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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.

Access to Oracle Support

Oracle customers have access to electronic support through My Oracle Support. For
information, visit http://www.oracle.com/support/contact.html or visit
http://www.oracle.com/accessibility/support.html if you are hearing
impaired.

Conventions

The following text conventions are used in this document:

vii



Convention

Description

Note

Bold Text

Italic Text
UPPERCASE TEXT

Bold Underline
Initial Capitals

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

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

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

Identifies a link indicating that additional information is available.

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

FAegus 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

Series the query.

Generate Standard

Reports on the Case  on the Case Series.

Series

Generate Custom

list of cases (Case Series) that match the criteria you specified while creating

Select and run a built-in Standard Report. You can limit this report to only run

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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2

Upgradability and Compatibility

About Upgradability and Compatibility

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.

Upgrade Path

You can upgrade directly to this (6.0) version of Insight from Argus Insight version 5.1
and 5.1.1. After completing the upgrade, you must execute an initial ETL.

Product Compatibility
This version of Insight is compatible with the following products/versions.
= Argus Safety 6.0,5.1.1,5.1, and 5.0.3
= Argus Perceptive 6.0
This version of Insight has also been tested for SSL. compatibility.

Copy Configuration

You can Import configuration information from the following Insight versions and
export it to Argus Insight 6.0.

= Argus Insight 6.0

Upgradability and Compatibility 2-1
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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.

Getting Started  3-1



Using Argus Insight

e ARGUS INSIGHT

Version 6.0

User Name
l |

Password

l |

7/2/2010 11:34:02 AM

Copyright ® 2010 Oracle Corporation. All rights reserved.

Single Sign on

Be aware of the following;:

Users can have single-sign on capabilities.

The Argus Safety 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, Perceptive, and 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 (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.

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.
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Using Argus Insight

= Sharing a Case Series
The system enables a user to share a case series between the following:
— Perceptive to Insight

* A case series is available from Perceptive through the Alert Preview and
Alert Details.

* If a case series from Perceptive contains cases not in the Insight data mart
(due to latency of the scheduled update), Insight drops these cases from
the case series and notifies the user of the dropped cases.

= Insight to Perceptive
— A case series is available from Insight through the Active Case Series.

— Case Series tab a Import Cases From Insight is available on the Alert Details
screen. This adds the cases from latest (current) Active Case Series for the
Insight user to the Case Series in Perceptive.

— If there are no cases in the Active Case Series in Insight or no Active Case
Series exists, Perceptive presents the user with the following message:

No cases have been exported from Insight

Logging On

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.

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. Press Enter. The Argus Insight logon screen appears.

Getting Started 3-3



Using Argus Insight

orace  ARGUS INSIGHT

Version 6.0

HEALTH SCIENCES

User Name
| |

Password

7/2/2010 11:34:02 AM

Copyright ® 2010 Oracle Corporation. All rights reserved.

4. Type in the Username and Password.

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.
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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.
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Using Argus Insight

Administration Tools

| Porsonai List Maintenance | Security | Evischsduer | Dashmosrdindicator Optioes | Austiog
s oners
User Name:  phna User Full Hame: fcans
Oid Password Hew Password: Confirm Password:
Password Expires in 83 days.
Homepage:

Fiter Libeary -

Overwrite Confirmation Group Membershlp
[] Case Seres Gverwrie

[] ©BE overwree

[] Faer Overwrie

[] Advanced Condton Overwre

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.
5.

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.

Administration Tools

| Porsonai List Maintenance | Security | Evischsduer | Dashmosrdindicator Optioes | Austiog
v
User Name:  phna User Full Hame: fcans
Oid Password Hew Password: Confirm Password:
Password Expires in 83 days.
Homepage:

Fiter Libeary -

Overwrite Confirmation Group Membershlp

[] Case Seres Overwrte
[] GBE Overwres
[] Faer Overwrie

[] Advanced Condton Overwre

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.
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Using Argus Insight

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

= Security - creating, modifying, and enabling/disabling user groups and accounts.
= 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.

QBE Form Tab Field
Patient Date of Birth

Other Relevant History
Start Date

Other Relevant History
Stop Date

Lab Data
Date

Patient > Parent Date of Birth
Product Expiration Date

Dosage Regimen

Start Date/Time

Dosage Regimen
Start Date/Time

Summary of all regimens

First Dose

Summary of all regimens

Last Dose
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Using Argus Insight

QBE Form Tab Field

Product > Vaccine Date

History

Product > Device Date Explanted

Event

Event > Death

Event > Hospitalized

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
March, 2005 Enter any one of

these sequences:

= 0032005

= 00305

= 7?7305

= 72305

= /32005

= /305

= 00MAR2005

= 00MARO05

= 7232005

= ??MAR2005

= /MAR2005
2005 Enter any one of

these sequences:

= 00002005

= 000005

= 7?2005

= 2205

= //2005

= //05

= ??27?272005

s 2277205

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.
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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?

Egk] | 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

od |
[compassionatevse |

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 A Prr———— ]
T T e ——
[ ——r—
CUERY B EXAMBPLE preoE——
= .
= = =
=T s
e S — == [ - P Ty [ ee—T—
i — E—— o= e
e — S e -
,,,,, - e P S

s || ot || Gommet o ivpmons G, | |-G ot | Gt || i

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.

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

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 [EESNT SR IIIY et e ]

—— T e

Gy nats - Eate tarn.

ACTIVE CASE SERIES s —— reT—,
Actn Case Saras: ot B+

......

e o i i i e

»  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 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 0K I Cancel
———

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 OBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizsion

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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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.

Creating Queries 4-10



Creating Queries

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

Literature Title

Literature Vol

Literature Year

Literature Pgs

In this text box, enter the literature author name that the
query should look for in cases.

In this text box, enter the literature title that the query
should look for in cases.

In this text box, enter the literature volume that the query
should look for in cases.

In this text box, enter the literature publication year that the
query should look for in cases.

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

[ 1T | [ search | [ clear |
Clinical Studies 0-0/0 [=f=f=]=]

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

Clinical Study Lookup

Project Study Center
[cure I[ ||
Ciinical Studies 1-2481248
CURE CURE ALL US 002 A
CURE CURE ALLUS 001 =
CURE CURE ALL PL 001 Sweden
cuRE CURE ALL PL 001 Spain
CURE CURE ALLPL 001 Folang
CuRE CURE ALL PL 01 Horway
CURE CURE ALLPL 001 Netheriand
CuRE CURE ALL PL 01 Luxemburg
CURE CURE ALLPL 001 Latvia
CURE CURE ALL L 01 taly
CURE CURE ALLPL 001 reland
CURE CURE ALL L 001 Hungary
CURE CURE ALL PL 001 Greece
CURE CURE ALLFL 001 Great britain v
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:
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= 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.
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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:
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= 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.

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

Test Name dialog box appears.

e | Argus Insight -- Webpage Dialog

Lab Test Hame

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

Lab Test Types

| select || cancel |

2. Type a few initial letters of the test name.

3. 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
Blood

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
Bland nndi

| 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.

a 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

s0C HLGT HLT

HLGT
HLT

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.

a Argus Insight - MedDRA Browser -- Webpage Dialog

MedDRA Browser

Current Coding Version: 12.0
s0C HLGT HLT PT LLT
|| Il || Il
Ganglioneuroma
s0C
HLGT
HLT
PT
LLT
| Add&cse | | 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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a 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
malignant and unspecified neoplasms benign Ganglioneuroma
{incl cysts and polyps) Vo
Nervous system disorders
s50C 10029104 Neoplasms benign, malignant and unspecified (incl cysts and polyps)
HLGT 10029209 Nervous system neoplasms benign
HLT 10028312 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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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 Clear
Ingredient Family Product Hame Trade Name
| |[cure I
Cure All - Family Cure All

Family

Ingredient

Product Hame

Trade Hame

| select | | cancel |

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

e | Argus Insight - Product Browser -- Webpage Dialog

Product Browser

[] Full Search

Clear

Ingredient

Family

Product Hame

Trade Hame

||Cure ||

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

Cure All - Family Cure All

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

Cure All [Injection]

Cure All [Unknown]

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)

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.

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

Product Browser

Cure All (ING2)
Cure All (ING3)
Cure All (ING4)
Cure All (INGS5)

[] Full Search
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 Al MKT

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]

| select | | 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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a Argus Insight - WHO Drug Browser -- Wehbpage Dialog

Drug Coding (WHO-DRUG)

Product Type ATC Code (%) Drug Code () Medicinal Prod ID (%) Trade Name () Ingredient Formulation Country [| Full Search

[an vl | I I I I |

Trade Name

MAH

Drug Code

ATC Code

ATC Description
Medicinal Product 1D

Ingredients

| seect || 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
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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.

2 | 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
7 I— I | [urspecies] [usa |
| Farmulation | Strengtht | sales Country
ATRIPLA Unspecified / Unspecifisd Usa N 1)
ATRIPLA Unzpecified / Unspecified usa N =
Abreva Unzpecified / Unspecified usA N
Abreva Unzpecified / Unspecified usa N
Acetazol Unspecified / Unspecified usa N
Acetazol Unzpecified / Unspecified Usa N
Acidophiluz Unzpecified / Unspecified usa N
Acova Unspecified / Unspecified Usa N
Acova Unzpecified / Unzpecified usa N
Actimmune Unzpecified / Unspecified usA N
Actimmune Unzpecified / 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
fadd 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
I I [unspecirea] [usa |
| Farmulation | Strengtht | sales Country | Generic?
ATRIPLA Unspecified / Unspecified Usa N ]
ATRIPLA Unspecified / Unspecified usa N =
Abreva Unspecified / Unspecified UsA N
Abreva Unzpecified / Unzpecified usa N
Acetazol Unspecified / Unspecified usa N
Acetazol Un=pecified / Unspecified Usa N
Acidophiluz Unzpecified / Unspecified usa N
Acova Unspecified / Unspecified Usa N
Acova Un=pecified / Unspecified usa N
Actimmune Unzpecified / Unspecified usA N
Actimmune Unzpecified / 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 SO24A8
ATC Description \Auntiin fectives
Medicinal Product ID 46730
Propylene glycol diacetate
Ingredients
A seiect | | 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.

e | 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]

| Add&cise | | 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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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
Reported

Event Diagnosis Flag

Event Description to
be Coded

Event Past History

Event Onset Date
Event Onset from
Last Dose

Event Stop Date
Event Duration

Event Onset Latency

Time to Onset from
First Dose

In this text box, enter the reported event description 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 event
diagnosis flag is set.

Tab out from this field to use the MedDRA Browser to specify
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.

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.

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

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

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

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

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

In this text box, enter the duration from first 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.
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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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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:

ORACLE |ARGUS INSIGHT [FESTPTRTETPIIY e Lsses |
[ cneemy | o oo e

[ ———

QUERY BY EXAMPLE

At Gy e e 8
Ratn Cone Berien: P

= You can specify information only about one contact log
= You can specify information only about one action item
= Routing search is not applicable

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.

Section Field Description
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Contact Log

Action Items

Case Lock/Archive

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.

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 query criteria to retrieve matching cases.

Section Field Description
References 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.

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

Name
Description
Last Modified
User Full Name
Category
Report Name

Description

Displays the name of the QBE you specified while saving
Displays the QBE description you entered while saving
Displays the date when the QBE was last modified

Displays the name of the user who created the QBE

Displays the category you assigned to the QBE while saving it

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.

be | 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
with a Standard Report.
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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 Of Rows (1)

Displaying Rows Page size s
Name .. Last Run Time Created By Modified By
Description HNext Run Time Created Date Modified Date LI
New Reports NIA johns johns 1
Collection of New Reports MIA 10-JUL-2010 10-JUL-2010

Mew  |[ Modify || Delste [[ Execite || 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: NI& 10-JUL-2010 10-JUL-2010

{osity—_] | Deiete || Exseute | | 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 QOracle 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 mare afiri Pharmacovigiance | 10-JUL-2010 Qracle Corporation
N P 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 ol ¢ 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
~
Selected Roporis o]
Report Report Pre-Filters.
fit Category Format Configured?
Mo records to display |
[.ook ][ 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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: | Argus Insight - Webpage Dialog,
Reports Scheduling

‘Group Information Scheduling Information E-Mail Information

Name: [Additional Reports | Frequency: [Weeky v| Email

Add [iohn com |
ress:
Description: [Contains added reports | Dayof [ionday
Week: Subject: [Newly Added Reports ]
Time: [11:00 an | Body: 4 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 %
AE Count Tabulation A summary tabulation that displays a count of even

s and breaks them down by causalty Pharmacovigilance 07-JUL-2010 QOracle Corporation

To analyze refationships between two or more attri

Age Group vs. Gender butes,

Pharmacovigilance 10-JUL-2010 Oracle Corporation

To summarize the event counts by Diagnosis and b

Aggregate Disgnosis Listing roken down by seriousness and listedness.

Pharmacovigilance 10-JUL-2010 Oracle Corporation

Graph to show the count of incoming and closed ©

Case Activity History and an aggregate total of n pro ) Management 07-JuL-2010 Oracle Corporation
Case Count by Reporter Type Report to track the origin of all notifications. General 06-JuL-2010 Oracle Corporation
v
Selocted Reports T
Report Report Pre-Filters Report Pre-Filters

ReciR e Category Format GrrrmeE 2R
Adverse Events Line Listing Case Processing || PDF % | ves E Sub Title
Case Activity History Management PDF | to | |

Grouping

[pay v

[0k | [otancel | [ 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.
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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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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

Placing runtime parameters in attributes

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.

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

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.

6. 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 W
o
( Attributes | Condition ‘ Value

55 [ AC LIBRARY ¥ [ 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

Creating Queries 4-51



Creating Queries

= 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.

e | Argus Insight - New Value Set -- Wehpage Dialog

Select Filter For New Value Set

Compliance

Configuration

Management

Pharmacovigilance

Workflow

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

Abbreviated 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 Onset Latency, Event Sericusness, 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 ListednessiLic Country, Event Term, Famity Name, Follow-up
Received, Has Followup, Initial Receipt Date, Owned by Site, Product,
Project/Study/Center, Report Type, Workflow Group

>

I

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.

B 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.

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

Creating Queries 4-55



Creating Queries

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 Pz|

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 OBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizsion

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 OBE: New QBE
Legend
UnBlinded W = Write

D = Delete

P = Object
Permizsion

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

1

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.

7. 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.
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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. 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 g|

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 Hame:

[ 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 OBE: New QBE
Legend
Blinded No Access ¥ R = Read
UnBlinded No Access hd W= "Write
D = Delete
P = Object
Permizsion
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.
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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.
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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.

£

Total Humber Of Rows (0) Displaying Rows [T | Page Size " | - |'[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 )—:l
=
News Modify || Delete Execute Close
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3. Click New and a context menu appears. Select Scheduling.

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 Ni& 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 ]
oo [ ] Address:
Subject: [ ]

Body: ‘

[ send separate mail for each report

Availale 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

CRETACETE 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 e

Pharmacovigiance 10-JUL-2010 | Oracle Corporation

To summarize the event counts by Diagnosis and b

SIS 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 | Oracie Corporation

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

I

Selected Reports

Report Report Pre-Filters
TS Category Format Configured?

No records to display ‘

[ ok ] cercal [ Clem |

o

On this window, you can schedule multiple reports at once.

o

Schedule the report.

N

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.

Creating Queries 4-70



Creating Queries

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.
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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 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
appears.

ORACLE |ARGuUs |53 [PERTTEPTIIIIY aa e s ]

T e e e
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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.
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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.
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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

operatr
( 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.
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2.
3.

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.

Enter the Advanced Condition attributes (fields and values)

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 b (Advanced Condition)
(3 ADDL INFO ¥ ts (Advanced Condition)
[T ANALYSIS »
[C3] CASE SERES »
[CI EVENTS »
[C3] GENERAL »
[C3 PATIENT »
[Z3 PRODUCTS »
[Z3 REPORT »
[T AC LIBRARY ¥ | Caceneral ¥ [@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 CONMMTIONS EDITOR Active Query Name:  New Advanced Cendin

Active Case Series; « Nt Saved »
1 Category Description
Crugs i Sty [ Incldes Comparatrs | General * | |Drugs in Study { ncludes Comparators |
1 Afributes Condion Ve ) Operstor

Drugs in Study [ Includes.

= = S =
Comparstors } equalts 1R0TER

SRR

[ save || savess | | vewsil || emesccs | | bucute |

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
»  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.
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s 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. Select the Attribute from the Advanced Condition form.

2. 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 |  createauery | GueryResults

]_ Case Series Reports I Datamart Reports

Create Query » Agvanced Condtions
ACTIVE ADVANCED CONDITIONS EDITOR

Hame : Category
General -

Condition Vialue
L [Advanced Condton)
B -_I;UDL e Y s {Advanced Condiien)
= C)anaLYSS »
| L) CASE SERES »
JEVENTS 13
| CasenRaL »
3
\—g CapaTEnT »
Ly imIFRIONSTS * | [ Dosege Regimen ’
| ) REPORT * | ) product Device v
| C3AC LBRARY ¥ | CyProcuct brug ¥ =
() Product Drughaccns b | 9] abuse
(L) Product indication » | @) Acton Taken
(Z3Product G
(E3 Product Vaccne » | 9] Date.
(23 Qualty Cantrol + | 9] Dechabenge Resuts

() Vaccne Hatory
_l\".lt!lla Prior AE
() WHO DRUG ATE Code

+ | [9] Drug Cumulative Dose Unk
» | (9] Drug Cumuiatve Dose Unt ©
+ | |9] Drug Dechatenge Date Range
|9] Drug First Diose Date Rangs
(8] Drug info Severty
| @] Drug Last Dese Date Range
|@] Drug Primary indication Code
@] Drug Prmary Indication HLGT Code
|9] Orug Primary Indication HLT Code
9] Drug Primary indication LLT Cade
| ] Drug Primary indication SOC Code
[#] Drug Rechalange Start Date Range
@] Drug Rechalenge Stop Date Range
ﬂcurlmn of Agministration
| @] First Dose
| 9] indication SUQ (Broad)
@] indieation SUQ (Narrow)
||9] nteraction?

3. Select the Condition, Value and Operator depending on your

search-criteria.

4. Click Execute to run the Advanced Condition query.

Description

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

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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11

Advanced Condition

( | Attributes Condition
S o ErD 9 | =L e
g [ ] type | equalto v || [AffRef.+ Rep Auth. v|| [3] Parameters v

. Click Parameter. The following dialog box appears.

e | Argus Insight - Create Parameter -- Webpage Di... |X

Parameter

New Parameter Name:

|T‘,r|:|e |
or Select from Existing Parameter Names:

| vl

Multi Select

12,

13.

14.

15.
16.

0K 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 g|

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.
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»  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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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.
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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 ... E|

Advanced Conditions SQL

Note: SAQL must be "SELECT DISTINCT WV_RPT_CASE.case_id From
V_RPT_CASE'

SELECT DISTINCT V_RPT_CASE.case_id FROM V_RPT_CASE,
RPT_REFERENCE, DTL_CASE WHERE (WV_RPT_CASE.case id =
RPT_REFERENCE.case_jd{+) AND V_RPT_CASE.case_id =
DTL_CASE.case id(+} AND {{(UPPER(RFT_REFERENCE.REF_MNO)
<=UPPER('234) OR RPT_REFERENCE.REF_NO IS NULL ) AND
(DTL_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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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
in the Advanced
Condition editor

Save Active
Advanced Condition
with another name

View the Advanced
Condition in SQL

Assign Permissions

Change the
Description of the
Active Advanced
Condition

Execute the Active
Advanced Condition

If required, you can modify the attributes (fields and values) in the Advanced
Condition editor. See theCreating a New Advanced Conditiontopic for
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.
Click Save As to save the Active Advanced Condition by a different 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.

Click View SQL to view the underlying SQL query for the Advanced
Condition.

In this SQL, manually replace the V_RPT_CASE with RPT_CASE. This is
required to execute the query in the Oracle database.

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.

You can change the description of the Active Advanced Condition by
modifying the text displayed in the Description text box.

Click Save to store the changed description.

Click Execute to generate a Case Series by using the Active Advanced
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

Creating Queries 4-89



Creating Queries

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 Johers, Sundey Juy 11, 2010 (A6157360) L
ooy oy | co s s
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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.

s 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.

s 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.

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

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

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.
Click Modify. The Advanced Condition editor appears

Make your modifications to the Advanced Condition, as appropriate.

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.
2.

30 T i A e

3.

Drigs in Study { helides Comparaton Gener

Go to the Advanced Conditions Library page.

Select a particular Advanced Condition and click Modify. The Active Advanced
Conditions Editor screen appears.

ADVANCED CONDITIONS ENTOR

1 Anributes. Candtion Value ¥ Opermor
Brugs in Study { Inchides
Comparators |

Click View SQL. The Advanced Conditions SQL dialog appears.
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Advanced Conditions SQL
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.

n

Associate the Advanced Condition with a Standard Report.

L d

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.

1 Argus Insight -- Webpage Dialog el

Scheduled Reports Grou
Total Humber Of Bows (3) Displaying Rows TN | Page Size 1 [oseach] [Ciear]
Deeron WeAmTime  Crodedive  Modedide  Momosrorieports
N records ta display =
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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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. Specify the email recipients of the report you scheduled.

13.

14.

15.

16.

17.

18.

19.

20.

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.

P L

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 an Advanced Condition
Use the following procedure to execute an Advanced Condition:
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1. Select an Advanced Condition from the list in the Advanced Condition Library
page.

2. Click Execute. The system executes the Advanced Condition; the Active Case
Series page appears.
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3. If areportis 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.

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.

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.

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

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 | Clusry 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
s 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.

Drapiaying rows (170 =

Total Number Of Rows (2)

Fage sre

Name .. Last Run Time

Created By Modified By
Description Next Run Time Created Date Modified Date ~T e =
Additional Reports N/A jehns johns 3
Contains added reports 12-JUL-2010 10-JUL-2010 10-JUL-20110
New Reports N/A jehns johns 1
Collection of New Reports NIA 10-JUL-2010 10-JUL-2010
| tiew| [togify| [belete || |[cCiese

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. C(lick Delete.
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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.
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2. Click Associate.

This displays the Scheduled Reports Group page.

