction.

Clinical Trial Analysis

The Clinical Trial Analysis Cube can be generated only for clinical trial cases and
enables you explore these dimensions.

Rows: Columns:
: Repatt Type |+ ¢ Country of Inci.,. |+

Case Count I BE D F G I 1 N P 5 U Countryof Incidence
Compassionate Lse 1’000 2 0 00 2 0 3
Non Relsys Study oo o0 1 0000 00 1
Post Marketing Surv. o1 00 1 00000 2
Relsys Study o0 z 1 3 2 00 0 4 12
Relsys Study, Published o0 0 2z 0001 2 0 5
Sponsored Trial oo o0 o0 1 01 00 2 4
Report Type 112|472 |11 |4]|86 29

Initial Receipt Date Year (YYYY) Report Type: (SR/LIT/CT/PMS- based on
Quarter (Q1, Q2, Q3, Q4) Month derivation rule)

Country of Incidence Age Group
Gender Relevant History: Description PT

Events: (all events) SOC HLGT HLT Case Seriousness (Serious/Non-Serious)
PTLLT

Case Listedness (Listed / Unlisted = Case Causality (Related / Not Related)
/ Unknown)

Case Outcome Leading Event/Diagnosis: Diagnosis (Yes/No)
(Died /Improving/...)

Event Seriousness: (Yes/No) Event Death: (Yes/No)
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Event LT: (Yes/No) Event Hospitalized: (Yes/No)

Event Disability: (Yes/No) Event Congenital Anomaly: (Yes/No)

Event Medically Significant: Conservative Event Causality Conservative

(Yes/No) Event Causality (Derived field for the Study
Drug)

Event Listedness Event Listedness ~ Study Drug: (Investigational Products) Family

(for the Administered /Blinded Name Study Number Center Number

Drug and Datasheet with Name

"IB")

Administered Drug Family Name  Drug Type: (Suspect / Concomitant / Treatment)
or "Blinded" <Drug> (Administered
Drug or "Blinded")

Additional Products (only WHO Blinding Status: Unblinded Status (Blinded /
Drugs) Chemical subgroup: ATC Broken by sponsor / Broken after study / Open
Code Pharmacological subgroup: Label Trial / Not Blinded)

ATC Code (ATC Text) <WHO Drug

Name> (Preferred Term)

Treatment Duration - Hours Treatment Duration - Days
Treatment Duration - Weeks Treatment Duration - Months
Treatment Duration - Years Daily Dose Daily Dose

Route of Administration: Route of  Time to Onset from First Dose - Hours
administration

Time to Onset from First Dose - Time to Onset from First Dose - Weeks
Days

Time to Onset from First Dose - Time to Onset from First Dose - Years
Month

Time to Onset from Last Dose - Time to Onset from Last Dose - Days
Hours

Time to Onset from Last Dose - Time to Onset from Last Dose - Months
Weeks

Time to Onset from Last Dose-Years

Medical Analysis

You can generate the Medical Analysis standard cube only for Priority Drugs as
configured by the administrator. The Medical Analysis Cube lets you explore these
dimensions.

DEH@ X0 b-Br 7~I-B- 4 Ez-B- &l OF

- §| indial Rinciegt... v £ Report Type = %

B reccal anabysis
3 :’p’“"”:‘*““’“‘" CoseCount  [|cTies | compassinate Lse | ther M5 Recuitory Autherty  Relsys Study Relsys Sy, Publshed _ Sponscred Tria
ia l::,:f TS| o o o o o 0 H 1
# < Reporter Typs 2000 [ o oo H L] L}
T : T‘"ﬂ_" of resdence 2002 17 z 13 5 3 o 0
: - :‘:‘u 2003 4 1 o 3 1 o o
& e Initial Reclept Date 30 4 2 3 17 4 2 1
%, Rebevant History K| |
Initial Receipt Date Year (YYYY) Report Type (SR/LIT/CT/PMS- based on
Quarter (Q1, Q2, Q3, Q4) Month derivation rule)
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Reporter Type
(HCP/Non-HCP/Unknown)

Age Group
BMI ( as per Derivation Rule)

Events: (all events) SOC HLGT HLT
PTLLT

Case Causality (Related / Not
Related)

DechallengeResult
(Pos/Neg/NA /Unk)

Leading Event/Diagnosis: Diagnosis
(Yes/No)

Event Death: (Yes/No)
Event Hospitalized: (Yes/No)
Event Congenital Anomaly: (Yes/No)

Conservative Event Causality:
Conservative Event Causality

Company Product: Family Name
Product Name

Additional Products (only WHO
Drugs) Chemical subgroup: ATC
Code Pharmacological subgroup:
ATC Code (ATC Text) <WHO Drug
Name> (Preferred Term)

Treatment Duration - Days
Treatment Duration - Months

Daily Dose: Daily Dose

Route of Administration: Route of
administration

Time to Onset from First Dose - Days

Time to Onset from First Dose -
Month

Time to Onset from Last Dose -
Hours

Time to Onset from Last Dose -
Weeks

Time to Onset from Last Dose - Years

Country of Incidence

Gender
Relevant History: Description PT

Case Seriousness (Serious/Non-Serious)

Case Outcome (Died/Improving/...) (Died is a
derived value based on derivation rule)

RechallengeResult (Pos/Neg/NA /Unk)
Event Seriousness: (Yes/No)

Event LT: (Yes/No)
Event Disability: (Yes/No)
Event Medically Significant: (Yes/No)

Event Listedness: BPI Event Listedness (for all
Company suspect drugs and Datasheet with Name
"BPI")

Drug Type: (Suspect / Concomitant / Treatment)

Treatment Duration - Hours

Treatment Duration - Weeks
Treatment Duration - Years

Indication: (for Company Suspect Drugs)
Indication (for Company Suspect Drugs)
Time to Onset from First Dose - Hours

Time to Onset from First Dose - Weeks

Time to Onset from First Dose - Years
Time to Onset from Last Dose - Days

Time to Onset from Last Dose - Months

Overdose-Pregnancy-Interaction

The Overdose-Pregnancy-interaction standard cube can be generated only for cases
where at least one of the following fields is mentioned: Overdose Interaction

Pregnancy Lack of Efficiency.
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Rows: Columns: Context:

¢ Initial Reciept... v ¢ Report Typa v &

Case Count ICTNPMS Compassionate Use  Other  PMS  Regulatory Authority  Relsys Study  Relsys Study, Published  Spor
I ——

1999 0 0 0 1} 0 0 2
2001 9 1] 0 1} S 0 1}
2002 17 2 1 3 9 3 0
2003 4 2 1 a 3 1 0
Initial Reciept Date 30 4 2 3 17 4 2

The Overdose-Pregnancy-Interaction Cube lets you explore these dimensions.

Initial Receipt Date: Case Creation Age Group

Date Year (YYYY) Quarter (Q1, Q2, Q3,

Q4) Month

Gender BMI (As per Derivation Rule)

Relevant History Events: (all events) SOC HLGT HLT PT LLT

Case Listedness: (Listed / Unlisted /  Case Outcome: (Died /Improving/...)
Unknown)

Leading Event/Diagnosis: Diagnosis ~ Event Seriousness: (Yes/No)

(Yes/No)
Event Death: (Yes/No) Event LT: (Yes/No)
Event Hospitalized: (Yes/No) Event Disability: (Yes/No)

Event Congenital Anomaly: (Yes/No) Event Medically Significant: (Yes/No)

Event Outcome (Fatal/Improving/...) -Event Listedness BPI Event Listedness (for all
suspect drugs and Datasheet with Name

"BPI")
Company Product Family Name Drug Type: (Suspect / Concomitant /
Product Name Treatment)

- Additional Products (only WHO Daily Dose Daily Dose

Drugs) Chemical subgroup: ATC Code

Pharmacological subgroup: ATC Code

(ATC Text) <WHO Drug Name>

(Preferred Term)

Indication: (for Company Suspect Route of Administration: Route of
Drugs) Indication (for Company administration

Suspect Drugs)

Time to Onset from First Dose - Hours Time to Onset from First Dose - Days
Time to Onset from First Dose - Weeks Time to Onset from First Dose - Month
Time to Onset from First Dose - Years  Time to Onset from Last Dose - Hours

Time to Onset from Last Dose - Days ~ Time to Onset from Last Dose - Weeks

Time to Onset from Last Dose - Time to Onset from Last Dose - Years
Months

Overdose (as per Derivation Rule) Interaction (as per Derivation Rule)
Pregnancy (as per Derivation Rule) Lack of Efficacy (as per Derivation Rule)
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Working with Cubes

This section provides information about using and executing Cubes. Be aware,
however, that this section only discusses the basic features of Standard and Demand
Cubes. For detailed information, refer to the documentation supplied with the
Cognos8 products.

Refer to the section onCreating Demand Cubesfor detailed information on creating
Demand Cubes

Executing a Cube
Use the following procedure to execute a Cube.
1. In Argus Insight, select Datamart Reports >Cubes > All. The Cubes page displays

all the built-in Cubes in Argus Insight and the Demand Cubes which the group
users have created.

[ ORACLE' |ArGUS INSIGHT At Aggarwal, Wedresday iy 21, 2010 GARGUSNSIGHT)
L rome ] | ] ToETS. ]
Dotamrt Reports
Cubes Active Guery Hame:
Active Case Series: est3
Choose tiements
Hame o Description Last Modified Author . Category 5
D000 ]
[ 1| | | [o0-mmaoon0 ] | v
Admiristration Stabistics Adrmnéstration Statistics A3-JUL-2010 Ovchs Corporation Hanagamart
Ciricai Trnl Anwéysia Canical Trinl Ansbysis 132010 Oracte Corparation Phamacovplance
WSO ANBRSIE Mamcal Anaysis 13-A0-2010 Oricie Corporaton PR OGN
Qvarsase Preonsncy-restaction Overise Pregnarcy-ieractin 13482010 Oracte Coeparaticn Phanmacovsslance
Subemission Stalistics Subomizsion Statistcs A3-A-2010 Ovmchs Corporation Comghance

2. Select the Cube you wish to execute.

3. Click Execute. A separate Analysis Studio Explorer window displays the option to
view the cube in either the Default Analysis or Blank Analysis state.
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File Edit Yiew Settings Run Help I

DEH@| X |p-B | 7R |E=-E

4.

L - | 3

Welcome

®

Blank Analysis Default Analysis

Shaow this dialog in the Future

|| K || Cancel |

Select Default Analysis to view the Cube in the interface similar to the one shown
in the following figure.