Total Number 01 Rows (2 s Page size =]

Last Run Time Created By Modified By
Next Run Time: Created Date Modified Date ~DE IS
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N | Moty ||pelete || -

3. Select any report group and click Modify.

4. Make the necessary modifications and click OK.

5. 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. Select the query from the list in the Query Library page.

2. Click Delete.

3. The Delete Confirmation dialog appears.

4. Click OK.

Disassociating a Report in the Query Library

Use the following procedure to disassociate a report from the query library:

1. Select the report from the list in the Query Library page.

2. Click Disassociate.

3. The Disassociate Report dialog appears.

4. Click OK.
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Working with Case Series

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.

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, XLS, 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.
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s 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.

s 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 case series?

User Name : johns

Date: 11-JUL-2010

Justification: |Unfreszing Required |ﬂ

|| 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.

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.

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.

The hyperlink for the medical review access, links to the latest data for the case.
Frozen case series are not available to Perceptive.
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
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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
s 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
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.
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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.

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.
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Permiszions for OBE: New QBE
Legend
Binces R=Read
UnBlinded W = Write
D = Delete
P = Object
Permizsion
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:

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.
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e | Argus Insight - Query Criteria -- Webpage Dialog,

Query Criteria

Drugs in Study ( Includes Comparators ) is in ("10007538")

[ ciose |

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.

& Add Case to Case Series -- Webpage Dialog,

Add Case to Case Series

n Case Humber:
[ |

Justification:

[ L]

[ ok || cancel |

2. Inthe Case Number text box, type the case number you want to add to the Case
Series.

3. 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.

4. 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.
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Insert Case Number

‘E CaseNumber: 124464
Case Number Does Not Exist

5. 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. Inthe Active Case Series page, select the case you want to delete.

2. Click the icon on the left bar in the Active Case Series page. The Delete Case
Number dialog box appears.

e | Argus Insight - Delete - Case Number, -- Webpage Dialog rz|

Delete - Case Humber

Are you sure you want to remove this case from the Case
Series:

Case NHumber : 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.

Working with Case Series 5-10



Working with Case Series

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, CSV,
or XLS files
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.
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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. Inthe 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. Inthe 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:

s 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
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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.
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Select the two Case Series you wish to merge.
Select the first Case Series from the Case Series # 1 list.
Select the second Case Series from the Case Series # 2 list.

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.
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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.

Select File For Import

Query Criteria:
Imported frem File:

File:
| || Browse...

D First row contains column header(s)?

QK 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.
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Deleting a Case Series
Use the following procedure to delete an existing Case Series.

1. Inthe Case Series Library page, select the Case Series you wish to delete.
2. Click Delete. A confirmation dialog box appears.

b | Argus Insight - Delete - Case Series -- Webpage ... rz|

Delete - Case Series

Are you sure you want to delete:
New Series

3. Click OK. The system deletes the selected Case Series; the Case Series Library
page appears.

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.
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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.

Cana Sarien.

gIHHHHHHHHHHHHHHHEBHHHHHHHHHHH

HERE AR AR AR A AR AR A AR

f ]
&
1
H
¥
tH
;
§
1
]

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.
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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.

File Download 3

Do you want to open or save this file?

@ Name: 1506.39.xls
JJ] Type: Microsoft Excel Worksheet, 5,50 KB

Fram: aiwebbo

[ Open ][ Save ][ Cancel ]

Blways azk before opening this type of file

harm your computer. [f you do not trugt the source, do not open or

@ ‘while files from the Intemet can be useful, some files can potentially
zave this file. What's the risk?

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.
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6

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.

Using Reports

Before generating reports, you should be aware of information regarding the
following:

= Event Level Reporting
= Report Scheduling
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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.

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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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.

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.

Specify the pre-filter options, as appropriate.

Select the PDF or Excel option button to specify the report output format.

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.

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.
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»  The event group information is populated from the Event Groups configured in
the Perceptive application.

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
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—  From Filters - Event Information
*  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
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reports run on a weekly or periodic basis can be scheduled with the same report and
run as a package.

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.
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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.
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s This window has the following buttons:

- 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.

»  The system opens the Schedule Information page when the user selects
Association Only from the drop-down list.

A Argus Insight -- Webpage Dialog, ]
Reports Scheduling -]
Meme: [ ]

Description: ||
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 & count of even
AE Count Tabulation et Pharmacovigiance 07-JUL-2010  Oracke Corporation
Age Group vs. Gender ;:t::“'*'za relationships betwssn two or more altri |p o iokance | 10-JUL-2010 | Oracle Corporation

L To summarize the event counts by Diagnosis and b -

Aggregate Diagnosis Listing e e Pharmacovigiance 10-JUL-2010  Oracle Corporation
Case Activity History Graph to show the count of incoming and closed & | ooy 10-JUL2010 | Oracle Corporation

ases and an aggregate total of cases in process.
Case Count by Reporter Type Aeport to track the origin o all notifications. General 06JUL-2010  Orace Corporation

<
Selected Reports [ Ada |
Report
rt Hame Delete
P Category
No records to display
[=3 Canoel

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.
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— Selected Reports: Reports associate with the query (as per the selection by the
user from Available Reports section) are listed in this field.

*  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.
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- This page has the following buttons:

*  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.

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.

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.

ms  Case Processing Reports
= Compliance Reports

= Configuration Reports

= General Reports

=  Management Reports
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= Pharmacovigilance Reports

Reports - Cover Page

The following image displays the Cover page of the report when it is generated in PDF
format.

Compliance

20-JUL-2010 17:04 GMT+5:30

Destination Report Submission Listing

@
5
3
E
kS

Report Filter:

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:

]
5

Start Time of Last ETL Rum:

13-JUL-2010 14:21:45 GMT-8

Case Series Count:
Total No. of Cases in Hitlist 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'

Amit Aggarwal Confidential Page 10f 34

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
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Case Series Count

Case Series Name

Case Series Criteria

User Name
(bottom-left)

Confidential
(bottom-centre)

Page x of y
(bottom-right)

Footer logo

(bottom-right box)

A count of the total number of unique cases in the case series.

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>".

Query criteria to get case series on which the report has been
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
configured in the whitespace. This component may not appear in
every report.

Case Processing Reports

The following table describes each Case Processing Report.

Report Title

Description

Adverse Events Line
Listing

DCA-TME
Notification Report

Serious Adverse
Events Report

This report provides a tabular report containing data of selected fields.

This report provides a list of cases in which an event of special interest is
associated with a specific product.

This report displays a case-wise compilation of selected data, including the
narrative.

Compliance Reports

The following table describes each Compliance Report.

Report Title

Description

Destination Report
Submission Listing

Labeling Detail
Listing by Case
Number

Labeling Detail
Listing by Preferred
Term

Use this report to view the submission details based on an on-line country.

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.

Use this report to check for consistency between Labeling and Seriousness
Criteria. This report is a listing of cases with events and their labeledness for the
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.
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Report Title

Description

Labeling Summary

Outstanding
Expedited Reports by
Responsible Group

Outstanding Report
Submission by
Responsible Group
Listing - Detail

Outstanding Report
Submission by
Responsible Group
Listing - Summary

Outstanding Report
Submissions by
Destination Listing -
Detail

Outstanding Report
Submissions by
Destination Listing -
Summary

Reporting
Compliance by
Destination (Count)

Reporting
Compliance by
Destination
(Percentage)

Reporting
Compliance by
Grouped Destination
(Count)

Reporting
Compliance by
Grouped Destination
(Percentage)

Reporting
compliance by
Responsible Group

Reporting
Compliance Listing -
Detail

Reporting
Compliance Listing -
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.

Use this report to view a listing of cases for which expedited reports are
outstanding. The listing is grouped by the responsible group.

Use this report to view a detailed listing of cases for which report submissions
are coming up.

The listing is grouped by responsible group and again sub-grouped by agency.
The listing is sorted in descending order of due-date.

Use this report to view the outstanding report count for each reporting
destination. Against each destination, the outstanding reported count is further
broken up in these groups:

s Duein greater than seven days
s Duein 3-7 Days

= Duein 0-2 days

»  Past the due date

Use this report to obtain a detailed listing of upcoming report submissions based
on report destinations.

Use this report to obtain a summary listing of upcoming report submissions
based on report destinations (Summary).

Use this report to obtain a graphical overview of reporting compliance.

Use this report to obtain a graphical overview of compliance expressed in
percentages.

Use this report to obtain a graphical overview of compliance grouped by
reporting destination.

Use this report to obtain a graphical overview of compliance grouped by
reporting destination expressed in percentages.

Use this report to obtain a graphical overview of compliance for a given
reporting group. This report shows how many reports were assigned to a
particular reporting group, that were submitted before the due date/ on the due
date/ after the due date.

Use this report to view a detailed listing of submitted as well as outstanding
reports for the selected cases and reporting destinations. The listing is grouped
by destination; subtotals and compliance % are provided for each destination
along with an overall total and total compliance %.

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.
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Report Title Description

Reports Out of Use this report to view a detailed listing of all reports that were past the due

Compliance Listing - date for the selected cases and reporting destinations. The listing is grouped by

Detail reporting destination; subtotals are provided for each destination apart from the
overall total.

Reports Out of Use this report to view a summary listing of all reports that were past the due

Compliance Listing - date for specific destinations. The listing is grouped by reporting destination;

Summary subtotals are provided for each destination apart from the overall total.

Reports Out of Use this report to view a listing of late reports along with the details of the

Compliance with workflow states where they exceeded the maximum allotted time.

Delayed Workflow

Detail

Configuration Reports

The following table describes each Configuration Report.

Report Title Description

ETL Log Argus to Staging Displays the ETL Log for the latest Argus to Staging ETL Incremental
Incremental Process.

ETL Log Staging to Mart Displays the ETL Log for the latest Staging to Data Mart ETL Incremental
Incremental Process.

ETL Log Summary Displays the ETL Summary for all the ETL Processes.

Listing of Licenses by Family and  Obtain an overview of defined licenses grouped by families.

Product

Listing of Product by Family and  Obtain an overview of defined products grouped by families.
Licenses

StudyConfiguration Obtain a listing of configured Studies.

Workflow Configuration by State ~ Obtain a listing grouping the workflow states listing the incoming and
outgoing states.

Workflow Configuration by Obtain a listing of the configured transitions sorted by From and Use the
Transition following procedure to states.

Reporting Rules Configuration Obtain a listing of configured Reporting Rules.

General Reports
The following table describes each General Report.

Report Title Description

Case Count By This is a report for tracking the origin of all notifications.

Reporter Type

Case Narrative This report is a narrative overview list of all cases per drug per report type with
Listing -English international and local narratives

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.
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Report Title

Description

Clinical Medical
Review List

Downgraded Reports
Listing

Literature Listing

Lot Number Listing -
Detail

Lot Number Listing -
Summary

Relevant Medical
History listing

Study Reconciliation
Report

US FDA MedWatch
3500A

This report provides a listing of serious clinical trial events grouped by study ID.
This report obtains a listing of downgraded reports.

This report provides an overview including case number with literature reference
and case details.

Use the following procedure to investigate a correlation of events for a certain lot
number (Listing).

Use the following procedure to investigate a correlation of events for a certain lot
number (Summary).

This report is a listing of all relevant histories for the selected cases.

This report provides a data-set to enable reconciliation between Argus and the
company clinical database.

Prints the standard US FDA MedWatch 3500A report for all cases of the case series.

Management Reports

The following table describes each Management Report.

Report Title

Description

Case Activity History

Case Load History by

Day

Case Load History by

Month

Case Load History by

Quarter

Case Load History by

Week

Case Load History By

Year

Case Processing
Times Listing

Case Routing History

Case Seriousness

Distribution

Case Seriousness

Distribution

Graph to show the count of incoming and closed cases and an aggregate
total of cases in process

Listing of the number of pending cases for given workflow states by Day
Listing of the number of pending cases for given workflow states by Month

Listing of the number of pending cases for given workflow states by
Quarter

Listing of the number of pending cases for given workflow states by Week
Listing of the number of pending cases for given workflow states by year

Obtain a listing of processing time per case and workflow state including
the time to lock and closure of case.

Detailed listing of all states a case has been routed to.

Obtain a listing of cases by seriousness grouped by country of origin.

Obtain a graphical representation of cases by seriousness grouped by
country of origin.

Graphical Summary

Case Versions
Processed

Case Volume by
Reporter Type

Obtain a summary tabulation of follow-ups processed.

Listing to show the volume of cases that were received over a certain time
period. Used to pick out trends in reporting sources.
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Report Title Description

Case Volume History Obtains an overview of case volume by specified time period and broken
- Initial and down by initial vs. follow-up reports.

Significant

Follow-ups

Case Volume History Obtains an overview of case volume by specified time period and broken
- Product - All down by key indicators (Product - All Company Products)

Company Suspect

Products

Case Volume History Obtains an overview of case volume by specified time period and broken
- Product - Primary ~ down by key indicators (Product - Primary Suspect Only).
Suspect Products

Only

Case Volume History Obtains an overview of case volume by specified time period and broken

(Reporter Type) down by key indicators (Report Type).

Case Volume History Obtains an overview of case volume by specified time period and broken

(Seriousness) down by key indicators (Seriousness).

Case Volume History Obtains an overview of case volume by specified time period and broken

split by Initial and down by initial vs. follow-up reports.

Follow-up

Case-Load Obtain a graphical representation of cases in each workflow state.

Case-Load Listing Obtain a listing of the number of cases received and processed per
workflow state for a given time period.

Cases by Reporter To compare the number of cases from each reporter type and the associated

Type Listing case details.

Cases by Reporter Compares the number of cases from each reporter type.

Type Tabulation

Delayed Workflow Obtains a list of cases where the max time has been exceeded.
Listing by Case

Delayed Workflow Obtains a list of cases where the max time has been exceeded.

Listing by Workflow

State

Event Comparison of Review events (diagnoses) over two time periods and compare these
Two Periods different time periods in one document including labeledness.

First and Last Obtain a listing of case details including first and last contact from the
Reporter Contact reporter (Initial receipt and most recent follow-up date) for each case.
Follow-up Status Obtain a listing of cases requiring follow-up and the status of those cases.
Listing

Listing of Cases due  Obtain a listing of cases that due for lock
for Lock

Listing of Cases Late  Obtain a listing that displays case work state milestones and lead times for
for Lock workflow as well as minimal case information.

Open Action Items Obtain a list of cases with open action items by responsible group.
Listing

Product Tabulation =~ Obtain a summary that lists the number of cases by site and product

by Site and Case (Ingredient) by Report Type with totals.
Source
Receipt Latency of Obtain a listing of latency from initial receipt date to central received date

Cases by Site - Initial ~for initial and follow-up reports.
and All Follow-ups
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Report Title Description

Receipt Latency of Obtain a listing of latency from initial receipt date to central received date
Cases by Site - Initial ~for initial and follow-up reports.

and Significant

Follow-ups

Receipt Latency of Obtain a listing of latency from initial receipt date to central received date
Cases by Site and for initial and follow-ups, broken down by country of origin.

Country of Origin

Received AE Reports Obtain a line Listing of all cases received grouped by Protocol Number
by Protocol (Study ID).

Report Volume Listing to show the volume of reports that were submitted over a certain
History time period broken down by reporting destination.

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

Case Listing

Case Listing with all
Regimens and Events

Clinical Case Listing

Clinical Trial
Causality

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 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
spontaneous cases.

This report is a case listing for clinical cases

This report captures the Table of event count grouped by selected MedDRA
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
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Report Title Description

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)

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.

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

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
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Report Title

Description

Event Vs. Gender
Fatal Case Listing

Fatal/Life-Threatenin
g Cases Listing

Frequency Listing of
Events

Product and Disease
Listing

Product Interaction
Tabulation

Quick Signal

Seriousness Case
Listing

SOC/PT Tabulation
(Event Count)

Temporal
Relationships

Top 10 Substances

This report is required to analyze relationships between two or more attributes.
This report is required to obtain a listing of cases with fatal seriousness criteria.

This report is required to obtain a listing of cases with fatal or life-threatening
seriousness criteria.

This report is a table of event counts - sorted by descending event count
frequency to help support labeling or package insert review.

This report captures the concomitant medications and underlying disease

This report is a summary tabulation that displays a count of the incidence of
other products involved in cases.

This report captures the event-reporting rates that might suggest a possible
change in the safety profile of a product.

This report provides a listing of cases by grouped by seriousness criteria.
This report compares events based on report type.

This report captures a graphical overview of the temporal relationships of the
dates recorded in the case.

This report captures a listing of the top 10 frequent substances occurring in
cases for the specified time period.
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Custom Reports

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 six 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 following topics explain how to use the custom report tools.
s Using Report Writer
= Using AdHoc Reports

Using Report Writer

In this version of Argus Insight, Report Writer utilizes the features of Business
Objects® XI™ Java Report Panel to let you create custom reports by directly selecting
datamart fields and viewing the customized result (report output). The Report Writer
interface provides a list of database fields organised in a tree structure. 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.

The following topics explain how to use Report writer for creating and managing
custom reports.

n  Creating a New Report
» Editing Reports
= Changing the Report Layout
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= Saving and Accessing Reports
s Using SMQs in Report Writer

= Using Case Annotations

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. The Business
Objects® XI™ Java Report Panel appears. In the left frame, the Report Writer
panel contains all the fields (i.e. classes and dimensions). These are used as the
filtering criterion for data analysis.

Note: The fields that you select here are displayed as columns in
your report output.

2. Select the Active Case Series Filter.

Note: We recommend selecting the Active Case Series Filter before
selecting the datamart fields for your report. This prevents Report
Writer from querying the entire datamart and slowing down the
report output generation. 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 class folders under Report Writer.The dimensions for
the class category are displayed.
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Tip: Classes and Dimensions

In this example, we will discuss a class and its dimension.

-~ Patient - Patient Information
Case Number

In the illustration displayed above, Patient- Patient Information is a class
and Case Number is a dimension.

When you expand the Patient- Patient Information class, you can see all
the associated dimensions of this class.

For instance, the dimension Case Number captures the Case Number for all
the reported cases.

You can use any combination of dimensions as filtering criterion. Each
dimension you include in your query, appears as a column in the report
output section.

Using the required combination of dimensions you can collate data to
analyze your information better.

Filtering
In this example, we will discuss the concept of filtering.

An example of filtering is, when you want to list case numbers, where
female patients, were associated with an overdose of drug.

In this scenario, Case Number and Dug Overdose are the two dimensions
which will appear in the report output. To ensure that only female patient
cases are listed, use the panel to define the exact filtering requirements.

To ensure that only female patient cases are listed, use the Query Filters
panel to define the exact filtering requirements.

When you execute this query, the report output section displays the
tabulated data for female patients, with Case Number and Dug Overdose
data displayed in columns.

4. Scroll down the list of views so that the Active Case Series Filter folder is visible.

5. Expand the Filters folder. The built in Active Case Series Filter is displayed.

[rapr,
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6. Select the Filter.

7. Drag and drop the filter into the Query Filters panel. 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 dimensions under Report Writer. The dimensions are
displayed.

10. Select the fields (dimensions), as appropriate.

WARNING: 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.

11. Drag and drop fields from the Report Writer panel into the Result Objects panel.

LR Gy 4 gt
sty | E1

Custom Reports 7-5



Creating Custom Reports

Tip: To select multiple fields, hold down the CTRL key and select
the fields. Then drag the field entities to the report output area (in the

right panel).

If you wish to delete a column from the report output, select the
column, right click to access the Remove button from the context

menu.

You can revert any action you perform in the Java Report Panel by

clicking the Undo toolbar button, respectively.

12. Execute the query. Click the Run Query toolbar button in the BOXI web browser

to execute the query.

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. The Report section appears.

#5 Home | Document List | Open -

Mesw Weeb Inteligence Document

SE S B D) | () e ey [k Reprt
Aol e O A =R

i Refresh Data
1) [ View Structure

B UA - & -
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Courntry
Reference Type

Report Title

caco osow up e Gastumbor ooy wtorenco 1ype_|
09-0ct-1998 1998JP00O013 INDIA Aff Rel»
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09-0c-109§ 12000000030
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A1 el +
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Fep Auth.
Ritp Auth
Fep Auth
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INDIA Af Rt +
INDIA Al Rel»
INDIA A8 Rt +

Rep Auth
09-0ct- 19
09-0ct-1998 1998US000050
09-0c8-109% 1998000052

2000043 Fip Auth
Rep Auth.
Riap duth
1 ¥ |t

Arsarsed bry: dphabelic erder = 7 Report 1

|\ Discussions

About  Log Qut

F x

Help | Preferences

T | T ok Ty | L ool i
Lo w| Page WAL (kM

»

Lt Bafrmh Duatn: by 11, D000 T:39:34 PH GMT405:30

The example in the illustration captures the cases (limited to the active case series)
listed by their case numbers and the associated overdose information (as yes, no or

unknown).

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. Drag and drop the Case Series Criteria and Case Series Name objects from the

Case Series class into the Results pane.

Case Series Name.

Click the Run Query toolbar button in the BOXI web browser to execute the query.
The Report Writer queries the datamart, to get all the Case Series Criteria and
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Note: The system does not display Temporary Case Series Criteria or
Case Series names.

Using Case Series Criteria and Case Series Name with Other Objects
Use the following procedure to use case series criteria and the case series name with
other objects.

1. In the left frame, expand the class folders under Report Writer. The dimensions for
the class category are displayed.

.......

2. Scroll down the list of views so that the Case Series folder is visible.
3. Expand the Case Series folder. The built-in Active Case Series Filter is displayed.

4. Drag and drop the Active Case Series Filter into the Query Filters panel. The
selected filter appears in the right frame.

5. Drag and drop the Case Series Criteria and Case Series Name in the Results pane
with other objects on which you want to create the report.
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3JECTS INFOVIEW

#% Home | Document List | Open ~ - Help | Preferences | About | Log Out
| New Web Inteligence Document L5
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¥ add Query | | @
Data | Properties Resuk Objects r XX
#® - Case Series Criterla  # Cise Series Name
= % Reportwriter '

Actiabies - Action Tems
(1) Activities - Case Closure
Activities - Contact Log
Aativities - Rouking Log
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Addtional Information - References
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2 Anabysis - Comments and Narratives
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* Case Sers
¥ Case Saries Criteria
¥ Case Sevies Nome
i Sevies ID
Case Annotation
Dicplay Ltk Doty
Active Case Series Fiker
Case Series Fiter
Ewerits - Death Information
Events - Dagnoss Event
Events - Event Assessnnt
Everits - Event Infoemation
Evanits - Hospitalization Info
Everts - Imputabiity
Everits - Primary Event
* General - Case Clyssifications.
Genersl - Case Folow-up
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Query Filters -

Active Case Series Fiter

Gararal - Ltersture Information
General - Reporter Information
General - Study Countries
b Lis Gl » Stk Irdremastion
(%) Display by objects.
() Display by hisrsrchies

1 Query 1

Last Refresh Date: Juby 12, 2010 1:22:44 PM GMT405:30

| Discussions ¥

6. Click Run Query to run the query.

Note: Always use Active Case Series Filter while using Case Series
Criteria and Case Series Name with other objects.

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.

Tip: If you wish to rename the report, click on the existing report title
to select it. If the report title is not visible in the formula toolbar, then
click the Formula Toolbar icon to view the toolbar. Edit the Report
name as required and click Enter. The new report title is displayed in
the Report Section.

After selecting the required datamart fields and generating the output, use use the
various Java Report Panel options to edit the report, change the report layout, and
save the report.

Editing Reports

You can access Business Objects® XI™ Java Report Panel's report editing options by
selecting the Edit Query menu option. The report querying options let you control the
data that 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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T
[P —— o Gpary

My P B

Filtering Data
You can use the filtering option to select data fields with specific filtering criterion for
your report.

1. In the toolbar menu, click Edit Query to view the Data (objects) and the Result
Objects panes.

2. In the left frame, expand the dimensions under Report Writer.The dimensions are
displayed.

[rap—

3. From the Data (objects) panel, drag and drop the data fields into the Result
Objects panel. The objects are placed in the Result Objects panel.

0o ~ | |7 Edit Query| [5) Edit Report
il (i Add Query | @ | Em
Data | Properties Result Objects
i - Case Number| | # Overdose | | # Patient Gender
-] Patient - Parent Infarmation ~
= Patient - Patient Information Overdose
Case Number Type: string

Internal Case 1D
Humber of Patients
PatID

Patient Address From:Products - Drug | Overdose
Fatient Age

Patient Age (in years)
Fatient Age Group

Patient Age Units

Patient City

Fatient Courkry

Patient Date of Birth
Patient Date of Birth Partial
Fatient Ethnicty

Patient First Name

Fatien .

Patient Height cm

Shaws if yesfno the patient took an overdose of
the product

Query Fiters

Active Case Series Fiter
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4. From the Data (objects) panel, drag and drop the filter criterion into the Query
Filters panel. The selected filter appears in the right frame.

[ M -| | B~ |5 Edit query [3 Edit Report
(| = Gi | (5 add query | | BT

Data | Properties Result Objects

| 8 ~ ||| #case tumber| | # overdose
Patiert City ~
I Patiert Country
¢ Patient Date of Birth
«« 1 Patient Date of Birth Partial
4 Patiert Ethricity
* Patient First Name

ender

Patient Height cm

! Patiert: Heicht in

* Patient Initials

! Patiert Last Name
< # Patient MI

! Patient Notes
+ # Patient Occupation

? Patient Phone Mumber Cuery Filters

1 Patient Postal Code —
] Pt ot cod { vatect Gonder_iniat__[Tore s oot )
! Patiert Protect Confidentiality
«« 1 Patient Randomization Number
* Patiert Sponsor [dentifier
! Patiert State

5. Select the operator type from a drop-down list by clicking the drop-down icon.
The operator selected in the illustration is the In list operator. Using this operator,
the filter is limited to any one or all of the values defined in the list.

(LN | @& | 1~ | ] Edic Query [ Edit Report
(|5 Gi | (5 add query | | Em

Data | Properties Result Objects

| @ ~ ||| #case mumber| | # overdose

Patient City
I Patient Country
! Patient Date of Birth

>

« /1 Patient Date of Birth Partial
I Patient Ethnicity

~ 1 Patient Height in

Guery Filters
I Patiert Initisls

! Patient Last Name * Patient Gender It [Tvpe o constont [[E5]
« 1 Patient ML

! Patient Notes D
~« 1 Patient Occupation Mot Equal ko

? Patient Phone Mumber

7 Patient Postal Code
- ¥ Patient Pregnancy @reater than or Equal to

! Patiert Protect Confidentiality

Greater than

Less than
! Patiert Randomization Number
- 1 Patient Sponsor [dertfier (s EEmerEE=TD
I Patient State T Between

~ /1 Patienkt Tests Relevant Tests

Mot Between
I Patiert weight ks

! Patiert Weight Ibs In list v
-+ # UD DATE Hot in st
! UD DATEZ
Is nul
++ # UDDATES
! UD DATE# 13 ot rul
 UDDATES Matches pattern
A Different s
! UD DATET ifferent From pattern
! Up DATES b Bath

(@ isplay by objects
) Display by hierarchies

Except

(7 query 1

6. To select the value(s) associated with the operator, click the icon next to the text
field, as shown below. The value is defined using the Value(s) from list option

|Query Filters
I Patient Gender Inlist _ [Tvpe @ constant |[EER
)
v  Constant

Value(s) from list
Prompt
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List of Values

- Select Patient Gender(s):

Type a valus Select Patient Gendsr(s):

Refresh values =2

Patient Gender
MSP

Male

LIME

Female

Last Refresh Date: July 12, 2010 1:46:11 PM GMT...

Enter your search pattern | ﬂﬁ -

- Cee]

Define the value by selecting the term /word to be used as a filtering criterion.
Click OK to confirm the action.

List of Values

W Select Patient Gender{s): Female

Type a valus Select Patient Gendsr(s):

Refresh values =2

Patient Gender
MSP

Male

LIME

Female

Last Refresh Date: July 12, 2010 1:46:11 PM GMT...

Enter your search pattern | ﬂﬁ -

[ Ok ][ Cancel ]

The Query Filters panel refreshes automatically to display the complete filtering
criterion.
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[ @& | B - || Edit Query| [2 Edit Report

i i I

: t‘iﬁi’nddQuery ;’9

Data | Properties

----- 7 Patient City
----- 4 Patient Country
----- 4 Patient Date of Birth

----- 4 Patient Ethnicity
----- 4 Patient First Mame
----- ClF atient Gender

----- ' Patient Height cm
----- 4 Patient Height in
----- 4 Patient Initials

----- 4 Patient Last Mame
----- 4 Patient MI

----- 7 Patient Motes

----- 4 Patient Occupation
----- ? Patient Phone Mumber

----- 4 Patient Date of Birth Partial

Result Objects
|ﬂﬁ M ¥ Case Mumber| | @ Overdose
A~
Query Filters
 Patient Gender Inlist _ E

9. Click the Run Query toolbar option in the BOXI web browser, to execute the query.
The Report section appears in the right frame. The example in the illustration
captures the cases that have been filtered and limited to female patients. For each
female patient, the case number and the associated overdose information (as yes,
no or unknown) is displayed.

HNew Web Intelligence Document

O E -5 # ) El - | (5 edie Query | [2 Edit Repart

oA |9 O A |dh -

eI

‘
]
]
]

N ov| T v Dy | T | [E 2 view structure
v/B 7 UA-» L

= M| <

|Arial v |9
Data | Templa..| Map | Propert. |
Data 1

(=l Mew ‘web Inteligence Documen
e Case Number
“e f Owerdose

Report Title

0912-025

0912-025
1988JP000016
1988JP000016
1998JP000019  §eS
1998JP000019 yes
1988JP000019
1988JP000019
1928U3000003
1928U3000003
1988U3000006 yes
1988US000006  |yes
1998U:3000006
1998U:5000006
1988U3000015
1988U3000015
1988U3000018
1988U3000018

1988U3000019  yes

10. To modify or remove a filter, click the Edit Query tab. From the Result Objects
panel, drag and drop the data fields (as the filtering criterion) into the Data

(objects) panel
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1 Query 1
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11. Repeat steps 1 to 5 to add new dimensions as filtering criterion and execute the
query.

Sorting Data
You can use the sorting option to change the order in which data appears in your
report. Use the following procedure to sort data in your report.

1. In the Report section, select (or click) the column values that you wish to sort for
the report output. The selected column is highlighted.
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-S| ) B~ | (5 e Query |[3 Edit Report
_#:ﬁ"_‘ﬂ'l"J °|£|& - | ¥ '|:E|%l -ln - E '|@1'|Ev|@\n‘iewstructurel

£ -E=

rial v|9 v|BIH|év|&v|..,|

: Data 7

=gl Mew Web Inteligence Documen Report Title

- Case Mumber
----- o owverdose

Case Number Overdose

0912-025
0912-025
1998JP000016
1998JP000016
1998JP000019 _
1998JP00001S  yes
1998JP000019
1998JP000019
199818000003
199818000003
1998US000006  yes
1998US000006  yes
199818000006
1998US000006
199818000015
199818000015
199818000018
199818000018
1998US000019  yes

2. Right-click on the selected column within the data-cell. The context menu for Sort
appears.

O &l - || i | El- | 5 Edt Query | (4] Edt Repart
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A Format Test..,
1998US000006  yes

o Formula Toobar
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Format 4
1998US000006 typernks b |

Hyperlinks >
1998US000015

Ee e e

1998US000015 order b &

Order b | 4] ascendng
1398US000018 algn » Dysgendin
1998US000018 [ Document Praperties &} Customsart..,

1998US000019  yes

=

i | =) | =

3. Select the required sorting option by using the Sort option provided in the context
menu.The system refreshes the report and displays the sorted output.
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Summarizing Data

You can use the predefined summary options to calculate the total, count, maximum,
minimum, average and percentage 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. In the Report Title section, click on the column that you wish to summarize.The
selected column is highlighted.

O E || 8| El - | (5 edie Query | [2) Edit Repart
B g™ AdL - T - CEIE - m R R [ Wiemw Structure
|Arial v|9 v|BIH év&v. Eésigﬁ&

Data | Templa..| Map | Propert.|
Data 1
(=g Mew Web Inteligence Documen Report Title

Case Mumber
Case Number

Overdose

0912-025
0912-025
1998JP000016
1998JP000016
1998JP000019 yes
1998JP000019 yes
1998JP000019
1998JP000019
1998U:5000003
1998U:5000003
1998US000006  yes
1998US000006 |yes
1998U5000006
1998U:5000006
1998U5000015
1998U35000015
1998U5000018
1998U5000018
1998US000019  yes

< | 3] | =
Arranged by: Alphabetic order = [ Report 1

2. Select Insert Sum from the menu options in the top frame.The Insert Sum appears
as a drop down context menu in the top frame.

Custom Reports  7-15



Creating Custom Reports
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Data 1
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0912-025
0912-025
1988JP000016

3. From the Insert Sum drop down context menu, select the required summary
option. The options available depend on the type of values the select column

contains.

4. The report output displays the column summary at the bottom of the report.

5. To remove summary information, select the relevant column and right click to
view the context menu. Click Remove to clear the contents of the cell

O E || 8 El - | (5 edie Query | [2) Edit Repart
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200905000081 yes Clear
2009U3000061 Remove Remove Row
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2009US000065 363 Format Number.., Remave Table
2009US000065 A Format Text...
2009US000067  ves #  Farmula Toolbar
2009US000067  yes Format
MR CASE 16 Hyperlinks
MR CASE 16 sort
MMR CASE 17 e
Align
MMR CASE 17
[ Document Properties

< | [*
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<

MULTIBYTE DATA 1

MULTIBYTE DATA 1
89

@ Report 1

Formatting Data in Cells

You can use predefined formats to change the appearance of numbers, dates, and
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times in your report. Formatting does not change the underlying data. The following
table describes the various formatting options available.

Format

Description

Default

Number

Currency

The default format is the format of the report item before any formatting is
applied in Java Report Panel. Use default to remove formatting.

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.

Date and Time You can choose from a list of date and time formats, including the 12 or 24 hour

Boolean

clock.

You can choose from the true/false values.

Use the following procedure to format data.

1.

In the report output area, click within the column that you wish to format. The
selected column is highlighted.

Right-click on the highlighted column and select Format from the drop-down
menu.

New Web Intelligence Document
O E || # ) El - | 5 edi Query | [2 Edit Repart
ke |9 A dL | T -[TE|E - R T -] B | 1R | [E B view structoe

arial w3 vBIHév&v- 'é'%EEEEE'E" M
Data | Templa..| Map- Propert.|
Properties n
=8 [m| =t
+ General
2 Display Report Title
+ Appearance
+ Sorts
0912-025
0912-025
1998JP00001G
1998JP000016G | Ty Set as Section
1998JP000019 Insert 4
1998JP0O00019 Copy as kext
1998JP000019 Clear ’
1998JP000019 Remave '
1998US000003| la TunTo
1998US000003| A Format Text..
199805000006 & Formula Toolbar
Farmat » Cell
1998U3000006
Hyperlinks »
EETIEITITIS ypetlin Al table cells
Sark » Table
1998U3000006
Order 4
199803000015
Align ]
1998U3000015]
[ Document Properties
199803000018
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3. Set the data format properties from the Properties pane (displayed on the left), as
appropriate.

4. Click OK. The report output is refreshed and displays the formatted data.

Changing the Report Layout

You can access Business Objects® XI™ Java Report Panel's report layout options by
selecting the Turn To context 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.

O &~ &S| 8| B~ | & edt Query |2 Edit Report
R |9 A AL - E| 4l - n - -
Arial w9 vBIHév&v. vév

- | & - | [E [ view Structure
= = == § 1‘] &
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Data | Templa..| Map | Propert.|
Data 1

=] Mew Wweb Inteligence Document
- # Case Number
Lo i Overdose

Report Title
Case Number
0912-025 Tnsert :
0912-025 Copy as kext
1998JP00001 Clear »
1998JP00001 Remove 4

1998JP00001 llsh Turn T
1998JP00001¢ A Format Text..,
1998JP00001 & Formula Toolbar
1998JP00001 ot
1998U500000, Hyperlinks
1998U500000, I8
1998U500000,
1998U500000,
19981200000
1998US000006
1998US000015
1998US000015
1998U5000018

Order

- v v | v -

Align

[ Document Properties

The sections explain how to use the various report layout options. This topic describes
the basic layout operations in the Java Report Panel. For detailed information, refer to
the documentation supplied with the BOXI products.

Creating a Table
Use the Turn to > Table option to tabulate data. Use the following procedure to create
a table from a report.

1. While your report is displayed, select the Table tab from the Turn To context menu
option. The Turn to > Table options appear in the report output section in the right
frame.
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Report Title .
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0912-025
0912-025
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1998JP000016
1998JP000012
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1938U5000003
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<
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Turn To
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[ —
- —

O

Cancel

J [

Help

" BrReport1 I

3.
format

Select the required table format. For example, vertical, horizontal, crosstab or

Click OK. The report output refreshes. The table is displayed in the selected
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Creating a Bar Chart

Use the Turn to > Bar option to display data as a bar-chart. Use the following
procedure to create a bar chart from a report.

1. While your report is displayed, select the Bar tab from the Turn To context menu
option.The Turn to > Bar options appear in the report output section in the right

frame.

2. Select the required bar format.

3. Click OK. The report output refreshes to display the selected format.

Creating a Line Chart

Use the Turn to > Line option to display data as a line-chart. Use the following
procedure to create a line chart from a report.

1. While your report is displayed, select the Line tab from the Turn To context menu
option.The Turn to > Line options appear in the report output section in the right

frame.

2. Select the required line format.

3. Click OK. The report output refreshes to display the selected format.

Creating an Area Chart

Use the Turn to > Area option to display data as a area-chart. Use the following
procedure to create an area chart from a report.
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1. While your report is displayed, select the Line tab from the Turn To context menu
option.The Turn to > Area options appear in the report output section in the right
frame

2. Select the required area format.

3. Click OK. The report output refreshes to display the selected format.

Creating a Pie Chart
Use the Turn to > Pie option to display data as a pie-chart. Use the following
procedure to create a pie chart from a report.

1. While your report is displayed, select the Pie tab from the Turn To context menu
option. The Turn to > Pie options appear in the report output section in the right
frame

2. Select the required pie format.

3. Click OK. The report output refreshes to display the selected format.

Creating a Radar Chart
Use the Turn to > Radar option to display data as a radar-chart. Use the following
procedure to create a radar chart from a report.

1. While your report is displayed, select the Radar tab from the Turn To context
menu option. The Turn to > Radar options appear in the report output section in
the right frame.

2. Select the required radar format.

3. Click OK. The report output refreshes to display the selected format.

Saving and Accessing Reports

Use the Save 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.

@ Home | Document List | Open ~ | Send To -

New Web Intelligence Document
O\E - & # | El - | (5 edie Query | [2) Edit Repart

Save as... - :E = - ﬁv |-|_
Save ko my computer as b Excel rd
- & -

FDF
Data | Templa..| Map | Propert.)

7
Mew Weh Inteligence Docurnent C5W (with options)... Report Title

Case Mumber

5y

“e f Owerdose

The following sections explain how to save reports and access saved reports.

Saving Reports
Use the following procedure to save a report.

1. Click the Save icon in the left frame.The options for saving the report appear.
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Tip: You can save the report in the Excel, PDF, CSV, and CSV (with
options) formats.

Click Save As to save the report on your system. The Save Document dialog box
appears.

Save Document rz|
|| Folders B Categories = =
Title Size: Chner Description
Mame: |Mew Web Inteligence Document | | Advanced |
I Select a target folder
[ Cancel ] [ Help ]

Enter the report name in the Title text box.
Enter the report description in the Description text area.
Select a Location folder to specify the location where the report needs to be saved:

= Select the Public Folders > Report Writer folder if you want all users to be
able access the report.

= Select the My Folders > Favourites folder if you wish to save the report as a
personal document.

Click OK to save the report in the location you specified.

Accessing the Report Writer Library

The reports you save in the My Favourites folder can be accessed from Case Series
Reports > Report Writer > New > BO Infoview Home page > My Favorites. You can
access the saved reports from the following screen.
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CTS INFOVIEW

#; Home | DocumentList | Open =
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Public Foldars ¥ Hew Wb Intelligence Docurnent web Intelligence Repart ajuser 0

Total: 2 cbjects |
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Note: The Case Series Reports > Report Writer > Library menu is
not available in Argus Insight anymore.

Right-click a report and select Modify to edit a saved report. The report opens in the
BOXI Web intelligence interface. After you edit the report, you can save it by another
name by using the Save As option in the Save 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.

Using SMQs
Use the following procedure to use SMQs in report writer.

1. Go to Case Series Reports > Report Writer > New. The Business Objects (BO)
Infoview window opens. Enter your login credentials.

ORACLE |ARGUS INSIGHT

I Home I Create Query I Query Results Case Series Reports I Datamart Reports -
Case Series Reports Standard Reports
Report Writer New |

Standard Reports

2. The Business Objects (BO) Infoview window opens. Enter your login credentials.
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".T"!

Business Objects

an SAP company

Log On to InfoView Help

Enter your user information and click Log On.
{If you are unsure of your account information, contact your system administrator.)

User Name: |administrat0r |

Password: | |

Log On

3. Click Log On. The Home page opens.

4. Click Document List. The following screen apeears.

"
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5. Go to New > Web Intelligence Document, as shown below.

BUSINESSOBJECTS INFOVIEW

@Home Document List | Open ~ | Send To -

|— B & New|v| Add - | Organize ~ | Actions -

= m ¥ Desktop Inteligence Document

My F| * Web Inteligence Document

[repee,

6. Click Report Writer. The following screen appears.

7. Under the Data tab, in Events - Event Information, either double-click Event
SMQ (Broad) or drag-and-drop it to the Results Object pane, and click Run

Query.
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8. Click Edit Query to revert to the previous page. Perform a similar operation as
shown in the above step for Event SMQ (Narrow).

9. Under the Data tab, in Events - Event Information, either double-click Case
Number or drag-and-drop it to the Results Object pane, and click Run Query.
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.

Wame : Cat Description
Testng-Datasheet [T —— =] Testmg-Datsanset

X+ 22U ve PLACERD
Corm A1UKT

MFH Dosth don o @ wr
Pancce UKT ’ Dwath con to @ e
MMR_UKT Hepate fakre Four Deam cor s @ sere

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 F=r—— N
Active Case Seres: ot 5

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. Click Report Writer. The following screen appears.

.......

2. Either double-click Event SMQ (Broad) or drag-and-drop it to the Results Object
pane, and click Run Query. This displays all the results that match the selected
SMQ.

Using AdHoc Reports

AdHoc Reports is a repository where all the customized reports are saved. Argus
Insight allows you to generate reports by using BO Infoview.

The biggest advantage of using BO Infoview is that it saves a lot of time, because the
user does need to login each time. Additionally, the reports can also be shared among
different users.

This section describes how to use BO Infoview and save the customized reports under
the AdHoc Reports menu.

Using BO Infoview
Use the following procedure to create a report through BO Infoview

1. In Argus Insight, go to Case Series Reports > Report Writer > New.
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ORACLE |ARGUS INSIGHT

| Home I Create Query I Query Results Case Series Reports I Datamart Reports |
Datamart Reparts Standard Reports
Report Vriter ey
Cubes AvTre wuer
Active Case

The BO Infoview Home page appears. Click Document List in the following
screen.

ECTS INFOVIEW

#; Home | Document List | Open ~

Help | Preferences | About | Log Out

F R
Welome: ajuser
Navigate Personalize

View your Irbox, Favorites, o Document Lists. Use the Help to laam Change your InfView start page, viewing options, and preferences
more about Infoiew. for daily tasks.

omoE

3. The following screen appears. Click the down arrow under New and select the

type of document to be created.

Hop | Proforerces | about | Log Out

Hew = - - Search tile - ! Jofl
o Tithe
My Faerites My Eacrites
o ko
Priblk Fakders Fublc Folders
Admiration Tooks
s Irsight
sudior
Dilsgrostic Test Foldk
Peature Sampks
¢ 3
Tatal: 3 shjeets
| piscussions

4. Click the down arrow under New and select the type of document to be created.
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@ Home | Document List | Open = | Send To -

Web Intelligence Document - New Document

|— Bl New|v| add -~ | Organize ~ | Actions -
Em | Deskkop Inteligence Document

oy | ‘Wweb Inteligence Document
JEi i Falder
=- Fubli @ Category

Ardministratinn Tonls

Copy or save the selected item to the folder structure corresponding to the Argus
Insight menu.