I
DOHE Xnmd beBe 7-T-@- 8- B2-8 8@ @F

e P

v -l T (o -

Cane Gt Commcearaine  way o I =
1

=000 a8 =
- = oa oW
Mo oo o

.
L]
£
£
B
sl

et Datr L]
a

b

Tip: Alternatively you can select the Blank Analysis option. This is
useful when you want to select the Cube dimensions and measures
based on your analysis requirements.

The Default Analysis option is helpful when you need to perform
Cube analysis on the default dimensions and measures displayed in
the Cube.

The left frame of the Cognos Analysis Studio Web Explorer window displays the
available dimension categories (reporting aspects) in a tree hierarchy.

The Measures folder in the tree structure contains the available measures for the Cube.
The report output area in the right frame displays the Cube structure, which is similar
to a crosstab report. The dimensions from the first two categories appear as rows and
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columns in the Cube, respectively. Use the following procedure to explore dimensions
from other available categories, you can replace the existing dimensions in the Cube or
nest other dimensions with the existing dimensions. You can also filter the output or
drill down the dimensions in the Cube to display specific data.

The sections that follow explain the basic Analysis Studio Web Explorer options that
let you work with Cubes.

Performing Drill Operations

You can drill-down and drill-up hierarchical dimensions to explore different aspects of
your work and to move between levels of information. You can drill-down and
drill-up multiple levels at a time. When you drill-down on a dimension that groups
other dimensions in a row or column, some information may be removed from the
Cube. For example, in a Cube that shows years and quarters asgrouped dimensions,
drilling down on a specific year removes the redundant years levels.

An example to demonstrate the drill functionality follows.

Use the following procedure to drill down to the next level in a hierarchical
dimension, such as Product.

1. Click in the area between the top-left cell (measure cell) and the first header cell of
the dimension row/column as shown in the following figure.

| Rowsi Cobarmns

<

@Mcdical Analysis A ¢ [nitial Reciept. ., |* ¢ Report Type |»

e Iniial Reciept Date Case Counkt Compassionate Like | Other | PMS | Regulatory Autherity

F- Repork Type

o Listedness o W O 0

[+ % Reparter Trpe 2001 e ] ] ] 5
= : 7]

[+ Country of Incidence

B e Group 2002 B Gatn » H 1 3 4

& B Gender 2003 4 2 1 ] 3

[ ML Initial Reciept Date Jo 4 z 3 1T

¥

. Relevant Hstory i

2. Click the Down a Level icon in the context menu that appears. The Cube output
changes to display the data for all the next level dimensions.

Rows: Colurnns:

H 1999 v ¢ CTNPMS =

Case Count ] CTNPMS
 ————)
1999Q 1 0

1999Q 2
1999Q 3

0
0
19990 4 0
0

1999

3. If the dimension has another lower level, you can drill down further by
performing step 2.

4. While the above steps let you display the data for all the lower levels for all the
products, you may change the reporting focus by only displaying the lower-level
data for a specific product. Use the following procedure to do this, simply click on
the dimension in the Cube output.
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Filtering Data

You can select a dimension to filter a Cube in order to reduce the data displayed in the
Cube output. Unlike thedrilloperation, filtering does not change the existing Cube
layout. Instead, it changes the measure values displayed in the Cube output according
to the dimension you select as the filter. An example follows.

In the Medical Analysis Cube, the default row dimensions are from the Initial
Receipt Date category and the default column dimensions are from the Report Type
category. At the intersection of each row and column dimension the Cube displays the
total Case Count. However, instead of viewing the total Case Count for the existing
dimensions, you may wish to view the Case Counts for a specific country of incidence.

Rowst Calumns:
¢ Initial Reciepk.,.. |+ J ¢ Report Type =
Case Count CTMPMS  Compassionate Use  Other | PMS | Regulatory Authority
1999 o o o o o
2001 9 1] 1] 1] 5
2002 17 2 1 3 9
2003 4 2 1 1] 3
Initial Reciept Date 30 4 2 3 17
Kl

1. While the Medical Analysis Cube is open, the left panel in the Analysis Studio
web browser window lists all the dimension categories available for the Medical
Analysis cube.

File Edit Yiew Settings Run Help |

LDEHig XoonQ PRy V-2l [EZ-BEy &l &

Insertable Objects Rosesl Lo
—— | ¢ Elnitial Reciept.... v #| Repart Type v
cal Analysis J
i .
+ < Initial Reciept Date Case Count CINFMS | Compassonate Lse | Other | A5 | Regulatory Authcrity
* <5 Repot Type
+ o Listedness 1999 o 1] 0 0 0
+ < Repoiter Type 2001 g9 1] u] 0 s
= <% Country of Incidence
_“c"’ 2002 17 2 13 9
\6 = CANEDA ELE + z| 1] 9 :
) cmF Initial Recicpt Date 30 + 2 3 17
¥ GG |
@) oI
B am)
“ cmS
4 cm U

2. Drag and drop Country of Incidence > Canada, from the left-panel into the
Context drop-down list as shown in the following figure.

File Edit View Settings Run Help

DEH@a Xnaq p-B 7-I-fE-4- EZ-B- &-I- Q8

i | Rowst Columns:
| Hom . .
£ Initial Reciept... v ¢ Report Type v
[ medical Analysis ¢ o I P
=
Eft-aE2% Iriial Reciept Dae Case Count |CTNF'MS Compassionate Use  Other PMS | Regulatory Authority
+ % Report Type L
# L Listedness 1999 0 0 0 0 0
+ % Reporter Type 2001 a o o 0 o
=}« Country of Incidence
2002 a o 1 0 1
— e C
== CAMADA 2003 [u] o 1 0 1
[+ cmF Initial Reciept Date (1] 0o 2 2
¥ -G Kl
+ o]
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3. While the layout of the Medical Analysis Cube remains the same, the data in the
Cube output changes to display the measure values specific to the selected
country. Additionally, the Context drop-down displays Canada to indicate that the
Cube output is filtered by the Canada dimension.

4. You can filter the output further by selecting another dimension as the filtering

criterion.
‘ Rows. Columns: Context:
i e ; |
 Initial Reciept... = £ Repart Type = o |-
[T Medical Analysis a b = il
-
i< Initial Rediept Date Case Count CTNPMS | Compassionate Use | Other | PMS | Reguistory Autherty | Re| 7% DSiete 1
& <% Report Type
+ . Listedness 1999 0 0 [ 0 c »
# < Reporter Type 2001 9 0 o o 5 = 4
= . Country of Incidence s »
2002 17 2 13 [
o =mC 1 »
=TT 2003 4 H 1 o 3 5 R
+ cmF Initial Reciept Date 30 4 2 3 17 5 »
5 =mG « u »
)
5 -] Use s "Go To" Parameter
% mms Q Search (Country of Incidence)...
) amy

Removing the Filter

You can eitherresetthe Cube output or click the undo icon or in the Context drop-down
list, right click to view the delete option. For example, to remove the filter described in
the example above, select Country of Incidence>Canada in the Context drop-down
and click Delete.

Conbexk:

ST
s XD—E%E .

= B = =@ mom
* T ¥ v ¥ w w

Use ac "isa To" Parameter

&, Search [Country of Incidence). ..

Replacing Rows and Columns

You may want to replace the existing row or column dimensions with dimensions
from another category to observe the interaction between dimensions from different
categories. Use the following procedure to do this, you can drag a category or a
dimension from the left-panel of the Cognos Analysis Studio Web Explorer window
into the middle of any header cell of the column or row you want to replace. An
example follows.

In the Medical Analysis Cube, the default row dimensions are from the Initial
Receipt Date category and the default column dimensions are from the Report Type
category.
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NEHR Xonoad h-B 7-IE-l3-4- BZ-B- h-l- O F
bl T b Eows! Cokaming
| £ tokial Reciept... = £ Report Type =

I tadee Dhjpects
[Rgreehcnd ariatysis i
+ " Irikial Reciepk Diake

# % Report Type

Case Count CTNPMS  Compasionats Use  Other PME  Regulstory Muthorty  Re

H- o, Listaciness 1559 i} 0 1] 1] o]
+ % Reporter Type 2001 9 0 6 0 5
+ - |

Couriry of tncidence 2002 1 2 1 3 5
# . Age Group
5 Gared 2003 4 z 10 3
# LB Initial Reciept Date | 30 4 2 3 17
4. Redevank History |

Use the following procedure to replace the existing row dimensions.

1. With the Drug Type dimensions, select and drag the Drug Type dimension from
the left panel to the middle of any row header cell in the Cube.

2. The existing row dimensions in the Cube are replaced with the Drug Type
dimension.

File Edit View Settings Run Help

D@ Xonad b-B- 7-I-f5-5- EE-B- &-H- @ ®

| Rows: Coburrna:

't Dbject | 5
ﬁmﬁcd = Combination | .__Rgport Type =
£~ Iriial Reciept Date Case Count CTNPMS  Compassonatese | Other | PMS | Regulatory futhority
4 < Report Type
4 <L Listedness 1999 [} 1] 1} [1] o
# L Reporter Type 2001 9 L] o o 5
- |
# - Country of Incidence 17 2 . 3 5
@ Age Group
. Gander 2003 4 2 10 3
4 L EMI Initial Reciept Date 30 4 2 3 17
4 . Relevant History |
Suspect 29 4 0z 16
# L Events |
# < Case Seriousness ‘Concomitant 3 o 2 1 1
# 5 Case Cousalty Treatment o o 2 o 1
- |
# <%, Case Oubcome Drug Type 30 4 2 3 17
# ot Dechallengs Resuk Al

# <™ Rechallenge Resul

41 <. Leading Event/Diagnosis

# L Event Seriousness

# -« Event Death

# " Event LT

#-<% Event Hospitalized

##% Event Disability

3 <=, Event Congenktal Anomaly
4 <. Event Medicaly Significant
&< Conservative Event Causality

Similarly you can replace the existing column dimensions with other dimensions.
You can also replace the existing row/column dimensions with a single category
from a dimension by dragging the category from the left panel into the middle of a
row /column header cell.

Grouping Multiple Rows and Columns by a Dimension or Category

You can have multiple rows and columns in a Cube by dragging additional entities
(dimensions or categories) from the tree structure into the Cube. When you add a new
entity to a Cube, the output is automatically grouped to let you view data easily. Row
grouping happens by the leftmost row entity and column grouping happens by the
topmost column entity.
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Obtaining a New Row Grouping
Select an entity from the tree structure in the left frame of the Analysis Studio Web

Explorer window and drag it into the left or right edge of the row header area within
the Cube.

The Cube output refreshes to show the grouping depending on the edge of the row
header area where you dragged the new entity.

e

i

Selected Entity Dragged to Left Edge of Row Header Area

iy

Row Grouping Obtained

# 1 Study Certer ID
Selected Entity

Selected Entity Dragged to Right Edge of Row Header Area

Row Grouping Obtained

Obtaining a New Column Grouping
Use the following procedure to obtain a new column grouping.