Note: It is essential to use BO Infoview to access the saved ad-hoc
reports, created by using BO Infoview. This is because such reports
cannot be accessed through Argus Insight anymore.
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Using Cubes to Generate Custom Reports

Using Cubes

In addition to the pre-formatted Standard Reports, Argus Insight also provides Cubes,
that let you create custom reports for ad hoc/special reporting requirements.

Note: Make sure that when using Cubes, you have ENABLED the
Interactive mode in BO Infoview. You can enable the Interactive mode
by editing My Preferences for Web Intelligence.

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 six built in Cubes pertaining to varied reporting aspects.

Note: Before using cubes, make sure to install FixPack 1.2 on top of
the BOXI R3.1 release.

The following topic explains how to use the custom report tools by 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
Business Objects® XI Web Explorer interface. The interface uses a web browser and
provides access to available dimensions and measures.

Using Cubes, you can run complex queries by selecting various datamart fields as
dimensions and display the output on the fly. You can also select the desired measures.
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.
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Demand Cubes: These cubes are built on specific case series.

The structure of a Demand Cube is similar to the structure of the Standard Cube. This
is because a Standard Cube acts as a base for creating Demand Cubes.

The following topics explain how to work with Cubes.

Working with Cubes

Cubes Available in Argus Insight
Creating Demand Cubes

Performing Drill-Through Operations
Saving Cubes Views

Refreshing Cubes

Working with Cubes

This topic explains how to execute and use Cubes.

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. To view Cubes in a specific category, first
select Datamart Reports > Cubes and then select a category name: Compliance,
Management, or Pharmacovigilance.

ORACLE | AkaGUS INsIGH AR, Trurnan a7 0,200 ety IR

e = T

2.
3.

Curvbne

Cotmnar Arge

g

Select the Cube you wish to execute.

Click Execute. A separate BOXI Web Explorer window displays the Cube in the
interface similar to the one shown in the following figure.
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The left frame of the BOXI Web Explorer window displays the available dimension
categories (reporting aspects) in a tree hierarchy. The Variables 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 columns in the
Cube, respectively. 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.

4. Click Edit on the toolbar.

The following sections explain the basic BOXI Web Explorer options that let you work
with Cubes.

Filtering Data

You can select a dimension to filter a Cube in order to reduce the data displayed in the
Cube output. Unlike the drill operation, 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 PVClinical Cube, the default row dimensions are from the Protocol ID:
Protocol Number category and the default column dimensions are from the Initial
Received Date:Year 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. Use the following procedure to view Case Counts for a
specific country of incidence.

1.  While the PV Clinical Cube is open, select Available Objects from the drop down
box in the upper-left corner of the BOXI Web Explorer page.The left pane displays
all the dimension categories available for the PV Clinical cube
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In the right pane, right-click underneath the table to access the Add Filter icon
from Filter text menu. The Report Filter Editor displays the various options you
can use for filtering data.

Report Filter Editor a

Result Objects Filters

= [ Avallable Objects >
I Caze Blind Broke:
| Caze Causally <
I Case Fatal :
| Case Listedness
! Case Mumber
I Caze Outcome
I Case Serious
‘
| Event Causalty ([
! Event Causaity (F
I Event: HLGT
| Event: HLT
! Event: LLT
I Event: PT
! Event: SOC o]

¢ > (onmme ]

) Moare Information

l
EB)

20

‘ou can create and ed

ok [ cencel || appty

Select Country from the Result Objects pane and click >. The Filter dialog
appears.
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4. To define the country to be used as filter criteria, select the appropriate operator
and value. In this example we have selected the In List operator to select from a
list of countries.

5. Select the country to be used as a filtering criteria. In this example, we have
selected United States as the filtering criteria.

Report Filter Editor x

Result Objects Filters
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6. While the layout of the PV Clinical Cube remains the same, the data in the Cube
output changes to display the measure values specific to the selected country.
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You can filter the output further by selecting another dimension as the filtering

criterion.

Tip: To filter a Cube based on the existing dimensions displayed in
the Cube output, click a dimension within a dimension row or
column. The Cube output is filtered to display the data for the selected

dimension.

Use the following procedure to remove the filter.

1.

2.
3.

Select the Document Structures and Filters from the drop-down box in the
upper-left corner of the BOXI Web Explorer page

Select the filter to be removed.

Click Remove.

For example, to remove the Country in List UNITED STATES filter described in the
example above, select in the categories filter, and click Remove.
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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. To do this, you can drag a category or a dimension from the left dimensions
pane of the BOXI Web Explorer window into the middle of any cell of the column or
row you want to replace. An example follows.

In the PVClinical Cube, the default row dimensions are from the Protocol ID:
Protocol Number category and the default column dimensions are from the Initial
Received Date:Year category.
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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
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dimension by dragging the category from the left pane into the middle of a
row /column cell.

Use the following procedure to replace existing row dimensions with Study Type
dimensions.

1. Select the Study Type dimension from the left dimensions pane .and drag the
dimension from the left frame to the middle of any row cell in the Cube.

Note: Drag and drop the dimension(s) into the middle of the cell
row/column.

Do not drop the dimension(s) onto the row /column header.

2. The existing row dimensions in the Cube are replaced with the Study Type

dimension.
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Profocol ID: Study Number
Feporter Type

Sty Center I

Variables

Grouping Multiple Rows and Columns by a Dimension or Category

You can have multiple rows and columns in a Cube by dragging additional
dimensions from the tree structure (left pane) 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.

Groupings can be obtained as follows:

s To obtain a row grouping by a new entity, select an entity from the tree structure in
the left frame of the BOXI Web Explorer window and drag it into the left or right
edge of the row area within the Cube. The Cube output refreshes to show the
grouping depending on the edge of the row area where you dragged the new
entity.

s To obtain a column grouping by a new entity, select an entity from the tree
structure in the left frame of the BOXI Web Explorer window and drag it into the
upper or lower edge of the column area within the Cube. The Cube output
refreshes to show the grouping depending on the edge of the column area where
you dragged the new entity.
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You can remove specific groupings from the Cube by deleting a dimension row or

column from the Cube. The procedures follow.

1.
illustration.

To remove a dimension row from the Cube, right click on the table as shown in the

w Documert - view » | ] 25 | @

Al -/ 7 u

F¥ Chok icon o ackd simple report filers

PV Clinical

nitial Received Date: Year

Double Blinded
CaseCount as values

Courtry CaseCount

Ecit Redresh|

<Unspecified>
CaseCount as values

as values
g [aswrues |

Event Cougally (Determened)

1

Event Cauzalty (Reporied)

EE)

Event: HLGT

2

Event: LT
Event: LLT

16|

Event: PT

52

Event: SOC

'
Fiter "

Turn fabie (0. 1

Swrap ais =

=1 X1 0= (73 [ S N - =)

Iritind Foecatved Dube: Week

Do |wlwlelolslolo

Broak

£

Iritia Fomcatvead Dabe: s
Patiert Age Group

Patiert Gender

Proguct Charncienzation
Product: Comparyibion Company
Froduct Froduct

Product: Froduct Family
Protocol ID: Protocol Mumber
Protocol ID: Study Number
Reporter Type

Stucdy Canter ID

Variables

.

2. In the context menu that appears, click Remove

IOW.
Use the following procedure to remove a dimension

1.
the illustration.

Sert
Caiculsion
Hiypetalirk
Qrder
Adgn

Remove

> Row to delete the dimension

column from a Cube.

To remove a dimension column from the Cube, right click on the table as shown in
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2.

aich <he |- |[m A5 X BE==Hl-
Available Ohjects /'fl Click icon to add simple report fiters
Inzert Merge i warigble -
= Available Ohjects
Case Blind Broken
Casze Causality
Case Fatal ‘ PV Clinical ‘

F

Case Listedness

Case Mumber

Case Qutcome

Case Serious

Country

Event Causality (Cetermined)
Event Causality (Reported)
Event: HLGT

Event: HLT

Event: LLT

Event: PT

Event. S0C

Intial Received Date: Day
Initial Received Date: Month
Initial Received Date: Guarter
Initial Received Date: Week
Initial Received Date: Year
Patient Age Group

Patient Gender

Product Characterization
Product: Company/Man Company|
Product: Product

Product: Product Family
Protocol I0: Protocol Humber
Protocol I Study Mumber
Reporter Type

Study Center ID

Study Type

“ariahles

column.

Creating Charts
You can display a Cube as a chart to graphically see patterns and trends in data.

1.
2.

Set as section

menu displays the Turn table to option.

4
Study Type Insert >
Initial Received Date values | CaseCo
Format 3
0
Fitter 3 i
Turntable to .. 1
Suvap axis 4
Bresk r 3
Sert v 3
Calculation 3 a
H link: 3 2
et lin
14
Order 3
Align 3
Remove 3 Fow
Column
Table

In the context menu that appears, click Remove > Column to delete the dimension

Perform the necessary operations on the Cube to get the desired reporting focus.

Right click on the table, in the right panel of the BOXI web explorer. A context
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6l Document + view v | (2] T 48| @ & ([looe |- 1 ]a
Al -fo -8 £ U A%~ -2 [EsE =

Avsilable Objects ffl Click icon to add simple repart fitters

Inzert Merge | =i ‘ariable

= Available Ohjects
Caze Blind Broken

Case Causality
Caze Fatal P¥ Clinical
Case Listedness
gase gﬂtmber E2 Set az zection h
age Outcome

Caze Serious IStUd]: Type . Inzert 4
Country Received Date: Ye Formet , lues
Event Causality (Determined) ]
Event Causality (Reported) Filter 3 i}
Event: HLGT Turn table to... 1
Evert: HLT -
Evert: LLT Swap axis 4
Evert: PT Break 2 3
Event: S0C Sort N 3
Initial Received Date: Day 0
Initial Received Date: Marth Calculation 4
Initial Received Date: Guarter [ Hyperlink N 2
Initial Received Date: Week b 18
Initial Received Date: Year Order 4
Patient Lge Group ul "

3
Patient Gender ]
Product Characterization Remaove 4
el b i s Mln Cmiminnm

3. Click the Turn Table to option. Select the required format from the Turn Table to
dialog box.

Turn To x
$:I:I: :’:ses Available Formats

.

Tal = e e
|Lul Bar charts B = o]
|5 Line charts = = B
g irezrfr:‘tarts Horizartal “ertical Crozstab Form

e Lharnts Table Table

£ Radar Charts

?) More Information Crosstab

Crosstabs are uzeful for presenting results that correspond to the intersection of twa ar
more dimensions. w

[ Ok l | Cancel | |

4. The cube data is displayed in the selected format.

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.

To interchange rows and columns in a Cube, right click on the table and select the
Swap axis in the context menu that appears as shown in the illustration.
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| Documert + View - grﬂ g 9 ™ v .f1
Arial vvﬁfgév 2 - |k S

=5 =
Available Ohjects

/'1_' Click icon to add simple report filtters

Insert Merge | =4 ‘ariable

= Available Ohjects
Case Blind Broken
Case Causality
Caze Fatal P¥ Clinical
Case Listedness
Caze Number
Case Outcome

. Study Type Double Blinded
Case Serious
Country Initial Received Date: Year | CaseCount as values
Event Causality (Determined) et as section ]
Event Causality (Reported) e b o
Evert: HLGT 1
Evert: HLT Formit 4
Event: LLT ) 4
Evert: PT I ' 3
Event: S0C Turntableto... 3
Initial Received Date: Day Swap axis a
Intial Received Date: Morth
Initial Received Date: Quarter Ere=k ' 2
Initial Received Date: Week W Sort » 18
Inrtlfal Received Date: Year Calculation N
Patient Age Group ul
Patient Gender Heyperlink 3
Product Characterization
Product: CompanyMon Company ey i’
Product: Product Align »
Product: Product Family
Pratocol ID: Protocol Humber AT '

Tip: 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.

Exporting the Cube Output to Specific Formats
You can export the Cube output to formats, such as PDF, EXCEL, and CSV, 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.

3. Click Document > Save to my computer on the BOXI Web Explorer toolbar. A
context menu displays the available export options.

4. Select the desired export option (EXCEL, PDF or CSV)

5. Specify the file settings for the selected export option such as file location, to save
the file onto your system.

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 Case Count (row,column, grand or values) as available
measures. While the default measure displayed in these Cubes is Case Count, you can
replace it with the percentage total of (row,column, grand or values) to change the
reporting focus.

Use the following procedure to change the measures.

1. While the PV Clinical Cube is open, select Available Objects from the drop down
box in the upper-left corner of the BOXI Web Explorer page. The left pane displays
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the Variables folder which consists of all the measure categories available for the

PV Clinical cube.

Select Variables. The measures available for the Cube are displayed.

¢ Documert - View - | (O] T5 | 48| 9 ™ v
BB 2 U A2

Arial

i

S d

=

== - B

Avyailable Chiects

Inzert Merge | =i ‘ariable

/'1,' Click icon to add simple report fiters

+ Avygilable Ohjects

CaseCount a5 % of column total
CazeCount a= % of grand total
CaseCount as % of row total
CaseCourt a3 values

PV Clinical

3.

Study Type

Double Blinded Not Blinded

Initial Received Date: Year

CaseCount as values | CaseCount as values

[ [ R N O el e ]

oo (a|fl= =)=k |0

Click and drag the measure required, onto the data cell. The crosstab output is

refreshed; Case Count as % of grand total is the new measure added to the Cube.

Available Ohjects

In=sert Merge i ariable -

ffl Click icon to add zimple report fiters

+ Available Chiects

= Wariahles

CaseCourt a2 % of column total
LI rand total

CaseCourt a3 % of row tatal

CaseCount as values

P¥ Clinical

CaseCount as % of grand total

100.00%

Initial Received Date: Year

CaseCount as values

1
35
5
21
=]
19

4
a0
a4

Tip: Drag the measure and place the cursor after the data in the cell,
to display the original data of the cell and it's percentage as per the

measure

If you simply drag the measure onto the cell data, the tabular data is
displayed as per the measure percentage

The available measures for all the six cubes are:

s CaseCount as % of column total

s CaseCount as % of grand total
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CaseCount as % of row total

| |
m CaseCount as % of values
Modify/Delete

Use the following procedure to modify the 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 A AQgers, Wecrsn vt 11, 010 (AG0D0) LI T
fore [ _croseawey ] _amymesshe [ comoserosiepeis | oaemtncor N —
Datamart Reports
Cubes Active Query Bame: = Not Saved >
Active Case Serics: LS caze series DO
Ghooss Herments
Hame o Deseription Last Modified o Austhor Category -
O0-MN-00K0 |
| | | oo-me-0000 4 4
PV Cincal This cube includes sdotional information on the cirical trial acsociated with the cass. 1-ALG-2010 Orache Compoeation Pharmacoviglance
P Deted This cube brings in pr ,Ila;l:‘rame ng onthe patient, product, H-AUG2M0 Ovacle Corporstion P .
P General Kmmanﬁmm:wmn‘wﬂnemmﬂvw 202010 Oracle Corporation [ -
This cube iz restrcied to cases, which include multiple dnugs 'with one or mone markesd
PV interaction ‘Sutpect | Concomtant. Drugs: ! ot for 28-AL-2010 Cwacle Conporation Prarmacovigiance
of interactions.
Repaorting - Complance  The purpose of this cube is 1o focus on the reporting aspects of a case, H-AUG-2010 Orocle Corporation Complisnce
Workfiow The purpase of this cube it 16 view parformance ahd workioad of vanous groups: ZBAL2010 COwacle Conporation Managermant
.......................................................................................................... | AT | | T e
2. Select the required Cube and click Modify.

3.

The Modify cube interface appears. This interface helps you to capture
information to modify the Cube.

Fe: | Argus Insight - Standard Cube Properties -- Webpage Dialog

Standard Cube Properties

Report Hame Author

|PV Clinical | |Oracle Corporation |
Initial Creation Date Modify Date

[8-suL-zo10 | [p1-aus-200 |
Category

|Pharmacovigilance |

De=cription:

Thiz cube includes additional information on the clinical trial azsocisted with the case.

ik Cancel

= 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.
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= 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.

= Case Series captures the name of the case series on which the cube was built.
This field is visible only for Demand cubes.

To delete the Cube:
1. Use the following procedure to delete the Cube:

2. 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.

e | cieaey || e |_oeereinee [

rmﬂe- Anaus [nmioms PR POPPRTPE SIS e Toss — hts ovoc

Dtomart Reports
Cubes Active Query Name: « ot Sawed >

Active Case Serics: LS caze series DO
Choose Bements:
Hame: ©  Description Last Modified Austhor Category

O0-MM-0000
| 000000 - -

PV Cinical This: cubws inchuces: additionsl information on trv cinical trial associsled with the cass. 1-ALG-2010 Cracle Corporaion Pharmacoviglance:
o Tis cube beings 1 pr ,m;::‘r: case g cnthe patent prodt, o Crace Corperstion .
P General This cube provides & subiset of the fields in PV - detad, &5 wed a3 aless dmensionally (00— o5 4y onen Cracle Corporation It P

daoze or medical history) 1 is optimized for investipations sl the cassiproductievent lsvel
This cube is restcted 1o cases, which nclude multiple drugs with one or mone markesd
‘Suspect § Concomiant. Druge wach ofbwer for i

PV bteraction H-A1-2010 Oracie Corporation Phanmacaviglance
of interactions.
Reporting - Complonce  The purpose of this cube ks 10 focus on the reporting aspects of a case. 11-AUG-2010 Cracle Corporation Comphance
Wiorkfiow The purpose of this cubs i 15 view partonmance and workoad of various groups 242010 Oracle Carporstion Mansgement
Moaity..| | Pemessons | | Execite | |

Note: You cannot modify or delete Standard Cubes.

3. Select the required Cube and click Delete.

4. The Delete cube confirmation dialog appears. Click OK to confirm the operation.

Setting Access Permissions

You can set group-level access permissions for the Demand Cubes. This determines
which user groups can 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 Cube 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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2} Argus Insight - Permissions -- Web Pa.__ [E3

Workflow_Testing

Test Group

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 can access the Case Series

Full Access You can modify/delete/view the Cube

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

Cubes Available in Argus Insight

Argus Insight provides six different Standard Cubes grouped in categories to let you
analyze your safety data from Compliance, Management and Pharmacovigilance
perspectives.

Category Cube Name
Compliance Reporting Compliance
Management Workflow

Pharmacovigilance PV Clinical, PV Detail, PV General, PV Interaction

The dimensions available in a Cube depend on the type of analysis that the Cube lets
you perform. The following types of measures are available.

Measures Available in

Case Count All Cubes in Pharmacovigilance, Management and
Compliance categories.

The following sections describe the various Standard Cubes available in Argus Insight.
For information on executing and working with Cubes, see the Working with Cubes
topic.

Compliance Cubes
The Compliance category consists of the Reporting Compliance Cube
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49l Document -~ view - | 5] T | 38

-

Inzert

Ayailable Objects

& Click ican to add simple report fiters

lerge i variahle -

= Available Objects

Case Causality

Case Fatal

Caze Listedness

Caze Mumber

Case Serious

Country

Entry Site

Initizl Received Date: Day

Initizl Received Cate: Month

Initisl Received Cate: Quarter
Initis| Received Date: Week

Initial Received Date: Year
Product: Companyon Company|
Product: Product

Product: Prociuct Family

Report Form

Report ID

Repaort ls Follow-up il
Repart Past Due

Report Submission Date: Day
Report Submission Date: Month
Report Submizsion Date: Quarter
Report Submizsion Date: Week
Report Submission Date: “Year
Reporter Type

Repoarting Destination

Reporting Group Responsile

Reporting - Compliance

|Flepurling Destination

Initial Received Date: Year

|AF] BR (JCB)

[AF] MX (JCh)

DENMARK{MA)

ReportCount as values  |ReportCount as values  |[ReportCount as values
1] o] o]
1 1 o]
9 9 o]
28 27 o]
11 10 o]
1 1 4

The Reporting Compliance cube lets you explore the following dimensions:

Al

Inzert

ble Ohjects

Merce

i varishle -

Available Chiects
Case Causality
Case Fatal
Caze Listedness
Caze Mumber
Case Serious
Country
Ertry Site

“ariahles

Initial Received Date: Day

Intial Received Date: Morth

Initial Received Date: Gluarter
Initial Received Date: Wieek

Intial Received Date: Year
Product: CompanyMon Company
Procuct: Procuct

Procuct: Product Family

Report Form

Report 0

Report |5 Follow-up K
Report Past Due

Report Subimission Date: Day
Report Submission Date: Month [
Report Submission Date: Quarter
Report Subimission Date: Week
Report Subtnission Date: Year
Reporter Type

Reporting Destination

Reporting Group Responsible

Management Cubes
The Management category consists of the Workflow cube:
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Insert

Available Objects

herge i Wariable -

r

The Workflow cube lets you explore the following dimensions:

Available Ohjects

“ariahles

Activestrchived

Cage Causality

Case Fatal

Casze Listedness

Caze Mumber

Case Serious

Country

Initial Received Date: Day
Initial Received Date: Manth
Initial Received Date: Guarter
Initial Received Date: Week
Initial Received Date: Year
Lockednlocked

Ma Time Exceeded
Product: Company/Mon Company
Product: Procuct

Product: Product Family
Reporter Type

Workflawy Group
Wiorkflow Re-entered
Wiorkflow State

7 Click icon o add simple report fiters

Inzert

Available Ohiects

Merge | = variable -

7

Available Ohjects

Activesdrchived

Caze Causality

Case Fatal

Case Listedness

Case Mumber

Case Serious

Courntry

Initizl Received Date: Day
Initial Received Date: Month
Initizl Received Date: Gluarter
Initial Received Date: Yeek
Initial Received Date: Year
Lockednlocked

iz Time Exceeded
Product: CompanyMon Comparry
Product: Procuct

Product: Product Family
Reporter Type

Winrkflove Grougp
Wiorkflowe Re-entered
Wiorkflow State

Yatiables

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 four Cubes:

PV Clinical Cube

The PV Clinical Cube lets you explore the following dimensions

Workflow

Max Time Exceeded

CaseCount as values

0
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# Document - “iew - g rﬂ ﬂﬁ