1. Select an entity from the tree structure in the left frame of the Analysis Studio Web
Explorer window.

2. Drag the entity to the upper or lower edge of the column header area in the Cube.

3. The Cube output refreshes to show the grouping depending on the edge of the
column header area where you dragged the new entity.

B o - = oo
B = w e =

rskoa by Somar
Selected Entity Dragged to Upper Edge of Column Header Area St Bl
dbspeied:

Columnar Grouping Obtained

Selected Entity
L Camaliy b e Cammality: Ve

G Count

i vaoes
Yot Sevos Serious Cane Seriows. Yol Serwuy Sevioss (ase Serioas.
Hheeded 1 2 ] 4 4
broken By breestigalee L 2 L] L] (]
ruken By Sponser T 3 1 e 1
ot e 12 3 [ "
Selected Entity Dragged to Lower Edge of Column Header Area Agrofed: [ 7 " 5 W L]
e S I N N T B

Columnar Grouping Obtained
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Removing a Dimension Row from a Cube
Use the following procedure to remove a dimension row from a Cube.

1. Click in the white space between the top-left cell (measure cell) and the first
header cell of the dimension row.

Rows: Cohamns: Context
Combination v ¢|Report Type|> <"
Case Count CTNPMS | Compassionate Use | Other
[—— e
1999 Properties 0 o 0 0 2 i
| || P save as Custom Set...
sl Il % Delete 0, 0 S 0 0 0
2002 —dm 13 9 3 0 o
2003 T Topor Bottom » ) a 5 . o o
 Eiker 3

Initial Reciept Date J A | 2 3 17 4 2 1
— 4

Suspect o 2 16 4 2 1

| Totals and Subtotals,.. |
Concomitant E S 2 1 1 o 1] o
| & Summarize v
Treatment 2 1] 1 0 1] 1]
X E Caloulate, .,
Drug Type | 2 3 17 4 2 1
Expand Report Type | I
Down a Level

2. In the context menu that appears, click the Delete icon to delete the dimension
row.

Removing a Dimension Column from a Cube 1.
Click in the white space area between the top-left cell (measure cell) and the first
header cell of the dimension column.

2. In the context menu that appears, click the Delete icon to delete the dimension
column.

Creating Charts
You can display a Cube as a chart to graphically see patterns and trends in data.

1. Perform the necessary operations on the Cube to get the desired reporting focus.

2. Click the arrow next to the Chart icon on the Analysis Studio Web Explorer
toolbar. A context menu displays the available chart types.
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Column Chart
Bar Chart

Pie Chart
Line Chart
Pareto Chart

v v vy v v

Colurnn-Line Chart

Area Chart »
Radar Chart »
Point Chart

Show Values on Chart

3. Select a chart type from the context menu, as appropriate. The report output

refreshes; the chart is displayed.

O S
DSH@ Xoa] p-B T-I-E-4- EZ-B &0 @9

BJmedical Analysis
3<% Iniial Reciept Date
3 % Report Type
< Listedness
% Reporter Type
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<. Case Causalty

+% Case Outcome

% Dechallenge Resul

2. Rechallenge Resul

< Leading Event/Diagnasis
. Event Seriousness

. Event Death
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Swapping Rows with Columns

You may want to swap the rows with columns in a Cube that has few rows and many

columns. This improves the readability of the Cube output.

Use the following procedure to interchange rows and columns in a Cube, click the
Swap icon on the Analysis Studio Web Explorer toolbar. If there are multiple/grouped
rows or columns in the Cube, the outermost rows become the outermost columns, and

the outermost columns become the outermost rows.
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Exporting the Cube Output to Specific Formats

You can export the Cube output to formats, such as PDF, XLS, CSV and XML and save
the file on the local machine.

1. Perform the necessary operations on the Cube to get the desired reporting focus.

2. If required, change the Cube layout to a crosstab or chart ,as appropriate .

T

Crosstab
Chark
e (Crosskab and Chart

3. Click Run in the Analysis Studio Web Explorer toolbar. A context menu displays
the available export options.

Run

P RunReport {HTML)
Run Report (PDF)
Run Report (Excel 2000 Single Sheet Format)
Run Report {Excel 2000 Format)
Run Report (Excel 2002 Format)
Run Report {CSY)
Run Report (XML}

Report Opkions...

4. Select the desired run option. The file appears in the selected format in a new
window.
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Changing Measures

The reporting focus of Cubes that have multiple dimensions available can be changed
by replacing an existing measure within the Cube with another measure. For example,
Pharmacovigilance Cubes have both Case Count and Event Count as available
measures. While the default measure displayed in these Cubes is Case Count, you can
replace it with Event Count to change the reporting focus.

1. In the left panel displayed in the Analysis Studio Web Explorer window, select
Measures. The measures available for the Cube are displayed.

Kow: Cohumns: Contast

fnarea..- el 2
Case Count CTNPMS  Compassknste Use Other M5 Reguiatory Authorky Relsys Study | Relsys Study, Published | Sponsored Trisl  Sparkanecs
e [ o o o o 0 H 1
2001 | 9 o o o 5 0 o o
2002 | 17 2 1 3 3 3 o o
2003 | 4 2 1 0 3 1 o o
Initial Reciept Date 30 o 2| 3 17 4 2 1
4 | i

L. Treatment Duration - Months
. Treamenk Duration - Years

. Time to Oret from Last Doss - Months

% Time to Onet from Last Dose - Years

5 [Breasres

L, Case Count:

[LEvent Count o

2 @

2. Click and drag the category required under Measure. Alternatively you can also
right-click the measure in the cross-tab output and select the required option.
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e

Show Values s

ate Use  Other
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38

ChangE Default Measure P‘
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Event Count

3. The crosstab output is refreshed; Event Count is the new measure added to the
Medical Analysis Cube.

(
i Event Seriousness o
. Evert Death
(¥ Event LT
<. Evert Hospitalized
<22, Evert Disability
(¥ Event Congenital Anomaly
[#-e Event Medically Sigrificant
(¥ Conservative Event Causalty
. Evert Listedness

£, Campany Product
(3% Drug Type:
L. additional Products
. Treatment: Duration - Hours
£, Treatmeni: Duration - Days
(s1+5% Treatment Duration - Weeks
<L Treatment Duration - Months
£, Treament Duration - Years
(s} Daily Dose
312 Indication
. Raute of Admiristration
£, Time to Onset from First Dose - Hours
(3152 Time to Orset fram First Dose - Days

< Time to Onset from First Dose - Wieeks
Time to Onset from First Dose - Months

<22, Time to Orsek from First Dose - Years
(3} Time to Onset from Last Dose - Hours
<L, Time to Onset from Last Dose - Days
<22, Time to Orsek from Last Dose - Weeks
(8<% Time b Onset from Last Dose - Manths
(8- Time to Onset fram Last Dose - Vears
= B Measures
[L,Case Count

v

Raws!

f Initial Reciept... i

Columns:

J { report Type I ~

Contert.

Event Count

[<Tues  Compassionate Use  Gther M5 | Regulatory Authoriyy | Relsys Study Relsys Study, Publfied Sponsared Trisl_ Spontaneos

1999

2001
2002

2003

Initial Reciept Date

o 0 o
[ 16 0
15 27 3
[ 8 1
15 51 4

3 z
0 [
o o
0 [
3 2

Modifying a Cube

Use the following procedure to modify a cube.

1. In Argus Insight, select Datamart Reports >Cubes > All. The Cubes page displays
all the built-in Cubes in Argus Insight and the Demand Cubes which the group

users have created.
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ORACLE |ARGUS INSIGHT" At Aggarsesl Wity by 21,2010 ARGUSINSIGHT) WL I
T [ e —
Dalamart Regorts
Cubes Active Query Name:
Active Case Series: test3
Choose Elements [ Sewrch | Ciewr |
Hame o Description  LsstModified . Author - Category. 8
004440000
| I | [ooaw 0000 || | =
Administration Stafistics Administration Stefistics 1302010 Orocle Corporation Management
Clirical Trial Anslysic Cinical Triol Anolysts 1302010 Oracle Corporation Pharmacovigiance
Meical Analysic Medical Anolysis 1302010 Orocle Corporation Fharmacovigiance
o Inferaction Overdo: 1342010 Oracle Corporation Pharmacoviglonce
Submission Stalistics Submission Statistics 1302010 Oracle Corporation Complance

| 1220 | | Modity. [ Permissons | [ Execute | |

2. Select the required Cube and click Modify.

3. The Modify cube interface appears. This interface helps you to capture
information to modify the Demand Cube.

e | Argus Insight - Standard Cube Properties -- Webpage Dialog

Standard Cube Properties
Report Hame Author

|Clinic:al Trial Analysiz | |Orac:|e Corpaoration |
Initial Creation Date Modify Date

[i3-00L-z010 | [r3-Juczomo |
Category

|Pharmacovigilance |

Description:

Clinical Trial Analysis

= Expiration Date informs you about the expiration date of the cube. You are
notified when the expiry date is due and you can save or delete the existing
cube as per preference. This field is visible only for Demand cubes.

= Initial Creation Date captures the date when the Cube was loaded in the
repository for the first time.

= Modify Date captures the date when the Cube was last modified.

= ETL Run captures the date of ETL run on which the case data is based. This

field is visible only for demand cubes. This field is visible only for Demand
cubes.
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= Case Series captures the name of the case series on which the cube was built.
This field is visible only for Demand cubes.

Deleting a Cube
Use the following procedure to delete a cube.
1. In Argus Insight, select Datamart Reports >Cubes > All. The Cubes page displays

all the built-in Cubes in Argus Insight and the Demand Cubes which the group
users have created.

Note: Standard Cubes cannot be modified/deleted.

2. Select the required Cube and Click Delete.

3. The Delete cube confirmation dialogue appears. Click OK to confirm the
operation.

3 Argus Insight - Delete Cube -- Web Page Dialog X

Delete Cube

@ Are you sure you want to delete this cube?

Cancel

Setting Access Permissions

You can set group-level access permissions for the Demand Cubes. This determines
which user groups will be able to view, modify, or delete a Demand Cube.

Note: You can set permissions only on Demand Cubes you have
saved to the system.