-

Available Ohiects

Ingert Merge | =4 variable -

= Availahle Ohiects
Case Blind Broken
Caze Causality
Case Fatal
Case Listedness
Case hNumber
Case Outcome
Caze Serious
Country
Event Causality (Determined)
Event Causalty (Repotted)
Event: HLGT
Evert: HLT
Ewert: LLT
Event: PT
Event: SOC
Initial Received Date: Day
Initial Received Date: Month
Initial Received Date: Guarter
Initizl Received Date: Wizek
Initial Received Date: Year
Patient Age Group
Patient Gender
Product Characterization
Product: CompanyMon Company
Product: Procuct
Product: Product Family
Pratocal I0: Pratocal Mumber
Protocaol [0 Study Mumber
Reporter Type
Study Center I
Study Type

+ Wariahles

Available Objects

Inzert Merge | =l variable -

= Available Ohjects
Caze Blind Broken
Case Causality
Case Fatal
Caze Listedness
Caze Mumber
Case Outcome
Caze Serious
Country
Ewent Causality (Determined)
Event Causality (Reported)
Ewert: HLGT
Ewert: HLT
Ewert: LLT
Ewert: PT
Ewvert: S0C
Initial Received Date: Day
Initial Received Date: Month
Initial Received Date: Guarter
Intial Received Date: Week
Initial Received Date: Year
Patient Lge Group
Patient Gender
Procuct Characterization
Product: CompanyMon Company
Procuct: Product
Product: Product Family
Protocal ID: Pratocal Mumber
Protocal I0: Study Mumber
Reporter Type
Studdy Center 1D
Stucly Type

B “ariahles

7 Click icon to add simple report fiters

PYV Clinical

Protocol ID: Protocol Numher

Initial Received Date: Year

CaseCount as values

0
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PV Detail Cube

The PV Detail Cube lets you explore the following dimensions

¢! Documert ~ view - | (2] 15| 48
Arial

- [E 2

9 [ -l x <o m

A. b .

=

£

Available Chiects

f*l Click icon to add simple report fitters

Insert Merge i variable -

= | Avsilakle Ohjscts 5
Case Causzality
Case Number
Case Qutcome
Case Serious
Country
Event Causality (Cetail)
Evert: HLGT
Event: HLT
Evert: LLT
Evert: PT
Event: S0OC
HCP
Indication Code: HLGT
Incication Cocle:
Indication Cocle:
Indication Cocle:
Indication Code: SOC
Initial Received Date: Day nl
Initial Received Date: Manth
Initial Received Date: Guarter

Available Ohjects

In=ert Merge i ariable

= ||| Available Ohjects 5
Case Causality
Case Mumber
Caze Outcome
Case Serious
Courtry
Event Causality (Detail)
Ewert: HLGT
Ewert: HLT
Ewvert: LLT
Ewert: PT
Ewvert: S0C
HCP
Indication Code: HLGT
Indication Code: HLT
Inclication Code: LLT
Indication Code: PT
Indication Code: SOC
Initial Received Date: Day
Initial Received Date: Month
Initial Received Date: Gluatter
Initial Received Date: Week
Initial Received Date: vear
Lot Mumber: Family
Lot Mumber: Lat
Medical History
Patient Loge Group
Patient Gender
Pregnant
Procuct Abuse
Product Accidental Exposure
Product Characterization
Product Daily Dose: Categary
Product Draily Dose: Dose Dec
Product Dechallange
Product Generic Mame
Product Off Label
Product Cverdose
Product Rechallange
Product: Company/Mon Comp: .

>
B Y

PV Detail

Event: SOC
Initial Received Date: Year

SOC: Blood and lymphatic system disorders
CaseCount as values

o e e I o [ R [ g o ]
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PV General Cube
The PV General Cube lets you explore the following dimensions

Arial - - |?

Available Ohjects

/'1_1 Click icon to add simple repaort fiters

Insert Merge | =& variable -

= Availahle Objects
Case Causalty
Caze Fatal
Casze Listedness PV General
Case Mumber
Caze Outcome

GEDEIS Event: SOC S0C: Blood and lympl SOC: Cardiac disorde: §
Courntry -

Ertry Site Initial Received Date: Year Case Count as values | CaseCount as values

Event Causality (General)
Evert Death

Event Hospitalization
Event Life Threatening
Evert Other Seriousness
Evert Serious

Evert: HLGT

Evert: HLT

Ewvent: LLT

Evert: PT W
Evert: SOC

Initial Received Date: Day
Initial Received Date: Manth N
Initial Received Date: Guarter
Intial Received Date: YWeek
Initial Received Date: Year

o | o [ e O oy (L SR [ ]
oo mmo|lolS
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Available Objects

Inzert Merge | =l variable -

= Available Ohjects
Case Causality
Casze Fatal
Case Listedness
Caze Mumber
Casze Outcome
Case Serious
Country
Ertry Site
Ewent Causality (General)
Ewverit Death
Event Hospitalization
Ewent Life Threatening
Ewverit Cther Setiousness
Ewert Serious
Ewvert: HLGT
Ewert: HLT
Ewert: LLT
Ewert: PT
Ewerit: SOC
Initial Received Date: Day
Initial Received Date: Morth
Inttial Received Date: Guarter
Initial Received Date: Week
Initial Received Date: Year
PSUR
Patient Age Group
Patient Gender
Procuct Ahuse
Procuct Characterization
Product Cverdose
Product: CompanyMon Company
Procuct: Procuct
Product: Product Family
Report Type
Reporter Type

+ “ariables

>

<
BHmEe D

PV Interaction Cube
The PV Interaction Cube lets you explore the following dimensions

Using Cubes 8-22



Using Cubes to Generate Custom Reports

Awailable Objects f}' Click icon to add simple repart fiters

Inzert Merge | =l variable -

= Available Ohjects
Case Causality
Casze Fatal
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Caze Mumber
Casze Outcome
Case Serious
Event Causality (Interaction)
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Non Company Product: Family
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Intial Received Date: Morth
Initial Received Date: Gluarter
Initial Received Date: Wieek n
Intial Received Date: Year
Mon Company Ingredient
Mon Company Product: Family
Mon Company Product: Product
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Patient Lge Group
Patient Gender
Prociuct Action

Available Ohjects

Insert Merge | = variable -

= Available Ohjects
Casge Causality
Case Fatal
Casze Listedness
Case Mumber
Case Outcome
Cage Serious
Ewert Causality (Interaction)
Ewvert Desth
Ewent Life Threatening
Event: HLGT
Ewert: HLT
Ewert: LLT
Ewvent: PT
Evert: SOC
Initial Received Date: Day
Initial Received Date: Manth
Initial Received Date: Guarter
Initial Received Date: Week
Initial Received Date: Year
Mon Company Ingredient
Mon Company Product: Family
Mon Company Product: Procuct
Mon-Comp Product Characterizat
Patient Lge Group
Patient Gender
Product Action
Product Characterization
Product Dechallange
Product I Interacting
Product Rechallange
Procuct: Procuct
Product: Product Family
Reporter Type

+ “ariahles
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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 on Working with Cubes.

Demand Cubes are based on a specific Case Series instead 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
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.

Use the following procedure to create a demand Cube.

1. In Argus Insight, select Datamart Reports >Cubes>All. The Cubes page displays
all the built-in Cubes in Argus Insight.

ORACLE |ARGUS INSIGHT Armit Aggarwsl, Wedresday August 11, 2010 (AINGDBO) | Home  Tools  Help  Logout |
T e e
Ditamart Reports
Cubes Active Query Hame: « Nt Saved »
Active Case Series: US case series 0O
Choose Hements: Search
Name: o Description Last Modified Author Category
OO0-MMM-0000
] | | oo-men-0000 v -
Y Cinical This cube inchides addtional information on i clrical trial azsockated with the cass. H-AUG-2010 Cracle Corporstion Pharmacaviglance
T This cube brings in allthe prinary m:::‘r: case inchidng detals cn the patiert product, 1 ) oy Cracie Corporstion .
L ) Y v ’
This cube provides & subsset of the fiskds in P - detad, a2 well a3 a less demensionalty (no .
PV General dose or medcalHistory). R 2 cptintzed for nvestigstions o the ety 28-AL-2010 Cracke Corporation Pharmacovigiance
This cube Iz restricled to cases, which inchude mulipls drugs with one o more marked
PY interaction ‘Stzspect § Concomtant. Drugs £aCh other 1oe the 28-A0-2010 OBk Corporstion PrATmACOVIANGE
of intersctions
Reporting - Complonce: The parpose of this cube is 1o focus on the reporting aspects of a case. 11-AUG-2010 Cracle Corporation Compance
Workfiow The purpose of this cube is fo view performance and workicad of varicus groups Z8-AL2010 Cwacke Corporstion Management
Moty | | Pemessaons | | Execie | |

2. Select the standard Cube using which you wish to create the demand Cube. The
Cube name is highlighted; the Build button becomes active.

3. Click Build. The Cube Properties dialog box appears.
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e | Argus Insight - Build Cube -- Webpage Dialog

Cube Properties

Cube Hame: || |
Description:
Case Series: | active Case Series v
Case Series
Description:
Author Hame:
Building cube
from:
Standard P Dnetail
Category: Pharmacovigilance
| Buid cube | | cancel |

4. Enter the demand Cube name in the Cube Name text box.
5. Enter the demand Cube description in the Description text area.

6. 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.

7. Click Build Cube. The Cubes - Build dialog box notifies you that the Cube has
been scheduled for generation on the BOXI server.

8. Click OK. The Cubes page displays the demand Cube name in grey.

9. When the Webl 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.

Note: The maximum number of cases for creating Demand Cubes
are configurable from the List Maintenance items.

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.

When the demand Cube has reached the expiration date, the system notifies you
through the following dialog box.

At this point, you can either delete the demand Cube or retain it for another 14 days
(default).

Drill Through Cubes

This section describes the procedure to drill through cubes for standard and demand
cubes.

Use the following procedure to execute a Cube.
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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 Aggarweal, Wednesday August 11, 2010 (AING060) NN N T T
T T e
Dtamart Repors
Cubes Active Query Name: « Net Sawved »
Active Case Series: LS cave series DO
Choose Bements: Search
Harme 2 Deseription Last Modificd Austhor Category
O0-MMM-0000
] | | ooman-0000 - v
PV Cinical Thés cubss inchusies: addtionsl information o i cirical trial axsocisled with the cass. 1-AUG-2010 Cuace Corporation Pharmacaviglance:
- Tis cube Leings i althe prinsey ru:::‘r: case inchdng detss cnthe patlert, product, (0 Cracie Corponstion .
This cukes provides a subsat of the fiskds in PY - detad, & wel as 8 less demensionaity ino 2
F¥ Ganerst deree o medel history). B is cptimizad for investigations of the casaiprodustisvert leval L2010 Oracle Corpoeation Phemnecovigance
Thés cubss is restricted 10 cases, which inch.de mutiple drugs with one o more marked
PV intersation Suspect { Cancondant. Drugs ech attwsr for i 28002010 Cracle Corporation Pharmacoviglance:
of interactions.
Roporting - Comploncs The purposs of 8his cube is o focus on the reporting aspects of & cass. H-ALG-2010 Gracle Corporation Compliance
Workfiow The purpose of this ubs it 10 viw performance and workoad of various groups Z8-AL-2010 Oracle Corparstion Mansgarment
Modity..| | Permersns | | Execte | |

2. Select the Cube you wish to execute.

3. Click Execute. A separate BOXI Web Explorer window displays the Cube in the
interface similar to the one shown in the following figure.

¥ Documert - View - | [ 25 | 3| O - [oom |- v |n B | 3 ReweshOuta X | (i Track =)
B B 7 UIA- - M

Avadatie Ctmcts {8k iwan 10 89 simpls repert Mers

SHOVA 4 Auguesdnesight Non Company Project  TEST PROJECT 10
CasaCount as values | CazaCount a5 values | CaseCount as values | CaseCount asvalues | CaseCount as values | CaseC

o] [} o
o 2 of

=)
clolol-lololololo

Performing Drill Through 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.

An example to demonstrate the drill functionality for listing Case Numbers associated
with the initial received date (in years) follows.

Use the following procedure to drill down to the next level in a hierarchical
dimension, such as a Case Series.

1. Drag and drop the Case Number dimension from the left pane into the right pane,
underneath the table.
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2.

Tip: If you cannot see the dimension list in the left pane, select
Available Objects from the drop down list in the left pane.

The Cube output changes to display the data for all the Case Number dimensions.

¥ Document - view -+ | [ 5 H 9 o |- [ n
1| ® A&~k 7
Available Objects [ [2008
Merge | 2" Varisble -

Available Objects
Case
Caze Causalty
Caze Fatol PV Clinical
Case Listedness
Case hhumber
Caze Outcome
Caze Serious.

Coundry

Event Causalty (Defermined)
Event Causalty (Reported)
Event HLGT

Event HLT

Evert LLT

Evert PT

Event: SOC

Initial Received Date: Day
Inktial Recaived Date: Month
Initial Received Date: Guarter |3

Protocol ID: Protocol Number
Initial Received Date: Quarte 3
2008 0 1

2008 0 3

2008 0 4

SNOWVA STUDYS
CaseCount as values

<Unspecified>
CaseCount as values

Argusinsight
CaseCount as values

il Received Date Week |
Inttial Recetved Date: Year r
Patient Age Group !
Patierit Gender

Prothuct Characlerization

Product Companyion Company

Product Product
Product: Product Famiy
Do o 2009C0000003
Protocol I0: Study Number
Reporter Type
e 2009C0000009
Study Type
ARCES AJ-US-00009
AJ-US-0004

While the preceding 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. To do this, simply click on the dimension in
the Cube output.

Saving Cubes Views

This section describes the procedure to save Cube views (based on the drilled-down
data). You can access these saved cube views from Datamart Reports > Cubes >
Library

Use the following procedure to save Cube views.

1.

2
3.
4.
5

Click Datamart Reports > Cubes All to view all the cubes.

Select the Cube view that you want to save. The name of the cube is highlighted
Click Execute. BOXI web explorer is displayed

Perform the desired drill through operation. The cube view is displayed.

Click Document > Save As in the menu bar. The options for saving the report
appear.
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Save As

Folders

= hy Folders
elEalF o orites Folder
T Puhblic Folders

Mame [P Clinical

| | Acbvanced

A

Description

Keyweords

Thiz cube includes addtional information on the

|PR Cube Pharmacovigilance |

clinical trial associsted with the case.
|:| Permanent regional formatting

[] Reiresh on open

[ Ok l | Cancel

Tip: You can access Document > Save to my computer as to save the
cube on your system in Excel, PDF or CSV (with options) format.

6. Enter and save the Title, Description and Keywords.

7. Select the location at which the cube view should be saved. Public Folder > Argus
Insight > Standard Cube Category > Analysis

Note: You cannot save Cube views in the Demand Cubes folder. You
must save the Cube view in the Analysis folder within any Standard
Cube category.

8. Click OK to save the cube view.

9. To view the saved Cube view, click Datamart Reports > Cubes > Library. 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 also be shared as viewswith other users.

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. To do
this, 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 task:
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Updates Cube data - the data in the Cube is updated with the latest data from the
datamart

Individual tasks need to be scheduled to update each Cube. To improve the
performance of the batch process, Verify that individual batch execution processes do
not overlap with each other.

Note: Demand Cubes are refreshed sequentially.

Setting up Batch Generation through Task Manager:

This section explains the procedure for scheduling batch generation by using Windows
Task Manager. You need to perform this procedure for each of the six Cubes. The steps
follow:

1. Select Start > Settings > Control Panel > Scheduled Tasks. Double-click the Add a
Scheduled Task item.

@ Scheduled Tasks =101
J File Edit Yew Favorites Tools Advanced Help ‘ -.?

J @Back - .\) - l" / ) Search || Folders ‘ 2y ¥ x n | ?
JAgdress Ilj Scheduled Tasks j o
Name = | Schedule | Mext Run Time | Last Run Time |
| T2] Add Scheduled Task

< | ]
1 objects 4

2. Click Next in the Schedule Task Wizard window.
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Scheduled Task Wizard ‘__)_'_(_I

This wizard helps you schedule a task for Windows
to perform.

“You select the program you want Windows to run,
and then schedule it for a convenient time.

Click Mext to continue.

3. Click Browse to navigate to another folder location.

Scheduled Task Wizard | ]

Llick the program you want Windows to un.
To see more programs, click Browse,

ﬁ.EEli:ation Version |z|
(AlAccess Manager - Administial..| 736310 —
@Actess Manager - Administrat...  7.1.32210

@ Access Manager - BatchMai..  7.3631.0
@Aeﬁ:ess Manager - Batch Mai.. 7.1.32210

B sccess Manager - Configurati..  7.3.631.0

& Access Manager - Configurati..  7.1.32210

A cooas bl s sace Dok stio Facmn LI

Browse. .. |
| < Back I Mewt > | Cancel I

4. Navigate to the following location: <Argus Insight Installation
Folder>\PowerReports\CubeGenThis is the path of the folder where the Argus
Insight application is installed on the system drive. For example
D:\Relsys\PowerReports\CubeGen.

5. Select the Cube_Generation_Driver.bat file.
6. Click Open to select the Cube_Generation_Driver.bat file
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Select Program to Schedule K E3

Look in: IL_'} CubeGen EI Q ? = |HE

My Recent
Documents

g
@

Desktop

My Documents

=

My Computer

-

My Network File hame: |Cube_Generatioh_Driver.Bat ;E | Dpen I
o _Cwed |

Places
Files of type: | Programs Cancel

7. 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.

Scheduled Task Wizard E3

Tvpe a name for this task. The task name can be
the same name as the program name,

IEuhe_G eneration_Driver

Perform this task:
" Daily

© Weskly

" Manthly

" When my computer starts

" When | log on

< Back I Nest » I Cancel

Cube Name Cube ID
PV Clinical 1

PV General 2

PV Interaction 3

PV Detail 4
Reporting 5
Compliance

Workflow 6
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8. Use the Perform this task option button group to set the frequency of the task, as
appropriate.

9. Click Next to proceed to the next step.
10. Set the Start Time and Start Date.

Scheduled Task Wizard | x| I

Select the time and day you want this task ta start.

Start time:
I E32PM |~
Start date:

| 7/13/2005 "I

< Back I Newxt » I Cancel

11. Click Next to proceed to the next step.

12. Enter the user name and password of the user authorized to run this task

Scheduled Task Wizard Ed |

Enter the name and password of a user. The task wil
run as if it were started by that user.

Enter the user name: iSHVE NGIND003\&dministre

Enter the password: 1""’""""‘

Confirm password: lxaﬂxanx

< Back I Mext > l Cancel I

13. Click Next to proceed to the next step.
14. Check the Open advanced properties for this task when I click finish checkbox
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Windows will perform this task:
At 8:32 PM on 713/2005

Scheduled Task Wizard E3

You have successfully scheduled the following task:
Cube_Generation_Driver

Finish.

v Open advanced properties for this task when | clicl{é

Click Finish ta add this task to pour Windows schedule.

< Back I Firish I Cancel

15. Click Finish. The dialog box for setting advanced properties for the task appears

Cube_Generation_Driver HE |

Task IScheduIe' Sellingsl Securil_l,ll

Q C:\WINDOWSAT asks\Cube_Generation_Driver job

Bur: ID:'\FI elsys'PowerR eports\CubeG ent\Cube_l5eneration_Di

Browse... |

Stark ir: ID:'\FI elsys\PowerR eports\CubeGen
Comments: |
Run as: ISHVW'?K INOD3\Administe Set password...

I~ Run only if jogged on

|v Enabled [scheduled task uns at specified time)

o ]

Cancel Apply

16. In the Run text box within the Task tab, enter the run-time parameter for this task
in the following format:<Argus Insight Installation
Folder>\PowerReports\CubeGen\Cube_Generation_Driver.bat" <Cube
ID>where CubelD is the ID of the Cube for which you are scheduling the batch

generation.Include the double quotation marks (

"o

) while entering the runtime

parameter. The table below lists the Cube ID for each cube and provides examples
of the run-time parameter to be entered.
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Cube Name Cube ID Example Run-Time Parameter

PV Clinical 1 "D:\Relsys\ ArgusInsight\CubeGen\Cube_
Generation_Driver.bat" 1

PV General 2 "D:\Relsys\ ArgusInsight\CubeGen\Cube_
Generation_Driver.bat" 2

PV Interaction 3 "D:\Relsys\ ArgusInsight\CubeGen\Cube_
Generation_Driver.bat" 3

PV Detail 4 "D:\Relsys\ ArgusInsight\CubeGen\Cube_
Generation_Driver.bat" 4

Reporting 5 "D:\Relsys\ ArgusInsight\CubeGen\Cube_

Compliance Generation_Driver.bat" 5

Workflow 6 "D:\Relsys\ Arguslnsight\CubeGen\Cube_

Generation_Driver.bat" 6

17. Click Set Password to set the password.

18. Enter the password for the BOXI Server admin user. Click OK.

Password:

Confirm password: I

o]

Cancel |

19. Select the Schedule tab to set the schedule options, as appropriate.

Cube Generate 1 [ ]
Task  Schedule I Settingsl Sec:urily]

| Ab8:32 PM on 7/13/2005
Schedule Tazk: Start tire:
[Oree — RARIEEA = Adyanced., |

Schedule Task Once
Bun oni [Wednesday, Juy 13,2005 =]
[~ Show multiple schedules.
| oK I Cancel Apply

20. Select the Settings tab.
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Cube Generate 1l

K E
Task | Schedue Settings | Secuiy |
 Scheduled Task Completed
[~ Delste the task if it is not scheduled to un again,
¥ Stopthetaskiftmnsfor[lT = howfs)[0 = minute(s).
r—|dle Tirne:
[~ Drily start the task if the computer has been idle for at least:
| _l:I mintefs]
I the computer has not been idle that long, retry for up to
| 3 minutefs)
[~ Stop the task if the computer ceases to be idle.
— Power Management
¥ Don't start the task if the computer is running on batteries.
[V Stop the task if battery mode begins.
I~ 'Wake the computer to run this task.
0k | cCoeel | gy |

21. In the Scheduled Task Completed and Power Management sections, set the

options as shown in the illustration above.