Use the following procedure to set Demand Cubes permissions.
1. Inthe Argus Insight page, select the Datamart Reports > Cubes > All

2. Click Permissions. The Permissions dialog box appears. A list in this dialog box
displays the names of all the groups (except the Administrator group) that the
system administrator has created.
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Workflow_Testing
w
Ok ‘ | Cancel

3. Use the list box next to a group name to assign permissions to the group members
on the Demand Cube you have selected. You can select from these options:

Permission Description
No Access (Default)  No group members will be able to access the Case Series

Full Access You can modify/delete/view the Cube

4. Click OK. The system saves the permission settings.

Creating Demand Cubes

Argus Insight lets you create demand Cubes based on existing standard Cubes in
Argus Insight. The structure of a demand Cube is similar to the structure of the
standard Cube you select to build the demand Cube. For more information on
performing operations on Cubes refer to the section onWorking with Cubes.

Demand Cubes are based on a specificCase Seriesinstead of the entire datamart.
Therefore, you can use demand Cubes to analyze a reduced data set based on a
specific Case Series and quickly obtain the desired reporting focus without having to
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drill down or filter data. However, this feature makes the demand Cubes static, which
means that each time the Case Series is modified, you need to delete the demand Cube
and create a new one.

1.

In Argus Insight, select Datamart Reports >Cubes > All. The Cubes page displays
all the built-in Cubes in Argus Insight.

Select the standard Cube using which you wish to create the demand Cube. The
Cube name is highlighted; the Build button becomes active.

Click Build. The Cube Properties dialog box appears.

a Argus Insight - Build Cube -- Webpage Dialog

Cube Properties

Cube Hame: | |
Description:
Case Series: | active Caze Series -
Case Series
Description:
Author Hame:
Building cube
from:
Standard Clinical Trial Analysis
Categony Pharmacovigilance
| Buig cube | | cancel |

Enter the demand Cube name in the Cube Name text box.
Enter the demand Cube description in the Description text area.

Use the Case Series list box to select the Case Series on which you want to create
the demand Cube. The description of the selected Case Series appears in the
associated Description text area.

Click Build Cube. The Cubes - Build dialog box notifies you that the Cube has
been scheduled for generation on the Cognos8 server.

2} Argus Insight - Cubes - Build -- Web Page Dialog | X|

Cubes - Build

@ Your Cube has been scheduled for generation.
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8. Click OK. The Cubes page displays the demand Cube name in grey.

9. When the Cognos8 server generates the demand Cube, the Cubes Generated
dialog box notifies you. After the Cube is generated, you can execute it by
selecting the Cube name and clicking Execute.

Cube Generated
@ Cube-on-the-fly has been generated; Your personal cube

"Medical Analysis 2005" is ready.

Note: The maximum number of cases for creating Demand Cubes is
configured on the List Maintenance items.

Demand Cube Life Span

Demand Cubes have a limited life span on the system. The system deletes the demand
Cube after 14 days (default) from the date of creation. You can configure the
Cube-on-the-fly Lifespan list maintenance item to set the expiration period.

Modify Attribute |

Attribute
CUBE-OH-THE-FLY-LIFESPAH

Value
Key
CUBE_LIFESPAH

Description
The default lifespan (in days) for the cubes crested on | =
he fly based on a case series.

| Ok | | Cancel |

When the demand Cube has reached the expiration date, the system notifies you
through the following dialog box.
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Cube Save - Continue
Cube-on-the-fly has expired: Your personal cube
"Medical Analysis 2005" has expired.

Do you wish to save this cube for another 14 days or
delete now?

| Delete |

At this point, you can either delete the demand Cube or retain it for another 14 days

(default).

Saving Cubes Views

This section describes the procedure to save Cube views (based on the drilled-down

data).
Use the following procedure to save Cube views.

1. Click Datamart Reports->Cubes All to view all the cubes

ORACLE |[ARGUS INSIGHT Wednesday Juby 21,

e I I I |
Datamart Reports:
Cubes ‘Active Query Name:

Active Cose Series: test3
Choose Eiements [Semc J e ]
Mome o Description Last Modified Author
004040000
I o0 ] [ ]

[ —— Admmisraton Siastc: 1302010 Cracle Corporation Mansgemert
Clrical Trsl Anaiysis Curical Tral Ansiysis 132010 racle Corporation Framacovigiance
Wedical Ansysis Wedical Andlyses 1502010 Oracle Corporation Franmscovigiance
Overdose Pregnancyrteraction Overdase Pregrancy-teraction 130200 Gracle Corporation Phammacorsiance
Subnission Sttistics Sumission Statietcs 1302010 Oracle Corporation Conglance

Lerenesn | oy ] | | [permissions | | execuas |

Tip: You can also search for specific Cubes by using any of the search

options displayed on the screen.

2. Select the Cube view that you want to save. The name of the cube is highlighted.

3. Click Execute. The Cognos Analysis Studio web explorer is displayed.
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[ Chinical Trial Analysis
# < Intial Receipt Date
3 < Report Type

[# <™ Country of Incidence
# < Age Group

<% Gender

# <= Relevant History
# < Evenks

# <™ Case Seriousness
[#«™ Case Listedness
# < Case Causalty

et opects ]

o Coluenna:
B e | Gl

CaseCount || CompassionateUse  Literature NonRelsys Study  Gther |
1998 1 1 1 0
1999 o o o 1]
2001 0 o 0 1
2002 2 3 o 3
2003 2 [1] o 3
Initial Receipt Date 5] 4 il

|

4. Perform the desired drill through operation. The cube view is displayed.

. Ragrt Type -
6 P Country of Inciderce
# L Age Group

= Evert Death. -

E

Mo Cobume: Cordust
O e R e [
uameers | ot ] l
I Related o o [ [} o o
1999 Reloted o o LR o o
2001 Relsted o o o 0 o 3
0z Relsted o o 0 1 o 3
003 Related ] ] [ o ]
Titial Receipt Date  pelated ] ] vz ] &

T [

5. From the File menu, click Save. The Save As dialog appears.

Insertable Objects

& < Regort Trpe L]
# o Country of Incidence

# o Age Grong

G

i s

# < Leading Event/Disgnosis

4 Evenk Serusness

= . Everk Doath #

B2 @

] S it

TS R e oo
9 Related o 0 o o o o o
1999 Related o o o 0 o o o
2001 Related o ° o 0 o 3 1
2002 Related ] o oo o 3 3
2003 Related o ] LI o ° o
Instial Receipt Date | pelsted o o o z o &. 4
2

e ]
e =7

Sarve inc il Trd Ay
My Polders
‘@
Names

_' Save Cancel |

6. Select My Folders>CubeViews to save the cube view in the CubeViews folder.
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Tip: If the CubeViews folder is not visible, create the CubeViews
folder by clicking on the create new folder icon.

When naming the folder, do not leave a space between the letters.

7. Enter and save the Name of the Cube view. The Cube view is now saved.

o Recovered
‘ X
Save in: [ cubeviews - et
Public Folders
@ Unchanged
= Unknown
My Folders
m Worsened
) = Leading Event/Diagnosis 8
# <= Event Seriousness
=) <= Event Death v
% @ Clirical TrialView
‘ 2 | Save Cancel

Viewing Saved Cubes
Use the following procedure to view the saved Cube view.

1. Click on Datamart Reports ->Cubes -> Library option. The Cube view name
appears in the list of cubes saved in the library.

Note: Standard Cubes: If the data mart has been updated since the
last saved view, the information displayed within the cube will reflect
the updated data as the view of the Cube is saved.

Demand Cubes: If the data mart has been updated since the last
saved view, the information displayed within the cube will remain
static as it is based on static case series.

The Cube views can only be viewed by the owner or author of the Cube View.

Refreshing Cubes

Although the ETL process updates the datamart on a regular basis, you need to
separately update each Cube after the incremental ETL process is completed. Use A
batch process needs to be set up to update the Cubes installed as part of the Argus
Insight application. The batch process performs the following tasks:

= Updates Cube data- the data in the Cube is updated with the latest data from the
datamart

= Copies the updated Cubes in the backup folder- the updated Cubes are copied
into a backup folder that contains subfolders for each Cube; the backup folder
path is: <Argus Insight Installation
path>\PowerReports\cognos\backup\PPESCubesFor example:C:\Program
Files \Relsys\PowerReports\Cognos\backup\PPESCubes

s Copies the updated Cubes in the published folder - the updated Cubes are copied
into the published folder at this location: <Argus Insight Installation
path>\PowerReports\cognos\PPESCubes For example: C:\Program
Files\Relsys\PowerReports\Cognos\PPESCubes

Individual tasks need to be scheduled to update each Cube. Use the following
procedure to improve the performance of the batch process, make sure that
individual batch execution processes do not overlap with each other.
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Note: Demand Cubes are refreshed sequentially.

Setting up Batch Generation through Task Manager
This section provides instructions for scheduling batch generation using Windows
Task Manager. You must perform this procedure for each of the five Cubes.

1. On the Cognos8 Server, select Start > Settings > Control Panel. The Control Panel
window appears.

2.

| File Edit ‘iew Favorites Tools Help
J J Back r \_) r I’A 7 ) sgarch |r Folders ]
IRQ&BSS |E} Contral Panel
_I\_I;g_ne i | Comments
';ﬂm:a Filter Configures speaker ..,
(_‘)Accessijility Opti,,.  Adjust vour comput. .,
K Add Hardware Installs and trouble. ..
hadd or Remove P...  Install or remove pr...
48 administrative Tools Configure administr...
[!l Adobe Gamma Calibrate monitor fo...
“ Automatic Updates  Set up Windows to ...
“?Date and Time Set the date, time, ...
é- Display Change the appear...
/) Falder Options Customize the displ...
@Fonts #dd, change, and ...
‘@ Game Controllers  Add, remove, and c..,
-j’lnternet Options Configure your Inke. .,
2. Java Plug-in Java Plug-in Control..,
FmKeyboard Customize your key..,
£ypail Microsoft Outlook ...
)Mouse Customize your mo...
‘;Netwurk Connect... Connects to other c...
€ NVIDIA nview De,.. Configure your NVT...
LPhone and Mode... Configure your tele...
%y Power Options Configure energy-s...
© 4Printers and Faxes  Shows installed prin...
@ QuickTime Configures QuickTi...
Q Regional and Lan,,. Customize settings ...
"<y Scanners and Ca...  Add, remove, and c...
[f)scheduled Tasks Schedule computer ..,
@ Security Center View your current s...
@, sounds and Audi,..  Change the sound s...
afSpeech Change settings for...
ﬁ!System See information abo. .,
aTaskba and Star... Customize the Start...
8 User Accounts Change user accou...
&Windom Firewsall Configure the Wind..,
i Wireless Metwork,.. Setuporaddtoa...
|34 abjects

Double-click the Scheduled Tasks item. The Scheduled Tasks window opens.
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J File Edit ‘ew Favorites Tools Advanced Help

I

Q- Q- 1Y

P Search u__ Folders

5 3 X 9|

¥
3

J Address Ihﬁ Scheduled Tasks

EEE

Mame = | Schedule

| Mext Run Time | Last Run Time |

|21 add Scheduled Task

<] |

2

3. Double-click the Add a Scheduled Task item. The Scheduled Task Wizard starts.

Scheduled Task Wizard

to perform.

and then schedule it for a convenient time.

Click Mext to continue,

Thiz wizard helps you schedule a task for Windows

You zelect the program you want Windows ta run,

Cancel

4. Click Next. The next screen of Scheduled Task Wizard appears.
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Scheduled Task Wizard [ x|

Click the program pou want Windows to run.

To see more programs, click Browse.

Application Wersion | :I
Access Manager - dministrat...: 7.3.631.0 —
Access Manager - Administrat... 7.1.322.10
QAccess Manager - Batch Mai.. 7.3.631.0
QAccess Manager - Batch Mai.. 7.1.32210
Access Manager - Configurati... 7.3.631.0
Access Manager - Configurati..  7.1.322.10
| [ S . [ [ = PUP ST FacMn ll

Browse. .. |

| < Back I ezt >

| Cancel |

5. Click Browse. The Select Program to Schedule dialog box appears.

Look i | ‘3 BatchGeneration-Cubes

~| « EcfE

2 Cube_Generation_Driver.Bat?

File name:

Files of type:

ﬁlcul:le_generation_driver_cube_g. sql

[FlGenerateCubes bat
E} GenerateCubes.cfg
dLcube_generation_driver_cube_11.5q1 = 1slesp.com

Lcube_generation_driver_cube_2,sql
1L cube_generation_driver_cube_3.sql
L cube_generation_driver _cube_4.sql
Lcube_generation_driver_cube_5.sql
L cube_generation_driver_cube_6.sql
ﬁ[ cube_generation_driver_cube_7 sql
5:'"31 cube_generation_driver_cube_g.sql

#

]F'mglarns

E3

Open |
Cancel _

Navigate to the following location: <Argus Insight Installation

Path>\PowerReports\Cognos\Cubes\BatchGeneration-Cubes

Select the Cube_Generation_Driver.bat file.

Click Open. The next screen of Scheduled Task Wizard appears.
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Scheduled Task Wizard x|

Tvpe a name for this tagk. The task name can be
the zame name as the program name.

]Medical Analyziz

Perform this task:

" Daily

i Weekly

" Maonthly

o' One time only

™ when my computer starts
" when | log an

< Back | MNest » | Cancel

9. In the text box for entering the task name, type Cube Generate 1. The task name
should be entered in the format Cube Generate <Cube ID>. The Cube IDs are
listed in the table below.

Cube Name Cube ID
Medical Analysis 7
Clinical Trial Analysis 8
Overdose-Pregnancy-Interaction 9
Submission Statistics 10
Administration Statistics 11

10. Use the Perform this task option button group to set the frequency of the task, as
appropriate.

11. Click Next. The next screen of Scheduled Task Wizard appears.

Scheduled Task Wizard | x|

Select the time and day vou want this task to start.

Start time:
E.32PM =

Start date:

I 7413/2005 "I

< Back I Mext > I Cancel
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12. Set the start time and day.
13. Click Next. The next screen of Scheduled Task Wizard appears.

Scheduled Task Wizard Ed

Enter the name and password of a user. The tagk will
run as If it were started by that uzer.

E nter the user name: |SHVENGINDDDSM&dministrE

Enter the password: I““‘“‘"’“‘

Confirm password: |xxxxm1

< Back I Mext » I Cancel

14. Enter the user name and password of the user authorized to run this task.

15. Click Next. The next screen of Scheduled Task Wizard appears.

Scheduled Task Wizard Eq |

You have successfully scheduled the following task:
Cube_Generation_Driver

Windows will perform this task:
AL 832 PM on 741342005

Open advanced properties for this task when | click
v =F
Finizh.

Click Finish to add this task to your Windows schedule.

< Back I Finizh I Cancel

16. Check the Open advanced properties for this task when I click finish checkbox.
17. Click Finish. The dialog box for setting advanced properties for the task appears.
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Cube Generate 1 _‘_?J_E{_l

Task IScheduIe] Settings | Security |

ﬁ C:\Program Filez'\R elspshPowerReports\CognoshCubeshCube...

Run: IE:'\F‘rogram Files\Relsyz'\PowerReports\CognoshCubesh,

Browse... |

Start in; ID'"
Comments:;
R un as; SERVINDENGODZ Administ __ gel password_ =

[” Runonly if logged on
|v Enabled [scheduled task runs at specified time]

0K Cancel Apply

18. In the Run text box within the Task tab, enter the run-time parameter for this task
in p[the following format: <Argus Insight Installation
Path>\PowerReports\Cognos\Cubes\ BatchGeneration-Cubes\Cube_
Generation_Driver.bat" <Cube ID> <Cognos user name> <Cognos password>
where CubelD is the ID of the Cube for which you are scheduling the batch
generation, Cognos user name is the user name of the Cognos admin user, and
Cognos password is the password for the Cognos admin user. Include the double
quotation marks (" ") while entering the runtime parameter. The following table
lists the Cube ID for each cube and provides examples of the run-time parameter
to be entered.

Note: The Cognos administrator password is blank in the following
examples. To reset the Cognos login password, the administrator
should log in to Argus Console, uncheck the LDAP authentication,
reset the password, and save the change.

19. Click Set Password. The Set Password dialog box appears.
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Set Password K E3

Ixxx»xxx

Password:

. HEHRAK
Confirm password: I 1

| oK I Cancel

20. Enter the password for the Cognos8 Server admin user.

21. Click OK.

22, Select the Schedule tab. The Schedule tab page appears.

Task  Schedule ISetlingsl Semrilyl

ﬁ At8:32 PM on 7/13/2005

Schedule Task: Start time:
[ — - | | 8:32 PM =1 Advanced.. |
r Schedule Task Once
Bun on: IWednesday, July 13,2005 j

™ Show multiple schedules.

ITI Cancel I Apply

23. Set the schedule options, as appropriate.

24. Select the Settings tab. The Settings tab page appears.
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Task | Schedule Settings ISeculyl

— Scheduled Task Completed

[~ Delete the task if it is not scheduled to run again,

¥ Stop the task if it runs for:|1 = hour(s)|D

ﬁ minute(s),

—Idle Time

[~ Only start the task if the computer has been idle for at least:
I _l: minute(s)

I the computer has not been idle that long, retry for up to:
I _.....l: mitute(s)

[~ Stop the task if the computer ceases to be idle.

— Power Management

¥ Don't start the task if the computer is running on batteries.
¥ Stop the task if battery mode begins.

[~ ‘Wake the computer ta run this task.

] B

Apply

25. In the Scheduled Task Completed and Power Management sections, set the

options as shown in the figure above.

26. Select the Security tab. The Security tab page appears.

Task I Schedulel Settings SEUJFitPI

Mame

€7 SYSTEM Eltite

................... I |
s Administrators (SRVENGINDOO3 Adminigtrators) |

Permizzsions: Allow Deny
Full Contral M O
Modify ] O
Read & Execute |
Read O

Write O

Advanced... |

r Allowe inheritable permissions from parent to propagate to this
object

P 0 [ =7

27. Verify that the user has full permissions assigned.

28. Click OK. The system creates the new scheduled task Cube Generation 1. Repeat

the above steps to schedule batch generation for the remaining cubes.

Using Cubes 8-35



9

Multi Tenancy

This chapter describes the Argus Insight features that are specifically applicable
during multi-tenancy. These features have been listed and elaborated further in the
following sections.

Assumptions and Constraints

This section lists the following assumptions and constrains with which the Argus
Insight application works:

Single Sign On: SSO needs to be enabled to have the capability to switch client
context and to open Argus Insight application from the Application Access Portlet.

Accessing Argus Insight directly via URL: It is expected that the customer will
pass the internal Enterprise ID as a URL parameter for the Argus Insight
application to open with the appropriate Enterprise context. If Enterprise ID is not
passed, the user shall be validated against the default enterprise.

Global User Management: In order to apply updates to the "Synchronizable" fields
to all the enterprises in the system, a customer should maintain some
administrative users with the Argus Insight 'Admin Tools' Security tab 'Groups'
Group Administration: Administration: Users: Modify User Accounts access
enabled for all enterprises in the system.

User-Enterprise Association: When a user is copied from one enterprise to another,
it is expected that the customer has set up the appropriate user groups in the target
enterprise. Otherwise the user-association will fail with the appropriate error
message.

New User creation/association: Argus Insight allows same UserID to be used to
create different users across multiple enterprises. It is recommended that this
feature shall only be used if users are not expected to be shared across enterprises.
Otherwise, if users are expected to be shared across multiple enterprises, then
same UserlID shall not be used to create different users across different enterprises.
Instead of that, a user created in one enterprise shall be associated to other
enterprises through Global User Management.

New Enterprise Setup: It is expected that customer shall create and choose
appropriate Enterprises with generic configuration data which can be used as
source for copying the configuration data for creation of a new enterprises. The
following is a list of items that the customer is recommended to ensure that the
values being copied from the source enterprise are appropriate for the newly
created enterprise:

a. Power Queries used within any configuration item
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Data Segregation

b.

Reports scheduling data

= The following is the list of items that are common for all enterprises:

a
b.

a o

e.

f.

MedDRA and WHO dictionaries

Common Profile Switches ' Enable/disable LDAP
Common Profile Switches ' LDAP Server configuration
Common Profile Switches ' Enable/disable SSO
Common Profile Switches ' SSO Header Configuration

Default Enterprise

s Pre-Database Upgrade Considerations for existing customers:

a.

It is required that Argus Safety be upgraded to 7.0 before starting the upgrade
from Argus Insight 5.1 to 7.0.

s Post-Database Upgrade Considerations for existing customers:

a.

Data Segregation

None.

Having a system that can partition client data within a single, access-driven database
significantly reduces operational and ownership costs for the client. Argus Insight
achieves this objective through database segregation.

The entire Argus Insight application, including all its components and data, have been
partitioned by an Enterprise ID. This ID is a unique, customer-specified identifier.

Module-wise Impact

The following table describes the modules in Argus Insight as per their data
segregation status in Clinical Research Organization (CRO)-mode and hosting
installations.

S. No. Module

Data Segregation Notes

1 Power Query Yes Displays QBEs, Filters, and Advanced

Conditions only for one enterprise at a
time, to the logged-in user. The type of
display is based on the selected enterprise.

2 Case Series Yes It retrieves cases only from the logged-in

Enterprise.

The Case Series library displays the case
series belonging to the logged-in enterprise
only.