22. Select the Security tab to verify that the user has full permissions assigned.

Cube Generate 1

Task | Schedule | Settings SECL""YI

M ame | Add... |
Q Administrators [SAYENGIND 003\Administrators) R
€5 SYSTEM 4|—em°""“3
Permizsions: Allowe Deny
Full Control = O
Modify O
Read & Execute O
Read = O
Wwiite O

Advanced... |

r Allow inheritable permissions from parent to propagate to this
abject

o]

Cancel I Apply |

23. Click OK.The system creates the new scheduled task Cube Generation 1.Repeat
the above steps to schedule batch generation for the remaining cubes.

Configuring the CIOMS and MedWatch Reports

These settings are optional. Theses settings are not the recommended settings for
running the Argus Insight and should only be configured if CIOMS and MedWatch

are not running on the environment.

1. Go to Start > Run and type dcomenfg and press Enter.
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2. In the tree under Console root > Component Services > Computer > My
Computer > DCOM Config.

3. Right click on the PwReports in the list and click Properties.

21|

PwiReports Properties

General | Location | Secuty | Endpeints | (dentity |

~ General properties of this DCOM apphcation
Apphcation Name;,  PwReports
Apphcation ID: {FB3AT20A.5599-4730.909-735A5074ABE A}
Apphcation Type:  Local Sesver
Authentication Level [EEZN TG - |

Local Path:

s B@EFT@EINEM D

_lbmw - 3
- ST

= i Concaters s

= 3wy Corrgutes
¥ ) CoM+ Bgpkcations
= (2 DCom Cenfig

scStore G
Moot
Aoroach PDBookT
Suphentiston? Appicat
dutoContigur e Ao
Auponatic pdses
Backgrourd Ireebgers 7
D41 Padage Defrdion
Chgster Confgr shion S«
Dt Wode Eviton A
Chuster Nods Eviction Py
Chuster Zervice Node D
Chister Serviee Tatup
Cogros Powersiny Sopl
Copros Tesretorre A0
Cogrosiatcher. Serwosd
CORE Evert System
ComEverts CorSerme

=

EE

Comvants ComGystem
Commard e Trgpe
Custfing Tass

Tt s FAT sriges
e ag NTFS sewne
Desdgres Clost
Desbirg Fresigsroe Do
drpfc

Bomrt tomet Charge
Lywrt Obamet Charge 7
Ghast StartTerace

L3

WML Agication

123 S Servce

R R TR TR TR T

EOEOE B R MR B
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+=- Amr7 @0 (arENED
o Corsol Root I
- o =
¥ Aciwe Directory Lisers ank Sone | oo pere
- Evertt ‘viewssr (Local)
+ Services (Locall

4. Click the Security tab.

Launch Permission
Securiy |
Group or user names:
[ €30 Administiators (SRVW2XINDD 1 \Administiators)
€2 INTERACTIVE
€5 SYSTEM
Add.. I - H
Peimissions for SYSTEM Allow Deny
Local Launch O
Femote Launch = O
Local Activation O
Femole Activation O
oK | Cancel

5. In the Launch and Activation Permissions Mark Customize and click Edit.
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PwReports Properties

6. ClickAdd.

7. Under the Enter the object names to select (examples) add <machine_
name>/[USR_<machine_name> and click OK
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Launch Permission J_LXJ

Group of user names;

[ € Administrators (SRVAWZKINOD1 \Administrators)

€5 INTERACTIVE

€7 Intemet Guest Account [SRVW2KINOD1\MUSA_SAVWZK...
€5 SYSTEM

Pemissions for Intemet Guest

Account Allow Deny
Local Launch = O
Remate Launch = O
Local Activation O
Remote Activation =) O

[ ox 1 Caa |

8. Select the newly created Internet Guest Account and check all the permissions.
9. Click Ok.

10. Exit the Component Services program.
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Viewing Dashboard Indicator Reports

Dashboard Indicator Reports

Dashboard Indicator reports are special reports that provide an insight into key
parameters that let you monitor product performance and workflow efficiency. These
reports are generated directly from the datamart so they display the latest data.

Argus Insight has three Dashboard Indicator reports: Executives, Reporting, and Data
Entry. Each of these reports consist of a number of sub-reports, as the following table

shows.
. Sub Report
Dashboard Indicator
Report Name Description
Executives Executives Profile This report provides a tabulation of case

count for each site. The total count of
serious cases for all sites is also listed.

Top 5 Products This report is a listing of the top 5
products having the largest total case
count sorted in descending order. The
serious case count for each product is
also listed.

Cases in Workflow This report is a graphical summary of
the initial, follow up, and total case
count in each workflow state.

Late Reports This report is a detailed listing of all
cases for which reports are past the due
date. Days past due are provided for
each destination.

Reporting Compliance This report provides a graphical
overview of reporting compliance count
broken down by days remaining to due
date and days past due date.

Receipt Latency This report provides a graphical
overview of receipt latency (from initial
receipt date to central received date) by
country of origin.
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Dashboard Indicator

Report

Sub Report

Name

Description

Reporting

Data Entry

Reporting Profile

Reporting Compliance (Count)

Reporting Compliance (Percentage)

Outstanding Submissions by
Responsible Group (Summary)

Outstanding Submissions by
Responsible Group (Listing)

Data Entry Profile

Receipt Latency

Cases in Workflow

Case Load

Case Workload by Site and Country

This report is a summary of scheduled
report and past due report count for all
the reporting groups.

This report provides a graphical
overview of reporting compliance count
for each reporting destination. The
counts are broken down by days
remaining to due date and days past
due date.

This report provides a graphical
overview of reporting compliance
percentage broken down by days
remaining to due date and days past
due date.

For the selected reporting groups, this
report shows the outstanding report
count by reporting destinations. Against
each destination, the outstanding
reported count is further broken up in
these groups:

- Due in greater than seven days - Due
in 3-7 Days - Due in 0-2 days - Past the
due date

This report provides a detailed listing of
cases for which report submissions are
coming up.

The listing is grouped by the
responsible group. Within each group,
the listing is sorted in ascending order
of days remaining for submission.

This report provides a tabulation of case
count for each site. The total count of
serious cases for all sites is also listed.

This report provides a graphical
overview of receipt latency (from initial
receipt date to central received date) by
country of origin.

This report is a graphical summary of
the initial, follow up, and total case
count in each workflow state.

This report provides a tabulation of
cases received, cases in processing, and
pending case counts for each workflow
state.

This report provides a tabulation of
serious, non-serious, and total case
counts grouped by site. For each site,
the counts are displayed for each
country.

Depending on your profile and reporting requirements, the system administrator
configures and assigns a specific Dashboard Indicator report to you.
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To view the pre-configured Dashboard Indicator report assigned to you, select
Datamart Reports > Dashboard Indicator. The report (PDF format) opens in a
separate browser window. The samples for each report type are provided below:

s Executives

~—
T Dashboard Indicators
—
— 21-JUL-2010 12:09 GMT+5:30
Executives
Profile: USER Cases In Workflow
120 Inttal
Germany E Fotoap
Jay 1 ot
?an a3 100 |
United States
80
Serious: 242 60
40
20
0 ol ull r-.rll'l
TR
EREREE
.
H
Top 5 Products Reporting Compliance
B o senzane
Pos  Product Total  Serious =j:=
1. Cure All 208 115 ¢ =W
2y
2. Wonder Drug 73 41 =
3 Diabpen 55 34 ED:;
Jod 2o
4 MMR 26 10 e

= Reporting

Viewing Dashboard Indicator Reports  9-3



Dashboard Indicator Reports

— Dashboard Indicators
\\\ 21-JUL-2010 1213 GMT+5:30

Reporting

Profile: USER

Administrator Group -

Central Administrator -

Germany Bookin -

Germany Expedited Reporting :-
Japan Data Medical Review -
United States Reporting -

Scheduled: 2230
Past Due: 0
Reporting Compliance (Count)
45 [ o= man s ys
a0 =j::
35 R
[
30 o
25 me=
. 1ovar
20 Wz
.30'&(
15 Wi
10 W=
| | .molema'\ 5 over
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Administration Tools

Administration Tools

This chapter explains how to use the Argus Insight administration tools. To access the
administration tools, click the Tools button in the upper-right corner of the Argus
Insight main page. The Administration Tools page appears.

e e —
I -]

You can use the various tabs in the Administration Tools page to perform these tasks:
= Configuring Personal Options

»  Maintaining Argus Insight Lists

s Configuring User Groups and Accounts

= Scheduling the ETL

s Configuring Dashboard Indicators

= Viewing the Audit Log

Configuring Personal Options

Use the Personal Options tab page to change the password for an account, change the
home page, set overwrite confirmation, and view group membership.

The Personal Options tab page is the default page that appears when you access the
Administration Tools page. This page is available to all users.
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The description of tasks that you can perform from this tab page follows.

Task

Description

Changing the
password for an
account

Changing the Home
Page

Configuring
overwrite
confirmation

Viewing group
memberships

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

2. Inthe New Password text box, enter a new password.

3. Re-enter the new password in the Confirm Password text box.
4. Click OK. The system saves the new password.

Passwords in Argus Insight are not case sensitive. Before verifying passwords, the
system converts them to lower case.

The default Argus Insight home page is the FilterLibrary page. To change the default
home page:

1. Select a page from the Homepage list box.
2. Click OK. The system changes the default home page.

When you save any modifications you make to an existing Case Series, QBE, Filter,
or Advanced Condition, Argus Insight saves the changes directly without prompting
you to confirm whether you want to overwrite the existing one.

You can have Argus Insight display an overwrite confirmation dialog box by
checking these checkboxes, as appropriate:

»  Case Series Overwrite
= QBE Overwrite
s Filter Overwrite

s Advanced Conditions Overwrite

The Group Membership list shows the names of the groups to which the currently
logged in user belongs. Group memberships can be managed from the Security tab
page. Only an administrator can manage users and groups.

Maintaining Argus Insight Lists

Use the List Maintenance page to configure the various List Maintenance items and
their attributes. The following topics describe the various List Maintenance items and
explain how to configure them. Consult your company's policies and the terminology
used before configuring Argus Insight lists.

Use the List Maintenance page for the following:

Configuring Profile Switches
Configuring EU Countries
Configuring Workflow Management
Configuring Categories

Configuring Duration Value Bands

Configuring Derivation Functions
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s Configuring Case Series Modification Justification
s Configuring Cub-on-the-Fly Case Limit

s Configuring Holiday Schedule Management

= Configuring PDMECs

s Configuring Measurable Suppliers

s Configuring Report Pre-Filter Population

Configuring Profile Switches

The profile switches are used to control the behavior of the Argus Insight application.
To configure profile switches, you specify a certain value for a switch. Depending on

the type of profile switch, the values can either be pre-defined or based on user input.
While certain profile switches can only be configured through direct SQL statements,
many profile switches can be updated from the List Maintenance page. You can also

add new profile switches to Argus Insight from the List Maintenance page.

This topic explains how to update profile switch values and describes the various
profile switches, their possible values, and their use.

Note: Refer to the CMN_PROFILE document for detailed
information about all the profile switches. This document also has a
sample SQL for inserting profile switches and updating their values in
the database. All profile switch values are case sensitive.

The following table lists the profile switches included in the factory data:

Profile Switch Description

ALPHANUMERIC  This value will force user to enter alphanumeric password. 1 -

PASSWORD Alphanumeric and 0 - Non Alphanumeric.

ARGUS INSIGHT Host Name or IP Address of Argus Insight Server. This is used for cube

SERVER view save functionality with Cognos series 7. This value can be left blank if
Cognos series 7 is not used for cubes.

BITOOL LDAP LDAP Enabled at BlTool level. BITool could be Cognos or Business Objects.

ENABLED 1- LDAP is enabled in Cognos or Business Objects, 0 - LDAP is not enabled
in Cognos or Business Objects.

BO ADMIN BO Admin user authentication type. Following could be the possible values

AUTHENTICATION 1. SecLDAP 2. SecEnterprise

TYPE

BO ADMIN The BO Password for configured BO Admin User (BO_USER) stored

PASSWORD encrypted in the Insight database. If it does not match the BO Password that
was configured at the time of BO User creation then application access to
BO will fail.

BO ADMIN USER BO user having admin privileges to create, update and delete users in
Business Objects Repository. This is a BO User name, potentially not an
Insight user.

BO PORT NUMBER  BO PORT Number used by Infoview. The value should be a number with
no. of digits between two and five (max value 65535). Access from Infoview
will be denied if this value is incorrect. Default value - 8080.

BO REPORT BO Reports root folder name, which will contain all the objects from Argus
FOLDER NAME Insight. The length of folder name should not exceed 255 characters. If the
folder name is incorrect, the list of reports will not function.

Administration Tools 10-3



Administration Tools

Profile Switch

Description

BO REPORT
WRITER NAME

BO SERVER

BO USER GROUP
NAME

BO USER LICENSE

BO WEBI SERVER

BRING ARGUS
USERS TO MART

CASE REFERENCE
TYPE ID

CAUSALITY
ASSESSMENT.C

CAUSALITY
ASSESSMENT.R

CAUSALITY
ASSESSMENT.R+C

CAUSALITY
ASSESSMENT.UD
FIELD

CIOMS
MANUFACTURER

COMPANY LOGO
PATH

CONFIDENTIALITY
TEXT

CUBE-ON-THE-FLY-
LIFESPAN

CUSTOM HELP URL

CUSTOM ROUTINE
AFTER
INCREMENTAL ETL

CUSTOM ROUTINE
BEFORE
INCREMENTAL ETL

DATASHEET BPI

BO Report Writer Universe Name. If this value is incorrect, Report Writer
functionality will not work.

Default value - ReportWriter

BO Server Host Name or IP Address. This is used to identify the BO server
to be used. If BO clustering is used, please specify the primary cluster name.

BO Users group name under which all users will be created in Business
Objects repository.

Type of the user created in BO by Argus Insight i.e. Named or Concurrent.

Default value - Named

BO Webl Server Name or IP Address. This is used while accessing
ReportWriter and Infoview from Argus Insight.

Flag to bring User information (name, password) from Argus Safety if it
does not exist in Argus Insight.

Default value - 1

This key is used for populating RPT_CASE.FIRST_REF_NO column.

Used in Standard Reports for Company Defined Causality. Please refer
cmn_profile document for the report list.

Used in Standard Reports for Reporter Defined Causality. Please refer cmn_
profile document for the report list.

Used in Standard Reports for Reporter and Company Defined Causality.
Please refer cmn_profile document for the report list.

Used in Standard Reports for User Defined Field to determine Causality.
Please refer cmn_profile document for the report list.

Allows the user to configure the Manufacturer information to be printed on
the CIOMS Report.

For Cognos - Logo File Name with full URL path of company logo on the
local server. This will appear in header of reports. File types - .jpg, .gif,
.bmp.

For BO - Logo File Name with directory path of the images on the BO
server. This will appear in header of reports. File types - .tiff, .bmp.

Confidential Text entry which will appear in the footer of reports.

Default value - Confidential

The default lifespan (in days) for the cubes created on the fly based on a
case series.

Allows the user to configure the Custom Help URL. This must be a valid
URL otherwise a 404 - Page Not Found error will be displayed to the user.

This is the full path of the custom routine (Oracle stored procedure) to be
executed after Incremental ETL. If the routine fails or is not found, an email
is sent to the administrator.

This is the full path of the custom routine (Oracle stored procedure) to be
executed before Incremental ETL. If this routine fails or is not found, then
the ETL will not be run and an email will be sent to the administrator.

Allows the user to configure the user Defined fields for assessment of BPI
Datasheet on the product tab. Please refer cmn_profile document for the
report list.
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Profile Switch Description

DATASHEET EMEA  Allows the user to configure the user Defined fields for assessment of
EMEA Datasheet on the product tab. Please refer cmn_profile document for
the report list.

DATASHEET FLAG  Flag used during Incremental ETL for populating data based on four
Datasheet Fields for all cases or modified cases.

0 - Modified cases
1- ALL cases.

Four Datasheet fields as defined in the LM (Datasheet BPI, Datasheet
EMEA, Datasheet IB, Datasheet PI).

DATASHEET IB Allows the user to configure the user Defined fields for assessment of IB
Datasheet on the product tab. Please refer cmn_profile document for the
report list.

DATASHEET PI Allows the user to configure the user Defined fields for assessment of PI
Datasheet on the product tab. Please refer cmn_profile document for the
report list.

DATE DIFFERENCE  Allows the user to configure the highest value of the Dimensions which are
BAND having Date Difference columns as data source in Administration Statistics
and Submission Statistics Cube.

DAYS TO LOCK Allows user to configure Days to Lock for a Case. Please refer cmn_profile
document for the report list.

DELAY IDENTIFIER Specify the delay text which will be used to extract routing comment. It is
used by ETL to populate RPT_FOLLOWUP.CORE_DELAY_ROUTING_
COMMENT. This field is used in Supplier Performance Report and Process
Performance - Workflow Report

DOSE CATEGORY Dose units to be categorized separately in the Cubes, such as 'mg’,'ml'.
UNITS

ENABLE COMPANY Company holiday calendar in due date calculation of Data Entry

HOLIDAY Performance Over Time Report (0 = Disable and 1 = Enable). A value of 1
will include COMPANY holidays in the calculations. A value of 0 will not
include COMPANY holidays in calculations.

ETL DATA IGNORE - Continue the ETL but skip cases with erroneous data, ABORT -
EXCLUSION Abort the ETL if it encounters cases with erroneous data.

ETL EMAIL If this field is left blank then an email will not be sent. Otherwise this field
RECEIVER should contain the comma separated addresses of the administrators
ADDRESS monitoring the ETL.

ETL EMAILSENDER If this field is left blank then email will not be sent. Otherwise it will contain
ADDRESS the address on whose behalf the email should be sent.

ETL EMAIL SETUP 0 = Not Configured 1 = Send Email on Initial/Incremental ETL failure 2 =
Send Email on Initial /Incremental ETL success 3 = Send Email on
Initial /Incremental ETL Success or Failure.

FOLLOW-UP Allows user to configure Code considered for requiring a follow-up. Please
ACTION CODE refer cmn_profile document for the report list.

INVESTIGATIONAL Allows the user to configure the Investigational Datasheet for the Event
DATASHEET Listedness dimension in the Clinical Trial Analysis Cube.

LDAP Set to 1 if Anonymous Bind is enabled on LDAP Server else 0. Default value
ANONYMOUS -1

LDAP System wide indicator for LDAP Authentication usage.
AUTHENTICATION

LDAP BASE DN LDAP Distinguished Name
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Profile Switch

Description

LDAP SEARCH KEY

LDAP SEARCH
PASSWORD

LDAP SEARCH
USER DN

LDAP SERVER
NAME

LDAP SERVER PORT

LDAP SSL

LDAP TIME OUT

MARKETED
DATASHEET

MEDWATCH
MANUFACTURER

PASSWORD
EXPIRATION

PASSWORD
LENGTH

POPULATE
AFFILIATE DATA

POPULATE BLOB
DATA

POPULATE CUBES
FACT DATA

POPULATE DLL SLL
REPORTS TABLE
DATA

POPULATE
INTERCHANGE
CLOB DATA

POPULATE
INTERCHANGE
DATA

POPULATE WHO
Drug C DATA

PRODUCT LOGO
PATH

REPORT FOOTER
LOGO PATH

REPORT PROMPTS

Name of LDAP column for User ID. For example. Value for SUN ONE
LDAP = uid and Value for ADS = SAMAccountName. In some scenarios it
can be CN.

Password for configured LDAP search user (LDAP_USER).

This is the user ID having rights to search in LDAP directory. Provide the
complete distinguish name(DN) for search user.

Name or IP Address of LDAP Server.

Port Number of LDAP Server.
Set to 1 if SSL is enabled on LDAP Server else 0.

Default value - 0

LDAP Time out in Seconds.
Default value - 120

Allows the user to configure the Marketed Datasheet for the Event
Listedness dimension in Medical Analysis and
Overdose/Pregnancy /Interaction Cubes.

Allows the user to configure the Manufacturer information to be printed on
the MedWatch Report.

Days before password expires.

The minimum length of the Password. It will restrict users from having
password length less than the configured limit.

No Affiliate data will be brought into the Datamart, 1 = Affiliate data will be
brought into the Datamart.

0 = No BLOB data will be brought into the Datamart, 1 = BLOB data will be
brought into the Datamart. All Binary LOB (BLOB) data type columns of
Argus Owner schema tables and Interchange Schema Owner tables.

0 = No FACT Table will be populated, 1 = FACT Tables for Business Objects
Cubes will be populated, 2 = FACT Tables for Cognos Cubes will be
populated, 3 = All FACT Tables will be populated.

0 = Table RPT_CASE_EVENT_PRODUCT required for DLL and SLL
Reports will NOT be populated, 1 = Table RPFT_CASE_EVENT_PRODUCT
required for DLL and SLL Reports will be populated.

0 = No Interchange CLOB data will be brought into the Datamart, 1 =
Interchange CLOB data will be brought into the Datamart.

0 = No Interchange data will be brought into the Datamart, 1 = All
Interchange data will be brought into the Datamart, 2 = Only
SAFETYREPORT, MESSAGES and EDI_INFO tables data will be brought
into the Datamart.

0=Do Not Populate WHO Drug C Tables, 1=Populate WHO Drug C Tables

Logo File Name with full URL path of product logo. This will appear in
header of reports. Please refer cmn_profile document for the report list.

Logo File Name with full URL path of report footer logo. This will appear in
footer of reports. Please refer cmn_profile document for the report list.

User Interface to allow a user to add new report prompts and modify
existing report prompts.
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Profile Switch Description

REPORTING TOOL  This is the name of reporting tool/BI tool used with Argus Insight
application. Following could be the possible values for reporting tool: BOXI
- For Business Objects as BI Tool, COGNOSS - For Cognos 8 as BI Tool.

RESET PASSWORD  Default value used when resetting a User's password.

UDN Column for User Defined Number column of Argus table CASE_MASTER used for
SUPPLIER NAME SUPPLIER NAME value.

USE BO JOB SERVER  Use the BO Job Server to execute the Reports. 1 - Use Job Server, 0 - Use
Report Server (Default)

WHO DRUG WHO Drug Browser Format. Possible values: 1. B - All the WHO Drug
BROWSER FORMAT browsers in the application will show B Format. 2. C - All the WHO Drug
browsers in the application will show C Format.