3 Standard Reports Yes All the standard reports are available to all

the enterprises.

An enterprise can configure reports from
Admin Tools -> Security -> Group Access
Rights tab of Argus Insight.

An executed report retrieves cases from the
logged-in Enterprise.

4 Custom Reports Yes It displays all the reports that are set

up/created by a specific enterprise.
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Data Segregation

S. No. Module

Data Segregation

Notes

5 Report Writer

6 Cubes

7 Dashboards

8 MedDRA Dictionary and
SMQ'’s

9 WHO Dictionary

10 ETL

11 Cognos

Yes

The Report Writer module displays only
those reports that are created by the
logged-in user (irrespective of the
enterprise).

A report retrieves cases from the logged-in
enterprise only.

The Standard Cubes and demand cubes are
not available in Insight 7.0 in CRO and
Hosting mode.

The Standard Cubes are available in
single-tenant installations of Insight 7.0.

The user can create demand cubes in single
tenant installation of Insight 7.0

It is necessary that Cubes should not be
configured in CRO and Hosting
environment, because the Cubes
functionality does not support data
segregation.

The Dashboard function has been retired
from the AI 7.0 application in CRO mode,
as also from single-tenant installations.

Each enterprise can configure a specific
version of the MedDRA dictionary.

A single copy of each version is to be
shared by the enterprises.

Each enterprise can configure a specific
version of WHO Drug dictionaries (B2 as
well as C formats).

A single copy of each version is to be
shared by the enterprises.

The ETL schedule is universal across all
enterprises.

The Admin users having access to this
portlet can view /modify the schedule.

When an enterprise is added to an existing
CRO setup, the Initial ETL can also run for
individual new enterprises.

The Initial /Re-Initial /Incremental ETL
cannot be run in parallel at any point of
time in the application.

A Single Cognos server supports all the
enterprises.

On logging in to Cognos directly, a user can
see all the common objects as well as the
enterprise-specific objects which are
accessible to the user.

When a report is executed, the user can
only access the cases for a specific
enterprise only.

Any report that a user has access to, can be
executed against any enterprise data for
which the user has access.
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Single Sign On

Enterprise Short Name in Argus Insight

All the screens in the entire Argus Insight application and its components display, if so

configured by the customer, the Enterprise Short Name. This is a unique, abbreviated
name of a client in the header of the application.

The Display Enterprise Short Name in Application Header checkbox in Global
Enterprise Management controls the display of the Enterprise Short Name.

If this checkbox is not checked, the Enterprise Short Name is not displayed in the
header of the Argus Insight application.

If this checkbox is checked, the Enterprise Short Name is displayed in the Argus Safety
header along with database name (<DB Name> - < Enterprise Short Name>) where <
Enterprise Short Name> is the unique short name of the enterprise.

Asgus Insight 1 0 - Windows Internet Explorer

& - 2 s fsmamnomesFiters lexary. o

 f Cortificats Error | 47| A A
File Edit View Favortes Took Help
ol -0 s |0 e B B @ @ @ 0- s, 5
»
E R R y—— 2 B & v [Page = £ Took ~
ORACLE |ARGUS INSIGHT ikcert Raghas, Woridiey Jure 28, 3010 (APFT0.ABC Pharma) | roms  Toos  mew  Logon |
—— I |
Create Gutey » Fiars
FILTER LIBRARY Acthos Duery Name: ot Savec »
Active Case Series:  Case Seres
honse er o]
Hame Descripson Wser Full Rame Category Value Set. Associated
Report
e Fior | | bt inkow S | |_ bty | |_Dsite L] Limit Guery 1o Active Case Series | Suscute
& Local nfranet #100% -

The Enterprise Short Name is also displayed in the window bar of the Argus Insight
application.

Single Sign On

With Single Sign On (SSO), users’ log-in authentication is done using a centralized
authentication system. With this, users do not need to enter their log-in credentials for
each application they access, every single time.

When Argus Insight is configured for SSO, Cognos still uses the PowerReports

namespace. This is the same implementation that already exists in the Argus Insight
6.0 application.
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Login and Navigation

Login and Navigation

Description

Clinical Research Organization (CRO) users can operate on only specific enterprises
and not on all. User now have access to only certain Argus Insight modules.

Having a Single Sign On (SSO) login mechanism for the various modules that users
have access to, and by providing navigation to these modules, simplifies the login,
authentication and navigation process for a user.

The ability to switch enterprises within the same session also provides significant
usability benefits to the user.

s In multi-tenant installations, Global Homepage and Argus Insight application are
two different applications that are available for end-users and CRO/Hosting
administrators.

= Both these web applications have separate web URLs, which can be accessed
independent of each other.

= When the user enters the URL of any of these web applications, the SSO module
authenticates the user credentials and allows access to these applications without
asking for any user credentials.

= In case of Global Homepage, if the SSO authentication fails for the user, it displays
an appropriate error message returned by SSO module to the end user.

= In case of Argus Insight application, if the SSO authentication fails for the user, it
displays an appropriate error message returned by SSO module to the end user on
the regular Argus Insight login screen.

»  Users can access the Argus Insight application through:

a. Global Homepage > Application Access Portlet or Insight link in Argus Safety.
In this scenario, the Argus Insight application opens in a separate browser
window for the enterprise selected by the user in the Application Access
Portlet, or as per the enterprise selected by the user in the Safety application.

b. In this scenario, Argus Insight does not display Argus Safety buttons on the
top navigation bar. This is because the user is expected to access these
applications from the Application Access Portlet from the Global Homepage.
These applications are available to be opened in separate windows.

c. If the user clicks the Logout button in Argus Insight application, it closes
Argus Insight and its child windows after prompting for saving any unsaved
changes. The Global Homepage window is not affected at all by Argus Insight
logout.

d. If the user clicks the Close button in Global Homepage application, it closes
only the Global Homepage. The Argus Insight application window is not
affected at all by Global Homepage logout.

e. If Argus Insight is defined as the default application in Argus Console for a
user, then when the user tries to log in to Argus Safety application via direct
Safety link, the Argus Insight application shall open. It shall display the Argus
Safety button on the top navigation bar, based on whether the user has
logged-in via SSO and has access to Argus Safety.
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Changes to Power Queries and Case Series

Enterprise Switching:

a. Switching Enterprise context and opening Argus Insight application from
Safety application or Application Access Portlet from the Global Homepage
requires SSO to be enabled.

b. The system allows a user to open the Argus Insight application in a separate
window with the context set to a specific active Enterprise from Safety and
Application Access Portlet from the Global Homepage.

c. The user can switch the context to a different enterprise from the Global
Homepage without logging out.

d. When the Argus Insight application is already opened for an enterprise, and
when the user switches to a different enterprise from the Application Access
Portlet, a message is displayed before switching.

Directly by using the Argus Insight application URL - Users can access Argus
Insight directly by using the Argus Insight application URL. Argus Insight checks
if Enterprise ID is already present in the request coming to it. If the Enterprise ID
exists, it opens Argus Insight for that enterprise.

Note: The Default Enterprise in Argus Insight is the same as the
default enterprise configured in Argus Safety.

Changes to Power Queries and Case Series

The following changes have been made in the Argus Insight 7.0 release for Power
Queries and Case Series. Power Queries include QBE’s, Filters, Filter Value Sets, and
Advance Conditions.

A new Power Query/Case Series created and being saved stores the value of the
Enterprise along with the other details:

a. The value for the Enterprise is derived from the logged-in Enterprise.

b. The Query and Case Series Libraries display only the Power Query/Case
Series specific to the logged-in Enterprise.

c. The'Active' function retrieves the active Power Query/Case Series for the user
within the enterprise.

The Permissions on a Power Query/Case Series can be granted to the groups that
belong to the currently logged-in Enterprise.

a. The Permissions pop-up displays the User Groups that are associated with the
logged-in Enterprise.

The Power Query/Case Series created by users that are currently disabled or has
been disassociated from the enterprise through which the Power Query/Case
Series was created, are displayed in the respective library for users who have
access to the respective Power Query/Case Series.

a. The Power Query/Case Series created by the users are deleted when the user
is deleted.

When a Power Query is executed, it displays the cases from the currently
logged-in enterprise only.

All the library screens of Power Queries and Case series display the data
pertaining to the logged-in enterprise only.
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Changes to Power Queries and Case Series

Importing a Case Series

When a Case Series is imported, the system validates whether the cases being
imported belong to the logged-in enterprise.

s If the case does not belong to the current Enterprise, it is rejected and the log
displays the value as 'Case Rejected' against the specific case number.

= If the case belongs to the current Enterprise, the case series is imported into
the system.

Modifying a Case Series

When a Case Series is modified to add a new case number, the system validates
whether the cases being added belong to the logged-in Enterprise.

»  If the case does not belong to the current Enterprise, the case is not added and
the existing message 'Case Number does not exist' is displayed.

= If the case belongs to the current Enterprise, the case is added into the case
series.

s There are no changes while deleting a case from the case series.

Single Sign On: SSO needs to be enabled to have the capability to switch client
context and to open Argus Insight application from the Application Access Portlet.

Pre-Database Upgrade Considerations for existing customers:

a. Itisrequired that Argus Safety be upgraded to 7.0 before starting the upgrade
from Argus Insight 5.1 to 7.0.

Post-Database Upgrade Considerations for existing customers:

a. None.

Exporting a Case Series

Single Sign On: SSO needs to be enabled to have the capability to switch client
context and to open Argus Insight application from the Application Access Portlet.

Pre-Database Upgrade Considerations for existing customers:

a. Itisrequired that Argus Safety be upgraded to 7.0 before starting the upgrade
from Argus Insight 5.1 to 7.0.

Post-Database Upgrade Considerations for existing customers:

a. None.

When a Case Series is exported to an excel document, the Enterprise is included as
part of the export details.

= A new column named 'Enterprise' is added in a tab named 'Case Series
Details'. The Enterprise Short name is displayed in this column value. The
value for this column is derived from the currently logged in 'Enterprise'.

The Enterprise short name is displayed in CRO, hosting and single tenant mode of
installation.

The Enterprise column and its value is not displayed when the value to display
the enterprise short name is 'Unchecked' or 'No' for the 'Display Enterprise Short
Name in Application Header' column for the logged-in Enterprise.
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Application Access Portlet

Importing a Case Series

When a Case Series is imported, the system validates whether the cases being
imported belong to the logged-in enterprise.

If the case does not belong to the current Enterprise, it is rejected and the log displays
the value as ‘Case Rejected” against the specific case number.

If the case belongs to the current Enterprise, the case series is imported into the
system.

Modifying a Case Series

When a Case Series is modified to add a new case number, the system validates
whether the cases being added belong to the logged-in Enterprise.

If the case does not belong to the current Enterprise, the case series is not added and
the message ‘Case Number does not exist’ is displayed.

If the case belongs to the current Enterprise, the case series is added into the case
series.

There are no changes while deleting a case from the case series.

Exporting a Case Series

When a Case Series is exported to an excel document, the Enterprise is included as
part of the export details.

A new column called 'Enterprise’ is added in a tab named 'Case Series Details'. The
Enterprise Short name is displayed in this column value. The value for this column is
derived from the currently logged in 'Enterprise’.

The Enterprise short name is displayed in CRO, hosting and single tenant mode of
installation.

The Enterprise column and its value is not displayed when the value to display the
enterprise short name is 'Unchecked' or 'No' for the 'Display Enterprise Short Name in
Application Header' column for the logged-in Enterprise.

Global Homepage

This release of Argus Insight provides a Global Homepage that can host multiple
portlets. With this feature, CRO users can now access different views of their work
items for Argus Safety.

A CRO can access the following modules from the Global Homepage:

Argus Insight application for different enterprises from the Application Access Portlet
Global Enterprise Management

Global User Management

Application Access Portlet

The Applications Access Portlet within the Global Homepage allows users to launch
the Argus applications for an enterprise that they can access.

If you have access to both Argus Safety and Argus Insight, this portlet displays a
drop-down list from where you can select between Argus Safety and Argus Insight.
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Global Enterprise Management Portlet

Enterprise A Application  Argus Insight

To access the application, select the required option(s) from the Enterprise and
Application drop-down menus, and click Open, as shown above.

Global Enterprise Management Portlet

The Global Enterprise Management Portlet allows users to easily define and manage

enterprises, as per the configuration of the already existing enterprises. This portlet is
also part of the Global Homepage and is available only to those users who have been
configured to access the Portlet.

This portlet allows you to do the following:
Copy the Enterprise created in Argus Safety to Argus Insight

Copy the Configuration data from an existing enterprise in Argus Insight

Note: The Argus Insight module in this portlet can be available only
when the Safety to Insight database link is set up in the database.

If this link is not created, the Copy Enterprise to Insight button can
not appear on the Global Enterprise Management screen.

It is recommended that on clicking 'Copy Enterprise to Insight’, the
same enterprise should be selected as the source enterprise, with
which the Argus Safety enterprise has been created.

As shown in the following figure, the Global Enterprise Management portlet
comprises two panes.
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Global Enterprise Management Portlet
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The left-hand pane lists all the enterprises of the portal user, in a tree-view structure.
The right-hand pane is loaded, by default as blank, in disabled mode.

When an enterprise from the left-hand pane is clicked, its details are displayed in the
right-hand pane.

The following features and actions are applicable to this page:

Add New Enterprise in Insight

Click Add New Enterprise from the left-hand pane to create a new enterprise in
Insight.

Note: A new enterprise can be created in Argus Insight only after the
enterprise and its details are entered and saved in Argus Safety.

Copy Enterprise to Insight

On clicking the Copy Enterprise to Insight button, a new pop-up is displayed as
shown below, that allows you to enter detailed information about the enterprise that is
being copied. This button is disabled for the default enterprise.
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Global Enterprise Management Portlet
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When enterprise creation is completed for an enterprise, the Copy Enterprise to
Insight button is disabled for that enterprise forever. This is because enterprise
creation in Insight is a one-time operation.

The Setup button in this screen is enabled only after all the mandatory fields have
been populated. This button copies all the configuration data from the enterprise

selected from the drop-down list in the screen, under Copy Configuration Data
Source.

¥ Enterprize Name .

XY Z Pharmaceuticals Limited * Copy Configuration Data Source

¥ Enterprise Short Name Copy Enterprise Configuration From | Amgen v
WY I Pharma

Copy Configuration Data Status
Copy User Groups
Copy Comemon Profile Switches
Copy Workflow Rules
Copy Gueries

Copry List Mairtenance Configurations

IESE RN

Copry Report

Copy Access Rights

S

Note: The Copy Enterprise to Insight button can be created in Argus

Insight only after the enterprise and its details have been entered and
saved in Argus Safety.

The details in the Enterprise Name and Enterprise Short Name fields
appear in read-only mode.

Multi Tenancy 9-11



Common Profile Switches

Once all the configuration data has been successfully copied, the user who is setting
up the new Enterprise, is associated as a new user an Enterprise Manager, to the newly
created Enterprise partition.

The user attributes of the user get copied from the source Enterprise.

Refer to the Argus Safety Administrator’s Guide for additional details about this
portlet.

Global User Management Portlet

The Global User Management Portlet within the Global Homepage allows users to
associate themselves to multiple enterprises, and also keep their user attributes
consistent across all the enterprises.

All the Argus Insight users are created from Argus Safety Console only. Refer to the
Argus Safety Administrator’s Guide for additional details about this tab.

Common Profile Switches

None of the Cubes-related profile switch are available in the application for
multi-tenant installation.

All the Global-level switches are displayed, updated, and audit logged in the default
enterprise.

From Argus Insight 7.0 onwards, two new enterprise-level profile switches, called
"Cognos Enterprise Folder and Role Creation” and "Populate Study Reconciliation
Report Table Data’ have been added.

To view or edit Profile Switches, log in to the Argus Insight application and select
Admin Tools > List Maintenance tab > Profile Switches at the global (application) level
or at the enterprise level, as mentioned in the table below:

Enterprise-Level

S. No. Profile Switch Switch Notes
1 POPULATE WHO Drug C Obsolete Not required from 7.0 onwards.
DATA
2 POPULATE Yes
INTERCHANGE DATA
3 POPULATE AFFILIATE Yes
DATA
4 POPULATE BLOB DATA No
5 POPULATE No
INTERCHANGE CLOB
DATA
6 CUSTOM ROUTINE No
BEFORE INCREMENTAL
ETL
7 CUSTOM ROUTINE No
AFTER INCREMENTAL
ETL
8 POPULATE DLL SLL Yes
REPORTS TABLE DATA
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Common Profile Switches

S. No. Profile Switch

Enterprise-Level
Switch

Notes

9
10
11

12

13

14

15

16

17
18

19

20

21

22
23

24
25
26
27

28

29

30

31

32
33

34
35

DOSE CATEGORY UNITS
COGNOS NAMESPACE
COGNOS USER ROLE

NAME

SINGLE SIGN ON
ENABLED

SINGLE SIGN ON HTTP

HEADER

POPULATE NARRATIVE
LANGUAGES TABLES

POPULATE DATA

QUALITY INDICATOR

POPULATE RPT_REG_
REPORTS COLUMNS

LOGO IMAGE

ALL CASES QUERY

NAME

MAXIMUM EMAIL

ATTEMPTS

COGNOS EXCEL
VERSION

SET REPORT PRE-FILTER

POPULATION

ETL DATA EXCLUSION
CONFIDENTIALITY

TEXT
DAYS TO LOCK

PASSWORD EXPIRATION
RESET PASSWORD
FOLLOW-UP ACTION

CODE

CAUSALITY
ASSESSMENT. R

CAUSALITY
ASSESSMENT. C

CAUSALITY

ASSESSMENT. R+C

CAUSALITY

ASSESSMENT. UD FIELD
COMPANY LOGO PATH
CUBE-ON-THE-FLY-LIFES

PAN
DATASHEET PI
DATASHEET IB

No
No
No

Obsolete

Obsolete

Yes

Yes

Yes

Yes
Yes

No

Yes

Yes

No
Yes

Yes
Obsolete
Obsolete
Yes

Yes

Yes

Yes

Yes

Yes
No

Yes
Yes

Not required for Multi-tenant installation.

The value should be consistent with the
Argus Safety application.

The value should be consistent with the
Argus Safety application.

Not required for Multi-tenant installation.
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Common Profile Switches

S. No. Profile Switch

Enterprise-Level
Switch

Notes

36
37
38
39

40

41

42
43
44
45
46
47

48

49
50

51
52

53
54
55

56
57

58

59
60

61

62

63

64

DATASHEET EMEA
DATASHEET BPI
REPORT PROMPTS

CIOMS
MANUFACTURER

MEDWATCH
MANUFACTURER

ALPHANUMERIC
PASSWORD

PASSWORD LENGTH
CUSTOM HELP URL
ARGUS INSIGHT SERVER
DATASHEET FLAG
MARKETED DATASHEET

INVESTIGATIONAL
DATASHEET

DATE DIFFERENCE
BAND

REPORTING TOOL

COGNOS CUBE
PASSWORD

COGNOS CUBE SERVER

COGNOS ADMIN
PASSWORD

COGNOS SERVER
COGNOS ADMIN USER

COGNOS REPORT
WRITER MODEL

COGNOS CUBE USER

COGNOS CUBE
VERSION

WHO DRUG BROWSER
FORMAT

ETL EMAIL SETUP

ETL EMAIL SENDER
ADDRESS

ETL EMAIL RECEIVER
ADDRESS

CASE REFERENCE TYPE
ID

ENABLE COMPANY
HOLIDAY

PRODUCT LOGO PATH

Yes
Yes
Yes
Yes

Yes

Obsolete

Obsolete
Yes
No
Yes
Yes
Yes

Yes
Yes
Yes

No
No

Obsolete

Yes

Yes

Yes

Not required for Multi-tenant installation.

Not required for Multi-tenant installation.

Not required for Multi-tenant installation.

Not required for Multi-tenant installation.

Not required for Multi-tenant installation.
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Changes to Reports

Enterprise-Level

S. No. Profile Switch Switch Notes
65 REPORT FOOTER LOGO  Yes
PATH
66 UDN Column for Yes
SUPPLIER NAME
67 DELAY IDENTIFIER Yes
68 POPULATE CUBES FACT No Not required for Multi-tenant installation.
DATA
69 POPULATE PERCEPTIVE  Obsolete Not required from 7.0 onwards.
DATA

ETL Scheduler

From Argus Insight 7.0 onwards, ETL Scheduler is a Role, added under Admin Tools >
Security. It is available across all enterprises at a Global level.

The ETL Scheduler screen can be displayed, updated, and audit logged from the
default enterprise in multi-tenancy. Only those users who have been assigned the ETL
Scheduler role can view this screen.

Changes to Reports

This section lists the changes that are applicable from this release onwards, for Argus
Insight reports.

Report Changes in the Argus Insight User Interface

The Standard Reports Library displays all the reports configured in the Argus Insight
application.

The Argus Insight administrator can assign enterprise-specific access rights (by
enabling or disabling report access) to standard reports. This can be done from Admin
Tools > Security > Group Access > Data Rights tab.