Modifying the Value of a Profile Switch
Use the following procedure to modify the value of an existing profile switch.

1. In the List Maintenance page, select the Profile Switches item from the List
Maintenance Items list. The Attributes list displays the names of the default
profile switches.

| ORACLE [PPSR — i |

From the Attributes list, select the profile switch you want to modify.

Click Modify. The Modify Attribute dialog box appears.

2

3

4. Modify the values, as appropriate.

5. Click OK. The profile switch is updated.

Adding a New Profile Switch

Use the following procedure to add a new profile switch.

1. In the List Maintenance page, select the Profile Switches item from the List
Maintenance Items list. The Attributes list displays the names of the default
profile switches.

2, Click Add. The Add New Attribute dialog box appears.
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e | Argus Insight - Add New Attribute -- Webpage ... _

Add Hew Attribute

i Attribute
[

Value

Description

[ ok || cancel |

3. Enter the profile switch name, key, and, values, as appropriate

4. Click OK. The profile switch is added to the system.

Configuring EU Countries

From the List Maintenance page, you can configure the list of European Union
countries for reporting purposes. The countries can be added and removed as

required.

The following table lists the European Union countries included in the factory data:

EU Country List

Austria Hungary
Belgium Iceland
Bulgaria Ireland
Cyprus Italy

Czech Republic Latvia
Denmark Liechtenstein
Estonia Lithuania
Finland Luxembourg
France Malta
Germany Netherlands
Greece

Norway
Poland
Portugal
Romania

Slovakia (Slovak
Republic)

Slovenia
Spain
Sweden
Switzerland

United Kingdom

Use the following procedure to add new countries to this list

1. In the List Maintenance page, select EU Countries from the List Maintenance
Items list. The Attributes list displays the existing EU country names.
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2. C(lick Add. The Add EU Countries dialog box appears.
3. Select the country from the Countries list in the Add EU Countries dialog box.
4. Click OK. The new country is added to the EU countries list.

e | Argus Insight - Add EU Countries -- Webpage Di... :

Add EU Countries

Countries
| [AFGHANIETAN

ALBANLS,
ALGERLA ]
AMERICAN SAMOA
ANDORRA

ANGOLA

ANGUILLA

ANTARCTICA

ANTIGUA AND BARBUDA
ARGENTINA

ARMENLS,

ARUBA

AUSTRALLA
AZERBALAN

BAHAMAS

BAHRAIN

[ ok || cancel |

(£

Use the following procedure to delete an existing country from the list.

1. In the List Maintenance page, select EU Countries from the List Maintenance
Items list. The Attributes list displays the existing EU country names.

2. Select the country you wish to delete from Attributes list.
3. Click Delete. A delete confirmation dialog box appears.
4. Click OK to confirm the delete operation.

Configuring Workflow Management

From the List Maintenance page, you can map all the site-specific workflow states to
these default groups for the purpose of grouping outputs of certain reports:

s Compliance Metrics - Data Entry Performance - all workflow states that are
considered as Data Entry in Data Entry Performance Over Time Report

s Compliance Metrics - HQ Acceptance - all workflow states that indicate Review
Completion in Data Entry Performance Over Time Report
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»  Manufacturing Metrics - Distribution States - all workflow states that are
considered as Distribution in Manufacturing Monthly Report

s Performance Metrics - External Data Entry - all workflow states that are
considered as Data Entry in External Clinical QC Report

s Performance Metrics - External QC - workflow states that are considered for a
secondary QC check in External Clinical QC Report

s Performance Metrics - HQ Acceptance - all workflow states that indicate QC
Review Completion in External Clinical QC Report

s QC Metrics - HQ Acceptance - all workflow states that indicate QC Review
Completion in Regulatory Submission and Distribution Compliance Report and
Process Performance Report

s Workflow Metrics - Archiving States - all workflow states that are considered as
Archived/Closed in Argus

s Workflow Metrics - Data Entry Complete - all workflow states that indicate
completion of data entry in Argus

= Workflow Metrics - Assessment Complete - all workflow states that indicate
completion of event assessment in Argus

= Workflow Metrics - Approval Complete - all workflow states that indicate that the
case is ready for reporting after being locked in Argus

Although these mappings are pre-configured when you install Argus Insight, you can
modify them by adding or removing workflow states from a group as required.
However, you cannot add more groups or delete existing ones.

Use the following procedure to modify a workflow mapping

Step 1: Configure Workflow Management
1. Select Workflow Management from the List Maintenance Items list.

[oracLe ] e ey oy 17 3 o T

T T L T o ne——

2. Select Workflow Metrics - Archiving States from the Attributes list.
3. Click Modify.
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e | Argus Insight -- Webpage Dialog

Workflow Metrics - Archiving States

iClozed

Data Entry

Data Entry State

Deleted

Distribution

Germany Data Bookin
Germany Data Entry
Germany Data Validation
== Germany Expediting Reporting
Germany Medical Review
Japan Data Entry

= Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

Pfizer Medical Review

4

Ok

|| Cancel |

4. Select Germany Expediting Reporting, US-Reporting and Japan Reporting from
the list on the left and click > to add them as Archiving States.

5. Click OK to save the modification and return to the List Maintenance page.

6. Select Workflow Metrics - Data Entry Complete from the Attributes list.

7. Click Modify.

e | Argus Insight -- Webpage Dialog

Workflow Metrics - Data Entry Complete

iClozed

Data Entry

Data Entry State
Deleted

Distribution

Germany Data Bookin

Germany Data Entry
Germany Data Validation

Germany Expediting Reporting

Germany Medical Review

Japan Data Entry
Japan Medical Review
Japan Reperting
Japan Validation
Medical Review

New Case

Pfizer Medical Review

|

Ok

|| Cancel |

8. Select Germany Data Validation, US-Validation, and Japan Validation from the
list on the left and click > to add them as Data Entry Complete.

9. Remove the Closed item from the list on the right by selecting Closed and clicking

<.

10. Click OK to save the modification and return to the List Maintenance page.

Step 2: Configure Workflow Metrics Assessment Complete
1. Select Workflow Metrics - Assessment Complete from the Attributes list in the
List Maintenance page.

2. Click Modify.
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a Argus Insight -- Webpage Dialog

Workflow Metrics - Assessment Complete

iClosed Data Entry ~
Data Entry State =
Deleted

Distribution

Germany Data Bookin
Germany Data Entry
Germany Data Validation

2= Germany Expediting Reporting
Germany Medical Review
Japan Data Entry

= Japan Medical Review

Japan Reperting

Japan Validation

Medical Review

New Case

Pfizer Medical Review

|

[ ok || cancel |

Select Germany Medical Review, US Medical Review, and Japan Medical
Review from the list on the left and click > to add them as Assessment Complete.

Remove the Closed item from the list on the right by selecting Closed and clicking
<.

Click OK to save the modification and return to the List Maintenance page.
Select Workflow Metrics - Approval Complete from the Attributes list.
Click Modify.

e | Argus Insight -- Webpage Dialog

Workflow Metrics - Approval Complete

iClosed Data Entry ~
Data Entry State — ]
Deleted

Distribution

Germany Data Bookin
Germany Data Entry
Germany Data Validation

g2 Germany Expediting Reporting
Germany Medical Review
Japan Data Entry

== Japan Medical Review

Japan Reperting

Japan Validation

Medical Review

New Case

Pfizer Medical Review

|

[ ok || cancel |

10.

Select Germany Medical Review, US Medical Review, and Japan Medical
Review from the list on the left and click > to add them as Approval Complete.

Remove the Closed item from the list on the right by selecting Closed and clicking
<.

Click OK to save the modification and return to the List Maintenance page.

Step 3: Configure Data Entry Performance

1

2.

. Select Compliance Metrics - Data Entry Performance from Attributes in List
Maintenance Items - Workflow Management.

Click Modify.
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e | Argus Insight -- Webpage Dialog

Compliance Metrics - Data Entry Performance

Clozed

Data Entry
Data Entry State
Deleted
Distribution
Germany Data Bookin
Germany Data Entry
Germany Data Validation

Germany Medical Review
= Japan Data Entry

Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

Germany Expediting Reporting

|

[ ok || cancel |

Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

Step 4: Configure HQ Acceptance

1.
2.

6.

Click OK to save the modification and return to the List Maintenance page.

Select Compliance Metrics - HQ Acceptance from Attributes in List Maintenance
Items - Workflow Management.

Click Modify.

e | Argus Insight -- Webpage Dialog

Compliance Metrics - HQ Acceptance

Clozed

Data Entry
Data Entry State
Deleted
Distribution
Germany Data Bookin
Germany Data Entry
Germany Data Validation

Germany Medical Review
= Japan Data Entry

Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

Germany Expediting Reporting

|

[ ok || cancel |

Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

Click OK to save the modification and return to the List Maintenance page.

Step 5: Configure Distribution States
1. Select Manufacturing Metrics - Distribution States from Attributes in List

2.

Maintenance Items - Workflow Management.

Click Modify.
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e | Argus Insight -- Webpage Dialog

Manufacturing Metrics - Distribution States

NOthing Found Closed ~
Data Entry =

Data Entry State

Deleted

Distribution

Germany Data Bookin

Germany Data Entry

ﬂ Germany Data Validation
Germany Expediting Reporting

II

Germany Medical Review
= Japan Data Entry

Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

|

[ ok || cancel |

3. Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

4. Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

5. Click OK to save the modification and return to the List Maintenance page.

Step 6: Configure External Data Entry

1. Select Performance Metrics - External Data Entry from Attributes in List

Maintenance Items - Workflow Management.
2. Click Modify.

e | Argus Insight -- Webpage Dialog

Performance Metrics - External Data En

Clozed

Data Entry

Data Entry State
Deleted
Distribution

Germany Data Bookin
== ]

Germany Data Entry

ﬂ Germany Data Validation

Germany Expediting Reporting
Germany Medical Review

Japan Data Entry

Japan Medical Review

Japan Reperting

Japan Validation

Medical Review

New Case

|

[ ok || cancel |

3. Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

4. Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

5. Click OK to save the modification and return to the List Maintenance page.

Step 7: Configure External QC

1. Select Performance Metrics - External QC from Attributes in List Maintenance

Items - Workflow Management.

2. Click Modify.
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e | Argus Insight -- Webpage Dialog,

Performance Metrics - External QC

iNBthing FOUND o Closed

Data Entry
Data Entry State
Deleted
Distribution
Germany Data Bookin
Germany Data Entry

ﬂ Germany Data Validation
Germany Expediting Reporting

II

Germany Medical Review
= Japan Data Entry

Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

|«

[ ok || cancel |

3. Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

4. Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

5. Click OK to save the modification and return to the List Maintenance page.

Step 8: Configure Performance Metrics HQ Acceptance

1. Select Performance Metrics - HQ Acceptance from Attributes in List Maintenance

Items - Workflow Management.

2. Click Modify.

e | Argus Insight -- Webpage Dialog

Performance Metrics - HQ Acceptance

Clozed

Data Entry

Data Entry State
Deleted

Distribution

Germany Data Bookin
Germany Data Entry

ﬂ Germany Data Validation
Germany Expediting Reporting

II

Germany Medical Review
= Japan Data Entry

Japan Medical Review
Japan Reperting

Japan Validation

Medical Review

New Case

|

[ ok || cancel |

3. Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

4. Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

5. Click OK to save the modification and return to the List Maintenance page.

Step 9: Configure QC Metrics HQ Acceptance

1. Select QC Metrics - HQ Acceptance from Attributes in List Maintenance Items -

Workflow Management.

2. Click Modify.
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e | Argus Insight -- Webpage Dialog

QC Metrics - HQ Acceptance

fHiothing Found T Closed A
Data Entry =

Data Entry State

Deleted

Distribution

Germany Data Bookin
Germany Data Entry

Germany Data Validation

Germany Expediting Reporting
Germany Medical Review

Japan Data Entry

Japan Medical Review

Japan Reperting

Japan Validation

Medical Review

New Case

|

[ ok || cancel |

3. Make the required selections by selecting the required entities from the list on the
left and click > to move them individually or click >> to move all of them together.

4. Alternatively, click the entities to be de-selected from the list on the right and click
< to move them individually or click << to move all of them together.

5. Click OK to save the modification and return to the List Maintenance page.

Configuring Categories

Various Argus Insight objects, such as queries, Case Series, and Standard Reports, can
be grouped in five default categories: Compliance, Configuration, General,
Management, and Pharmacovigilance. This topic explains how to add, modify, and
delete categories.

Use the following procedure to add a new category.

1. Inthe List Maintenance tab, select the Categories item from the List Maintenance
Items list. The Attributes list displays the existing categories.
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2. ClickAdd. The Add New Category dialog box appears.
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e | Argus Insight - Add New Category -- Webpage ... :

Add New Category

'i Category
4] |

[ ok || cancel

3. Enter the category name.
4. Click OK. The new category is added to Argus Insight.

5. To change the name of an existing category, select the category from the Attributes
list and click Modify. In the Modify Category dialog box that appears, change the
category name and click OK.

6. To delete an existing category, select the category from the Attributes list and click
Delete. In the delete confirmation dialog box that appears, click OK.

Configuring Duration Value Bands

In Argus Insight, the time values (entered in Argus Safety) in the Product Tab > Drug
Duration of Administration, Events Tab > Time to Onset from First Dose, and
Events Tab > Time to Onset from Last Dose fields can be mapped to specific ranges
called Duration Value Bands. This enables you to specify querying criteria based on
ranges instead of specific values for the above fields.

The Duration Values Bands item in the List Maintenance page lets you configure the
duration value bands in the hour, day, week, month, and year categories. In each
category, you can specify multiple ranges by entering maximum and minimum value
for each range item. Any value that falls within a configured range will map to that
range.

Use the following procedure to configure duration value bands.

1. In the List Maintenance tab page, select the Duration Values Bands item from the
List Maintenance Items list. The Attributes list displays the existing
categories.These are default categories and cannot be modified.
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2. Select a category.
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3. Click Modify. The Duration Value Bands Configuration dialog box appears. The
factory-configured ranges are displayed. The Labelcolumn represents the name of
the range. The Lower Range (>=) and Higher Range (<) columns contain the
minimum and maximum values, respectively.

e | Argus Insight - Duration Value Bands Configuration -- Webpage ... Pz|

Duration Value Bands Configuration - Weeks

Band Label Lower Range (>=) Higher Range (<)
Weeks |<1 1
Tto<2 2 Je:l|
o< Il IE | &
o= Il [+ | &
l4to s Il I8 | &
sto<e Il e | &
Bt Il | | &
[Tto<e Il e | &
= Il Il | &l
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4. Modify the values, as appropriate. In the Duration Value Bands Configuration
dialog box, you can delete an existing range by clicking the Deleteicon or you can
modify a range by editing the values in the Lower Range (>=) and Higher Range
(<) columns. Note that the lowest band cannot be deleted. Additionally, the
highest value band includes values that are greater than the highest range value
that you specify. To add a range, enter a higher range compared to the previous
highest range in Higher Range (<)and press TAB. This add a new row.

5. If you delete an intermediate range, the highest value of the deleted range is
automatically converted to the lowest value in the next range. However, the range
labels do not change.

6. Click OK to save the changes.

Configuring Derivation Functions

Argus Insight lets you create a new List Maintenance item and derive specific cases to
this item based on case attributes. These attributes are supplied to the system as an
SQL.

For example, you can create a new List Maintenance item called ReportType 1 and
derive to this item, all the cases that have the Report Type attribute as Spontaneous,
Literature, and Compassionate Use. As a result, the Report Type 1 List Maintenance
item appears as an option in the query tool interface corresponding to the Report Type
attribute. When you select the Report Type 1 from the Report Type list and execute
your query, the system returns only those cases that have the report type attribute as
Spontaneous, Literature, and Compassionate Use.

You may also create a further specialized List Maintenance item called Report Type 1
US and derive to this item, all the cases that have the Report Type attribute as
Spontaneous, Literature, and Compassionate Use and the Country of Incidence
attribute as United Sates.
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Note: Insome configuration situations two different List
Maintenance items need to be created containing similar attributes (in
the SQL criteria). In this case, you can assign a priority level to
individual List Maintenance items. The priority level determines
which LM item SQL is executed first.

Use the following procedure to configure derivation functions.

1. In the List Maintenance tab page, select the Derivation Functions item from the
List Maintenance Items list. The Attributes list displays the existing
categories.This is a default category and cannot be modified.
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2. Select the category All derivations.

3. Click Modify. Use the icons (described below) to add/delete/rearrange rows in
the Derivation Fields window.

/3 Derivation Fields -- Webpage Dialog,

Argus Field LM Table Suppress Value Priority saL

5 [0 ANALYSIS 3 | [_ProDUCT ABUSE | 0 | | Il | D

[CEVENTS »
2| [ GEMERAL v

@ Age Group
e rrooeT: v
@

[ ok || cancel |

Refer to the brief descriptions for the explanation of the fields as displayed in the
Derivation Fields window.

Argus Field The Argus Field Mapping derivation rules are applicable as shown below:
= ANALYSIS > BfArM Information > Causality
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= ANALYSIS > Case Assessment > Listedness Determination
= ANALYSIS > Case Assessment > Case Outcome

= EVENTS > Event Information > Lack of Efficacy

= GENERAL > General Information > Report Type

= GENERAL > General Information > Pregnancy

= PATIENT > Patient Information > Age Group

s PATIENT > Patient Information > Patient weight BMI desc
= PRODUCTS > Product Drug > Derived Overdose

= PRODUCTS > Product Drug > Derived Drug Interaction

= PRODUCTS > Product Drug > Last daily dose

Note: If there are no cases present in the active series of Argus, an
error message appears indicating the same. Age Group, Causality,
Last daily dose and Report Type are comma separated Derivation
rules.

LM Table This field is the table name of the selected Argus field i.e automatically
populated.

Suppress This functionality is available only if the selected field has a list maintenance
table. When this field is not enabled, the value of the derivation field is saved along
with a new value in the corresponding LM (List Maintenance) table.

When this field is enabled, the old value of the derivation field is replaced with a new
value in the corresponding LM (List Maintenance) table.

If Suppress is checked while creating the derivation rule, LM tables will have only
those values which are present in the corresponding case tables. For example, if
derivation rule is created for Gender field with Suppress checkbox checked and case
data has Gender values as Male, Female and value satisfying
'Unknown/<Unspecified>'derivation rule, DM_LM_GENDER table will be
populated with Male, Female and Unknown/<Unspecified> values only.

2 Derivation Fields -- Webpage Dialog

Argus Field LM Table Suppress  Value Priority  SQL
B 0 ANALYSIS N | [tw_ProDUCT_ABUSE ] | [ ][ I | I:‘
[CJEVENTS 3
S| [ cENERAL
@ Age Group
L TIPRODOCT! ¥
®
[+

oK || Cancel
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Note: This is applicable only if the condition specified in the SQL
text box covers all the cases having the selected LM field

Value This is a textbox which captures the value for the new derivation field.

Note: For the following rules the system expects the user to enter the
rule's new value as a comma separated value.

Verify that the values for these rules are entered as mentioned below.
Unexpected results and /or ETL error might result if the values are not
entered as specified.

a. Age Group rule: VALUE,GROUP_LOW,GROUP_HIGH

Parameter Parameter Description
VALUE New value for the rule
GROUP_LOW Lower value of the Group
GROUP_HIGH Higher value of the Group

Example: NewAgeGroup,25,50

If you do not want to specify the High Value then the comma is mandatory in the end.
For example, Unknown,70

b. Causality: VALUE,REPORTABILITY

Parameter Parameter Description
VALUE New value for the rule
REPORTABILITY Lower value of the Group

Example: NewCausality,1
c. Last Daily Dose: VALUE, DAILY_DOSE_SORTING_ORDER

Parameter Parameter Description
VALUE New value for the rule
DAILY_DOSE_SORTING_ORDER 1 or 2 or 3 and so on to define the sorting
order if there are more than 1 rule for Last
Daily Dose field
Examples:

Example:1 > 0Otol,1
Example:2 > 2t03,2
Example:3 > 5t08,3
d. Report Type: VALUE, INC_LIT, INC_TRIAL,ABRV

Parameter Parameter Description
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VALUE New value for the rule

INC_LIT 1 if Literature Report Type else 0
INC_TRIAL 1 if Clinical Trial Report Type else 0

ABRV A 3 letter abbreviation for the Report Type

Example: NewReportType,0,1, NRT
Priority
This field captures the priority for a list of derivation rules applied to a single LM field.

The value should be which is a value from 1 to 255.

SQL In this textbox we specify the SQL statement to capture the cases for which the
derivation rule is applicable.

Note: The SQL statement should follow the correct syntax.

The UI does not validate the length of the new values against the
database.

Verify that new values getting inserted into the MART do no exceed
the limit defined in the database.

The SQL query configured against a rule should only have the primary key column
name(s) of the field in the SELECT clause. It should also not contain the table name.

Example:

»  select case_id from rpt_case where ..... (CORRECT)

»  select rpt_case.case_id from rpt_case where .... (INCORRECT)

Verify that there is only one space after the select clause in the SQL query.
Example:

= select case_id, seq_num from rpt_product where ..... (CORRECT)

= select case_id, seq_num from rpt_product where .... INCORRECT)

Verify that no oracle keyword (such as distinct) is used after the select clause in the
SQL query.
Example:

= select case_id, seq_num from rpt_product where ..... (CORRECT)
= select distinct case_id, seq_num from rpt_product where.. INCORRECT)

Configuring Case Series Modification Justification

Argus Insight lets you configure justification messages (which can be used by Argus
Insight users) to justify any modifications to a case. This topic explains how to
configure the text for justifying changes made to a case series, using the Case Series
Modification Justification feature.

The Case Series Modification justification feature helps you to capture the reason for
modifying a Case Series. This message must be captured for maintaining the case
series history.
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Note: To modify a case, the user must select a relevant justification
(text) from the Justification drop-down list box.

The Case Series Modification Justification item in the List Maintenance page lets
you configure the messages that appear in the Justification list box. Use the following
procedure to configure the messages

1. In the List Maintenance tab page, select the Case Series Modification
Justification item from the List Maintenance Items list. The Attributes list
displays the existing configured justification text, if any.