On being executed, the reports now display the Enterprise Short Name, along with the
User ID in the footer of the report output, in both PDF and Excel formats.

Note: The Enterprise Short Name is not displayed if the value to
display the enterprise short name is 'Unchecked' or is set as 'No' for
the logged-in enterprise. The Enterprise Short Name will also not get
displayed in the footer of the report output for CIOMS, CIOMS II Line
Listing and Medwatch reports.

Report Changes in the Cognos Environment

Users can log into the Cognos environment after specifying an enterprise with their
user credentials. If no enterprise is mentioned while logging in, the default enterprise
is assigned to the user.

A set of standard reports are available in the "Argus Insight’ folder, which is common
across all enterprises. Users have write-access to this folder.
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Changes to Reports

On executing or running a report, it displays only the data that pertains to the
logged-in enterprise.

Changes in Custom Reports

Custom Reports can be created as either specific to an enterprise or across all
enterprises.

To make custom reports available across all enterprises:

= Add the report in the Argus Insight folder in Cognos. Cognos comprises
category-specific folders such as Pharmacovigilance, Management, etc. under the
enterprise folder, where the custom report can be saved.

= Any user can add custom reports in the Argus Insight/Category folder.
To create custom reports specific to a particular enterprise:

= Add the report in the enterprise/category-specific folder at the root level in
Cognos. On doing so, the report cannot be viewed if you log in with a different
enterprise.

= Argus Insight users can view the enterprise/category-specific Custom Reports
created through Cognos report studio along with the other available standard
reports in their respective report category in the report library, based on the
logged-in enterprise.

= Custom Reports display data for only the logged-in enterprise.

Report Changes while Saving and Accessing Report Writer Reports through Cognos
Query Studio and Argus Insight

The 'Enterprise’ is not available as an object while creating a new report in the report
writer.

The reports created through report writer can be saved in the user specific folder.

The data that is displayed, is fetched from only the logged-in enterprise.
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Changes to Cubes

Changes to Cubes

This section lists the changes that are applicable from this release onwards, for Argus
Insight Cubes.

Changes in Standard Cubes and Demand Cubes

Standard and Demand cubes cannot be configured for any of the enterprises in the
CRO mode or Hosting mode. This is because enterprise-specific data segregation is not
supported in Cubes.

In CRO or Hosting mode, the Datamart Reports tab is not displayed. This tab and its
menu items are available for single-tenant mode and not for multi-tenant mode.
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Glossary

Glossary Term Element Structure is GlossEntry Followed by GlossTerm

The definition follows in a GlossDef element and a child Para or other appropriate
element. The GlossDef element can contain informal examples, lists, and so on.

A LINE_OF_SYNTAX

Or you might have a line of code as part of your definition.

#
.CSV

In computers, a CSV (comma-separated values) file contains the values in a table as a series of ASCII
text lines organized so that each column value is separated by a comma from the next column's value
and each row starts a new line.

A

Adverse Experience

Any adverse event (AE) associated with the use of a drug or biological product in humans, whether
or not considered product-related, including the following: An adverse event occurring in the course
of the use of a drug product in professional practice;An adverse event occurring from drug overdose
whether accidental or intentional; An adverse event occurring from drug abuse; an adverse event
occurring from drug withdrawal; and any failure of expected pharmacological action. Reporting an
adverse experience does not necessarily reflect a conclusion by the applicant or the FDA that the
product caused or contributed to the adverse experience. Adverse experience is synonymous with
adverse drug experience, adverse biological experience, adverse product experience, and adverse
event.

Affiliate

Any individual or entity related by employment or organizational structure to the applicant,
including all subsidiaries, whether domestic or foreign.

Applicant

An individual or entity who holds the new drug application (NDA), abbreviated new drug
application (ANDA), or the biologics license application (BLA). For purposes of this glossary, this
term includes any person whose name appears on the label of a marketed drug or licensed biological
product as its manufacturer, packer, distributor, shared manufacturer, joint manufacturer, or any
participant involved in divided manufacturing.

C

Causality Assessment

Determination of whether there is a reasonable possibility that the product is etiologically related to
the adverse experience. Causality assessment includes (for example) assessment of temporal
relationships, dechallenge/rechallenge information, association with (or lack of association with)
underlying disease, presence (or absence) of a more likely cause, and physiologic plausibility.
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Challenge

Administration of a suspect product by any route

Chart

A picture defined in graphics primitives and graphics attributes.

Column

A character position within a print line or on display. The positions are numbered consecutively from

1, starting at the leftmost character position and extending to the rightmost position. In relational
database, a field defined for a given record.

Command

A way to start database administration functions to access and maintain the database manager. A
statement used to initiate an action or start a service. A command consists of the command name
abbreviation, and its parameters and flags if applicable.

D
Data Mart

A subset of a data warehouse that contains data that is tailored and optimized for the specific
reporting needs of a department or team. A data mart can be a subset of a warehouse for an entire
organization, such as data that is contained in online analytical processing (OLAP) tools.

Data Mart ETL

In Data Warehouse, the extract, transform, and load (ETL) process that extracts a subset of data
from the central data warehouse, transforms it, and loads it into one or more star schemas. These
schemas then can be included in data marts to answer specific business questions.

Data Mining

The process of collecting critical business information from a data warehouse, correlating the
information and uncovering associations, patterns, and trends.

Data Warehouse

A central repository for all or significant parts of the data that an organization's business systems
collect. A subject-oriented nonvolatile collection of data used to support strategic decision making.
The warehouse is the central point of data integration for business intelligence. It is the source of
data for data marts within an enterprise and delivers a common view of enterprise data.

Dechallenge

Withdrawal of a suspect product from the patients therapeutic regimen.
Disability

A substantial disruption in one's ability to conduct normal life functions.

E

Electronic Document

A document that is stored on the computer, instead of printed on paper.
Encode

Use the following procedure to convert data by the use of a code in such a manner that
reconversion to the original form is possible.

Event Log

A log that contains information about events for a particular system or group, for a particular
metric, or for all the events that are associated with a specific monitor.
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Expected Adverse Experience

Adverse experience listed in the current FDA-approved labeling for the drug or licensed biological
product. This would include any section of the labeling that refers to adverse experience
information.

F
Field

In a record, a specified area used for a particular category of data. For example, a record about an
employee might be subdivided into fields containing the employee's name, address, and salary.

Field Description
Information that describes the characteristics of data in a field.
Field Format

A format in which the output consists of structured field introducers and variable data rather than
output in line format.

Filter
A device or program that separates data, signals, or material in accordance with specified criteria.
Form

In query management, an object that describes how to format the data for printing or displaying a
report. A display screen, printed document, or file with defined spaces for information to be
inserted.

H
Home Page

The top-level web page of a portal. Sometimes used as a synonym for default portal page.
I

Initial Reporter

The original source of information concerning an adverse experience (e.g., consumer, healthcare
professional).

L

Life-threatening Adverse Experience

An adverse experience that in the view of the initial reporter, places the patient at immediate risk of
death from the adverse experience as it occurred. It does not include an adverse experience that,
had it occurred in a more severe form, might have caused death.

N

Negative Dechallenge

Continued presence of an adverse experience after withdrawal of the suspect product.
Negative Rechallenge

Failure of the product, when reintroduced, to produce signs or symptoms similar to those observed
when the suspect product was previously introduced.

P

Positive Dechallenge

Partial or complete disappearance of an adverse experience after withdrawal of the suspect
product.

Positive Rechallenge

Reoccurrence of similar signs and symptoms upon reintroduction of the suspect product

Q
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Query

A request for information from the database based on specific conditions.
R
Rechallenge

Reintroduction of a suspect product suspected of having caused an adverse experience following a
positive dechallenge.

Report

In query management, the formatted data that results from running a query and applying a form to
it. Data that has been selected and extracted according to the reporting tool, the type of report
desired and formatting criteria

Report Type

A data source and how it is mapped.

Role

A job function that identifies the tasks that a user can perform and the resources to which a user
has access. A user can be assigned one or more roles. A definition of the access levels that users
have and the specific resources that they can modify at those levels. Users are limited in how they
can access information if they do not have the proper role. Multiple roles are permissible.

S

Serious Adverse Experience

An adverse experience occurring from any dose that results in any of the following outcomes:-
Death- Life-threatening adverse experience - Initial inpatient hospitalization- Prolongation of
hospitalization Significant or persistent disability /incapacity Congenital anomaly /birth defect
(including that occurring in a fetus);- Important medical events, based upon appropriate medical
judgment, that may jeopardize the patient or subject and may require medical or surgical
intervention to prevent one of the outcomes listed above.

Spontaneous Report

A communication from an individual (e.g. health care professional, consumer) to a company or
regulatory authority that describes a suspected adverse experience. It does not include cases
identified from information solicited by the applicant such as individual cases or findings derived
from a study.

Study

Any organized data collection system (e.g., adverse experience information derived from a clinical
trial, patient registry including pregnancy registries). Reports from company sponsored patient
support programs and disease management programs should be handled as if they were study
reports and not as spontaneous reports.

Suspect Product

Drug or biological product associated with an adverse experience as determined by the initial
reporter, regardless of the opinion of the applicant.

T
Type Ahead

The functionality that offers you to type-in a value and the like values are displayed in the listbox.
It also enables you to select the desired value from the list of values.

8}
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Unexpected Adverse Experience

Adverse experience not included in any section of the current FDA-approved labeling for the drug
or licensed biological product. This includes an adverse experience that may differ from a labeled
adverse experience because of greater severity or specificity (e.g., abnormal liver function versus
hepatic necrosis). Adverse experiences listed as occurring with a class of drugs or biological
products but not specifically mentioned with a particular drug or biological product are considered
unexpected (e.g., rash with antibiotic X would be unexpected if the labeling said "rash may be
associated with antibiotics"). This is because the labeling does not specifically state "rash is
associated with antibiotic X." Reports of death from an adverse experience are considered
unexpected unless the possibility of a fatal outcome from that adverse experience is stated in the
labeling.

w

Web-based application

An application that is downloaded from the Web each time it is run. The advantage is that the
application can be run from any computer, and the software is routinely upgraded and maintained
by the hosting organization rather than by each individual user.

Web browser

A client program that initiates requests to a Web server and displays the information that the server
returns.

Web page

Any document that can be accessed by a URL on the World Wide Web.

Web Server

A software program that is capable of servicing Hypertext Transfer Protocol (HTTP) requests.
Web Site

A related collection of files available on the Web that is managed by a single entity (an organization
or an individual) and contains information in hypertext for its users. A Web site often includes
hypertext links to other Web sites.

World Wide Web ( WWW Web)

A network of servers that contain programs and files. Many of the files contain hypertext links to
other documents available through the network
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