Dricrstn fencroson

2. Click Add. The following dialog box appears.

e | Argus Insight - Add New Case Series Modificati... E'

Add Hew Case Series Modification Justification

'i Case Series Modification Justification

[ ok || cancel |

3. Enter the required justification text in the dialog box.

4. Click OK. The text is saved to the system as a justification for modifying a case
series.

Configuring Case Series Un-freezing Justification

Argus Insight lets you configure un-freezing messages (which can be used by Argus
Insight users) to justify any un-freezing to a case. This topic explains how to configure
the text for justifying unfreezing a case series, using the Case Series Un-freezing
Justification feature.

The Case Series Un-freezing Justification feature helps you to capture the reason for
unrfeezing a Case Series. This message must be captured for maintaining the case
series history.
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Note: When unfreezing a case, the user must select a relevant
justification (text) from the Justification drop-down list box.

The Case Series Un-freezing Justification item in the List Maintenance page lets you

configure the messages that appear in the Un-freezing list box. Use the following
procedure to configure the messages.

1. In the List Maintenance tab page, select the Case Series Un-freezing Justification
item from the List Maintenance Items list. The Attributes list displays the existing
configured justification text, if any.
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2. Click Add. The following dialog box appears.

e | Argus Insight - Add New Case Series Un-freezi... E'

Add New Case Series Un-freezing Justification

'i Case Series Un-freezing Justification

| O || Cancel |

3. Enter the required justification text in the dialog box.

4. Click OK. The text is saved to the system as a justification for un-freezing a case
series.

Configuring Cube-on-the-Fly Case Limit

Argus Insight lets you configure custom cubes to work with a certain maximum
number of cases for cubes on the fly. The Cubes-on-the-Fly Case Limit feature helps
you to limit the case series to a certain number of cases.

The Cube-on-the-Fly Case Limit item in the List Maintenance page lets the system
administrator configure the attribute values for cubes. Use the following procedure to

configure attribute values (to limit the maximum number of cases in a case series on
which a demand cube can be built).
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1. In the List Maintenance tab page, select the Cube-on-the-Fly Case Limit item
from the List Maintenance Items list. The Attributes list displays the associated
values for the case series.
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Note: Six (6)different standard cube names are displayed in the
attributes list.

2. Click Modify.

3. Enter the value for the attribute in the dialog box. This value is the maximum
number of cases, within a case series, which can be used to build a demand cube.

4. Click OK. The value is saved to the system.

Configuring Holiday Schedule Management
Use the following procedure to configure or manage a Holiday Schedule.

1. Select Holiday Schedule Management from the List Maintenance Items list.
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2. Select from Company or US Federal from the Attributes list.
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3. Click Modify.

e | Modify Attribute -- Webpage Dialog

Attribute
HOLIDAY SCHEDULE MANAGEMENT
| |
Holiday Year | (seject vear) | [ search |
List
Date R D ipti | Remove |
[ ok || cancel |

4. Make the required holiday selections and click OK to return to List Maintenance.

Configuring PDMECs

A PDMEC is the abbreviated form for a Product Designated Medical Event
Configuration. Use the following procedure to configure or manage a PDMEC:

1. Select Product Designated Medical Event Configuration from the List Maintenance

Items list.
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2. Select All Configurations from the Attributes list.
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3. Click Modify.

e | Argus Insight - Product Designated Medical Event Configuration -- Webpage Dialog

Modify Attribute
Attribute
Product Designated Medical Event Configuration
Product Select Remove: Event Select Remove
Algoheal [Injection] PT - Anomalous atrioventricular excitation
PT - Atrial flutter
Map Between
Add Mapping To List

List

Product Event Remove Mapping From List

Cure All [Capsule, 250 mg] PT - Hyperkinesia neonatal Wodify Mapping in List

Print Mapping List
[ ok ][ canca |

4. Make the required selections and click OK to return to List Maintenance

Configuring Measurable Suppliers
Use the following procedure to configure or manage Measurable Suppliers.

1. Select All Configurations under Attributes from List Maintenance Items -
Measurable Suppliers.
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2. Click Modify.
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e | Argus Insight - Measurable Suppliers - Webpage Dialog

Modify Attribute
Attribute
r MEASURABLE SUPPLIERS
Suppliers Available User Sites
Not specified Site 10 -
SUP 1 Site 11 |
ste 2
SUR4 Map Between | Site 4 3
SURS Site 5 o
supe
L]
Add Mapping To List
Performance Report Inclusion List
Supplier Site Remove Mapping From List
Sup2 e 2 Modify Mapping In List
Print Mapping List
[ ok ][ canca |

3. Make the required selections and click OK to return to List Maintenance.

4. Click the Logout button in the upper-left corner of the page to exit Argus Insight.

Configuring Report Pre-Filter Population
Use the following procedure to configure or manage Report Pre-Filter Population.

1. Select Set Report Pre-Filter Population under Attributes from List Maintenance
Items - Profile Switches.
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2. Click Modify.
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e | Argus Insight - Modify Attribute -- Webpage Di... rz|

Attribute
i SET REPORT PRE-FILTER POPULATION

Key

SET_REPORT_PRE-FILTER_POPULATION
Description
0 - Limit Prompt Values to Active Case Series checkbox
on the pre-fiter page will be unchecked, 1- Limit Prompt
Values to Active Case Series checkbox on the pre-fiter
page will be checked.

oK || cancel

Note: When the profile switch is set to 0, the Limit Prompt Values to
Active Case Series checkbox on the pre-filter page is unchecked.

When the profile switch is set to 1, the Limit Prompt Values to Active
Case Series checkbox is checked. The default value is 1.

3. Make the required selections and click OK to return to List Maintenance.

4. Click the Logout button in the upper-left corner of the page to exit Argus Insight.

Configuring User Groups and Accounts

The Argus Insight installation program automatically creates the Administrators
group that contains a user account for the system administrator. The default user name
and password for the system administrator is administrator and password,
respectively. More accounts can be added to this group.

To create non-administration user accounts, you first need to create additional groups
and configure the access rights. Next, you can create the various user accounts and
assign them to one or more groups you created.

Additionally, all the existing Argus Safety user names and their passwords are
replicated in Argus Insight.

The following sections explain how to create and manage user groups and accounts.

Creating New Groups and Accounts
Use the following procedure to create new groups and accounts.

1. Create groups.

2. Select the Security tab in the Administration Tools page. The Security page
appears.
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3. Click Add in the Groups section. The Group Administration dialog box opens.

Group Administration

L. Groupinto, | AccessRights |

Group Hame

Available Users Group Members
e ]
administrator =
Administrator 1 Add All
Administrator 2

Avanish Kumar
avanizh kumar
Avanish Kumar123

Blinded Test User
Blinded User 1
Blinded User 111
Blinded User 2
Blinded User 222
Blinded User 3
Blinded User 4
Blinded User 5
Blinded User 55
Blinded User 555
Blinded User &
Blinded User 656
Blinded User 7 =
Blinded User 777

Blinded User 8

Blinded User 88

JP Administrator 1
JP Administrator 2 | Remove Al

[ ok || cancel |

4. Enter a group name in the Group Name text box.

Note: When you first log in to Argus Insight, the Available Users list
in the Group Administration dialog box only displays the
administrator user name. After you have created additional user
accounts, the Available Users list will show all the existing user
names.

While creating a new group, you can directly add existing user names
to the group by selecting a user name from the Available Users list
and clicking Add in the Group Administration dialog box.
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5.

Group Administration

Select the Access Rights tab in the Group Administration dialog box. The Access

Rights tab opens.

Group Info Access ngllh i

Security Elements

] ase

Library (menu}

New (menu & Button)
Modify (Button)
Delete (Button)

Save (Button)

Azsociate (Button)

(] ] B ] i

Dizas=zociate (Button)

[] Fiters
[] Library (menu)
[ Mew Value Set(menu & Button)
[ Fiter

New (Button}

Modify (Button)

Delete (Button)

Save (Button)

Azsociate (Button)

M o) ™ o) @ |9

Dizas=zociate (Button)
[ walue et
[ Modify (Button)
[] Delete (Button)
[ save (Button)
[] Advanced Conditions
[] Library (menu)
New (menu & Button)
Save (Button)

Delete (Button)

il
Ll
[ Modify (Button)
Ll
[l

View SOL (Button)

>

|€

QK Cancel

Check the items in the Security Elements list to enable access to those elements, as

appropriate.

Click OK. The list in the Groups section displays the group you created.

Click Add in the Users section. The User Administration dialog box opens.
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User Administration

User Full Hame [ Enabled
| | Furc:e password change at next
login.
User Name [ use LDAP Authentication
| | D Use Argus Data Security
Reset Fassword l:l Sync Blinded Protection from Argus Safety
[ Protect from unblinded information.
Groups Member Groups

administrators Add Blinded

Global Admin

UnBiinded okl £

Remove All
[ ok ][ cancel |

9.

10

11.

12,

Enter the user name and user ID in the User Full Name and User Name text
boxes, respectively.

Note: Argus Insight assigns the default password as password for
the new users you create.

The checked Force Password Change at next login checkbox indicates
that the user would need to change the password at the first login. If
you require the new password to be alphanumeric, set the
ALPHANUMERIC PASSWORD profile switch to 1.

The checked Enabled checkbox indicates that the user account is
enabled. If you clear this checkbox, the user will not be able to log in
to Argus Insight.

. Check the Use Argus Data Security checkbox if you want to implement the Argus'
product, site, and study security policies for the user account.

By default, the Sync Blinded Protection from Argus Safety checkbox is checked.
For users who exist in Argus Insight only (no access to Argus Safety), this
checkbox is unchecked and disabled. If this checkbox is checked, it means that
Single Sign On is used to sync blinded protection from Argus Safety for that user.

By default, the Protect from unblinded information checkbox is disabled. If the
Sync Blinded Protection from Argus Safety checkbox is unchecked, the Protect
from unblinded information checkbox is enabled. Also, for users who exist in
Argus Insight only (no access to Argus Safety), the Protect from unblinded
information checkbox is again enabled and unchecked.

Note: For Argus versions other than Argus Safety 6.0, the status of
"Protect from unblinded information" checkbox of an Argus user can
be updated only by running the next incremental ETL in real time
through Single Sign On in Argus Insight.
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13. From the Available Groups list, select a group with which you want to associate
the user account.

14. Click Add. The selected group name appears in the Member Groups list
indicating that the account has been associated.

15. Repeat steps 4 and 5 to associate the user account with other existing groups.

16. Click OK. The list in the Users section displays the details of the user account you
created.

Copying Groups and Accounts

Once you have created a user group or account, you can use the Copy functionality to
save the existing user group or account by another name while retaining all the access
rights, group associations, and user associations. This is useful when you are creating
multiple groups or user accounts with similar access rights and associations.

Use the following procedure to create a new group or account by copying information
from an existing group or account.

1. In the Security page, select a user name or a group name you wish to copy.

2. Click Copy in the Users or Groups section, as appropriate. The User
Administration or Group Administration dialog box appears.

3. Enter a group name in the Group Name text box or the user name and user ID in
the User Name and User ID text boxes, as appropriate.

4. Click OK. Settings from the copied group/account are carried over to the new
group/account.

Modifying Existing Groups and Accounts
Use the following procedure to modify a group or user account details.

1. In the Security page, select a user name or a group name you wish to modify.

2. Click Modify in the Users or Groups section, as appropriate. The User
Administration or Group Administration dialog box appears.

3. Modify the settings, as appropriate.

4. To reset the existing password of the user to the default password (password),
click the Reset button.

5. Click OK to save the modifications to the selected group or account. The
modifications are saved.

Deleting Existing Groups and Accounts
Use the following procedure to delete a group or account.

1. In the Security page, select a user name or a group name you wish to delete.

2. Click Delete in the User or Group section, as appropriate. A delete confirmation
dialog box appears.

Note: When you delete a user, all the queries and Case Series that the
user saved in Argus Insight are also deleted.

3. Click OK to delete the selected account or group.The selected account or group is
deleted.
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Scheduling the ETL

ETL stands for extract, transform and load processes that enable you to move data
from your drug safety database, reformat it, and load it into another database
(datamart) for querying, drill-down analysis, and report generation.

When Argus Insight is installed, the Initial ETL process is run to populate the datamart
for the first time. Subsequently, you need to run incremental ETL processes at specific
intervals to update the datamart with the latest data from your drug safety database.

Note: Incremental ETL should not be run for more than 30,000 cases.
If the number of cases exceeds 30000, run the Initial ETL again. The
Argus Insight Installation Guide explains how to run the initial ETL.

The ETL Scheduler tab page lets you schedule the incremental ETL process to run
automatically and update the datamart.
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Use the following procedure to schedule the ETL.

1. Inthe ETL Scheduler tab page, check the checkboxes corresponding to the days of
week when you wish to run the ETL.

2. In the Select Start Time text box, enter the time (HH:MM:SS) when you want to
start the ETL on the days you selected. The time should be entered in the 24-hour
format.

3. Click Save to save your settings.

You can also run the ETL immedjiately by clicking Run ETL Now. Running the ETL
immediately does not affect the scheduled ETL.

During the execution of the ETL, a Progress Meter displays the progress of the ETL on
your screen.
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If an error occurs during the ETL execution, ETL is stopped and the error message is
displayed on your screen.

After the ETL execution is over, the system generates ETL reports. The ETL report
details follow these guidelines:

s ETL initial execution can be reviewed in the balancing log. These files can be
viewed in the database installation folder.

s ETL incremental execution log is generated for:
= Argus to Staging

= Staging to Mart (with the List maintenance tables and configuration tables, also
case by case log is generated).

s The last incremental execution can be reviewed in Case Series Reports > Standard
Reports > Configuration

= ETL log Argus to Staging
= ETL log staging to mart

= Earlier history of all ETL executions can be reviewed in the ETL log summary
report

Configuring Dashboard Indicators

Argus Insight has three Dashboard Indicator reports: Executives, Reporting, and Data
Entry. Based on a user's profile, you can assign a specific Dashboard Indicator report to
a user by using the options in the Dashboard Indicator Options page. Only one report
can be assigned to a user.

| e

Each Dashboard Indicator report consists of a number of sub-reports. In turn, each
sub-report has a set of filter elements associated to it. You need to set the filter elements
for only those sub-reports that you wish to display in the Dashboard Indicator report
output.

The selection of a particular Dashboard Indicator report and the sub-reports that
appear in it is based on the profile and the reporting requirement of the user who
would view these reports.

The following table lists the sub-reports for each Dashboard Indicator report and the
filter elements associated with each sub-report.
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Sub-Report Filter Element
Dashboard
Indicator Report Name Description Name Description
Executives Executives Profile This report provides  Site List of all sites as
a tabulation of case configured in Argus
count for each site. You can select
The total count of specific sites or select
serious cases for all All
sites is also listed.
Top 5 Products This report is a listing  Sites List of all sites as
of the top 5 products configured in Argus
having the largest You can select
total case count specific sites or select
sorted in descending All
order. The serious . .
case count for each Date Range List of pre-configured
product is also listed. date ranges
Select a date range
from this list
From Date field for
specifying the start
date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
Cases in This report is a Workflow List of all Argus
Workflow graphical summary  States workflow states You
of the initial, follow can select specific
up, and total case states or select All
count in each
workflow state.
Late Reports This report is a Regulatory List of all regulatory
detailed listing of all ~ Authorities authorities as

cases for which
reports are past the
due date. Days past
the due date are
provided for each
destination.

configured in Argus
You can select
specific entities or
select All
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Sub-Report Filter Element
Dashboard
Indicator Report Name Description Name Description
Reporting This report provides Date Range List of pre-configured
Compliance a graphical overview date ranges
of rep orting Select a date range
compliance count from this list
broken down by days
remaining to due From Date field for
date and days past specifying the start
due date. date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
Regulatory List of all regulatory
Authorities authorities as
configured in Argus
You can select
specific entities or
select All
Receipt Latency ~ This report provides ~ Sites List of all sites as
a graphical overview configured in Argus
of receipt latency You can select
(from initial receipt specific sites or select
date to central All
received date) by . .
country of origin. Date Range List of pre-configured
date ranges
Select a date range
from this list
From Date field for
specifying the start
date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
Reporting Reporting Profile This reportis a Groups List of all reporting

summary of
scheduled report and
past due report count
for all the reporting
groups.

groups as configured
in Argus You can
select specific groups
or select All
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Sub-Report Filter Element
Dashboard
Indicator Report Name Description Name Description
Reporting This report provides  Regulatory List of all regulatory
Compliance a graphical overview Authorities authorities as
(Count) of reporting configured in Argus
compliance count for You can select
each reporting specific entities or
destination. The select All
counts are broken . )
down by days Date Range List of pre-configured
remaining to due date ranges
date and days past Select a date range
due date. from this list
From Date field for
specifying the start
date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
Reporting This report provides Regulatory List of all regulatory
Compliance a graphical overview Authorities authorities as
(Percentage) of reporting configured in Argus
compliance You can select
percentage broken specific entities or
down by days select All
remaining to due . .
date and days past Date Range List of pre-configured
due date. date ranges
Select a date range
from this list of
values
From Date field for
specifying the start
date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
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Sub-Report Filter Element
Dashboard
Indicator Report Name Description Name Description
Outstanding For the selected Regulatory List of all regulatory
Submissions by reporting groups, this Authorities authorities as
Responsible sub-report shows the configured in Argus
Group outstanding report You can select
(Summary) count by reporting specific entities or
destinations. Against select All
each destination, the . )
outstanding report Date Range List of pre-configured
count is further date ranges
broken up in these Select a date range
groups: from this list of
Due in greater then values
seven days From Date field for
Due in 3-7 Days specifying the start
Due in 0-2 d date for a custom
uen ays date range
Past the due date To Date field for
specifying the end
date for a custom
date range
Outstanding This report provides  Regulatory List of all regulatory
Submissions by  a detailed listing of =~ Authorities authorities as
Responsible cases for which configured in Argus
Group (Listing)  report submissions You can select

are coming up.

The listing is grouped
by the responsible
group. Within each
group, the listing is
sorted in ascending
order of days
remaining for
submission.

specific entities or
select All
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Sub-Report Filter Element
Dashboard
Indicator Report Name Description Name Description
Data Entry Data Entry Profile This report provides Site List of all sites as
a tabulation of case configured in Argus
count for each site. You can select
The total count of specific sites or select
serious cases for all All
sites is also listed.
Receipt Latency ~ This report provides ~ Sites List of all sites as
a graphical overview configured in Argus
of receipt latency You can select
(from initial receipt specific sites or select
date to central All
received date) by . .
country of origin. Date Range List of pre-configured
date ranges
Select a date range
from this list of
values
From Date field for
specifying the start
date for a custom
date range
To Date field for
specifying the end
date for a custom
date range
Cases in This report is a Workflow List of all Argus
Workflow graphical summary  States workflow states You
of the initial, follow can select specific
up, and total case states or select All
count in each
workflow state.
Case Load This report provides =~ Workflow List of all Argus
a tabulation of cases  States workflow states You
received, cases in can select specific
processing, and states or select All
pending case counts
for each workflow
state.
Case Workload  This report provides ~ Sites List of all sites as
by Site and a tabulation of configured in Argus
Country serious, non-serious, You can select
and total case counts specific sites or select
grouped by site. For All
each site, the counts
are displayed for
each country.
Note: The date range in reports is based on the ETL execution date.

For example, if you select Yesterday for the Date Range filter element,
the date populated for "Yesterday" will be the day before the ETL was

last run.

Use the following procedure to configure a Dashboard Indicator report for a user.
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1. In the Dashboard Indicator Options page, use the list box in the For User section
to select the user for who you wish to configure the Dashboard Indicator Report. If
no report is configured for this user, the following dialog box appears. Click OK in
this dialog box and proceed.

e | Argus Insight - Dashboard -- Webpage Dialog

Dashboard

@ No dashboard has been configured.

2. Depending on the profile and reporting requirement for the selected user, select a
type of Dashboard Indicator Report from the list in the Dashboard Report
section.Depending on the type of Dashboard Indicator report you selected, the
Dashboard Indicator Options page displays the filter elements for the associated
sub-reports.
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3. Set the filter elements for the sub-reports you wish to display in the Dashboard
Indicator report. See the table above for descriptions of sub-reports and filter
elements.

4. Click OK to save the settings.

Viewing the Audit Log

From the Audit Log page, you can view the configuration activities performed by an
Argus Insight user during a particular period.

Use the following procedure to view the Audit Log.

1. In the Administration Tools page, click the Audit Log tab.The Audit Log page
appears.
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ORACLE" ‘AR(‘.US INSIGHT™ johns, Monday July 12, 2010 (AIS15T360)
ome | _creuetwen | _ownneun | s senea nenom | oo DD
Administration Tools
Administration Tools
Personal Options. List Maintenance ‘Security ETL Scheduler Dashbeard Indicator Options
Audit Log
Category [an v | User Ful Hame [ A1 v
Date Range From [ 12-JUN-2010 | To  [12-1uL2010 ]
Print
2. Select the activity category from the Category list box.
3. Select the user name from the User list box.
4. Enter a date range in the Date Range From and To text boxes.
5. Click Search. The Audit Log page displays the list of activities according to the

criteria you specified. You can print the list of activities by clicking Print at the
bottom of the page.
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6. Click the Audit Log Details icon for an activity. A dialog box displays the activity
details.You can print the activity details by clicking Print in the dialog box.

2 | Argus Insight - Audit Log Details -- Webpage Dialog

Audit Log Details

Table Name Figld Name 0Ol Value New Value User FullMame  Date / Time (GMT)
CMN_PROFILE ~ KEY :il:‘_ECO L_FOR_SUPFLIER_ administrator 02-JUL-10 23:03:26
CMN_PROFILE ~ VALUE UD_MUMBER_2 administrator 02-JUL-10 23:03:26
User Defined Number c User Defined Number c
olumn of Argus table olumn of Argus table . e
CMN_PROFILE ~ DESCRIPTION CASE_MASTER used for CASE_MASTER used for administrator 02-JUL-10 23:03:26
SUPPLIER NAME value SUPPLIER NAME value

Print

Note: The Argus Insight application logs all failure activities such as
execution of Reports, Cubes, QBE, Filters, Advanced Conditions and
Scheduler etc. at the following location <Power Reports
Folder>\Power Reports\Bin\Log.
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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.

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.
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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
Query

A request for information from the database based on specific conditions.

R
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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]

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.
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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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