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Preface

The Oracle Argus Insight Extensibility Guide describes the steps to extend Argus Insight
8.0 for the Advanced Conditions, Code Lists, ETL, and Reporting.

This preface includes the following topics:

= Documentation Accessibility

»  Finding Information and Patches on My Oracle Support
= Finding Oracle Documentation

s Conventions

Documentation Accessibility

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

Access to Oracle Support

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

Finding Information and Patches on My Oracle Support

Your source for the latest information about Argus Insight is Oracle Support's
self-service website My Oracle Support.

Before you install and use Argus Insight, always visit the My Oracle Support website
for the latest information, including alerts, White Papers, and bulletins.

Creating a My Oracle Support Account

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

To register for My Oracle Support:
1. Open a web browser to https://support.oracle.com.

2. Click the Register link to create a My Oracle Support account. The registration
page opens.

vii
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3. Follow the instructions on the registration page.

Signing In to My Oracle Support
To sign in to My Oracle Support:

1. Open a web browser to https://support.oracle.com.
2. Click Sign In.

3. Enter your user name and password.
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Click Go to open the My Oracle Support home page.

Finding Information on My Oracle Support
There are many ways to find information on My Oracle Support.

Searching by Article ID

The fastest way to search for information, including alerts, White Papers, and bulletins
is by the article ID number, if you know it.

To search by article ID:

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

2. Locate the Search box in the upper right corner of the My Oracle Support page.

3. (Click the sources icon to the left of the search box, and then select Article ID from
the list.

4. Enter the article ID number in the text box.

5. Click the magnifying glass icon to the right of the search box (or press the Enter
key) to execute your search.

The Knowledge page displays the results of your search. If the article is found,
click the link to view the abstract, text, attachments, and related products.

Searching by Product and Topic

You can use the following My Oracle Support tools to browse and search the
knowledge base:

= Product Focus — On the Knowledge page under Select Product, type part of the
product name and the system immediately filters the product list by the letters
you have typed. You do not need to type "Oracle". Select the product you want
from the filtered list and then use other search or browse tools to find the
information you need.

= Advanced Search — You can specify one or more search criteria, such as source,
exact phrase, and related product, to find information. This option is available
from the Advanced link on almost all pages.

Finding Patches on My Oracle Support

Be sure to check My Oracle Support for the latest patches, if any, for your product. You
can search for patches by patch ID or number, or by product or family.

To locate and download a patch:
1. Signin to My Oracle Support at https://support.oracle.com.

2. Click the Patches & Updates tab. The Patches & Updates page opens and displays
the Patch Search region. You have the following options:


https://support.oracle.com
https://support.oracle.com
https://support.oracle.com

s In the Patch ID or Number field, enter the number of the patch you want.
(This number is the same as the primary bug number fixed by the patch.) This
option is useful if you already know the patch number.

» To find a patch by product name, release, and platform, click the Product or
Family link to enter one or more search criteria.

3. (Click Search to execute your query. The Patch Search Results page opens.

4. Click the patch ID number. The system displays details about the patch. In
addition, you can view the Read Me file before downloading the patch.

5. Click Download. Follow the instructions on the screen to download, save, and
install the patch files.

Finding Oracle Documentation

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

Finding Oracle Health Sciences Documentation

To get user documentation for Oracle Health Sciences applications, go to the Oracle
Health Sciences documentation page at:

http://www.oracle.com/technetwork/documentation/hsgbu-154445.html

Note: Always check the Oracle Health Sciences Documentation page
to ensure you have the latest updates to the documentation.

Finding Other Oracle Documentation
To get user documentation for other Oracle products:

1. Go to the following web page:
http://www.oracle.com/technology/documentation/index.html

Alternatively, you can go to http://www.oracle.com, point to the Support tab, and
then click Documentation.

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

3. Click the link for the documentation you need.

Conventions

The following text conventions are used in this document:

Convention Meaning

boldface Boldface type indicates graphical user interface elements associated
with an action, or terms defined in text or the glossary.

italic Italic type indicates book titles, emphasis, or placeholder variables for
which you supply particular values.

monospace Monospace type indicates commands within a paragraph, URLs, code
in examples, text that appears on the screen, or text that you enter.
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Introduction

You can extend Argus Insight 8.0 in the following ways:
»  Advanced Conditions

= Code Lists

= ETL

= Reporting

This flexibility allows you to expand the application's functionality in various areas in
order to meet your specific needs.

This chapter provides a basic overview about the topics that have been covered in this
guide.

Table 1-1 Components of the Extensibility Guide

Chapter Name Description

Introduction This chapter provides a basic overview about the topics that
have been covered in this guide.

Advanced Conditions This chapter provides extensibility information about Advanced

Extensibility Conditions to create and configure new custom fields.

Code List Extensibility This chapter provides extensibility information about using the

Flexible Data Recategorization for code lists.

ETL Extensibility This chapter provides extensibility information about custom
routines to configure procedures through ETL to perform
custom actions.

Reporting Extensibility This chapter provides extensibility information specific to the
Reporting Tools (Business Intelligence Publisher,
BusinessObjects, Cognos, and Oracle Business Intelligence
Enterprise Edition).

Introduction 1-1
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Advanced Conditions Extensibility

You can extend the feature of performing the search using the advanced conditions by
creating queries on new fields defined with custom configurations.

This document covers the steps involved in creating and configuring the new custom
fields for both Insight Mart and Argus Mart. To configure the new fields, you may
need to do some configuration in the following tables:

s CMN_FIELDS - See Section 2.1, "Configuring CMN_FIELDS Table."

s CMN_FIELD_CONFIGURATION - See Section 2.2, "Configuring CMN_FIELD_
CONFIGURATION Table."

s  CMN_COMPLEXFIELD_CONFIGURATION - See Section 2.3, "Configuring
CMN_COMPLEXFIELD_CONFIGURATION Table."

2.1 Configuring CMN_FIELDS Table

You can configure the advance condition extensibility columns for the new field ID in
the database table CMN_FIELDS as given below:

Table 2-1 CMN _FIELDS Column Details

Sample Value for Sample Value for

Column Insight Mart Argus Mart Description

ENTERPRISE_ID 3 3 Defines the current Enterprise ID.
This is a mandatory column.

FIELD_ID 30000000 30000000 Defines the Argus Insight new

field ID that must be unique and
must be in the following range:

s For customers: 30000000 -
39999999

= For partners: 40000000 -
49999999

All other IDs are reserved for
Oracle.

This is a mandatory column.

FIELD_LABEL  Custom Product Custom Product Defined the field label having
Country Country maximum length of 200
characters.

This is a mandatory column.

Advanced Conditions Extensibility 2-1



Configuring CMN_FIELDS Table

Table 2-1 (Cont.) CMN _FIELDS Column Details

Sample Value for Sample Value for
Column Insight Mart Argus Mart Description

TABLE_NAME V_RPT _PRODUCT CASE_PRODUCT Defines the table name that
contains the column for search
criteria. The maximum length for
the table name is 50 characters.

This is a mandatory column.

COLUMN_ COUNTRY_ID COUNTRY_ID Defines the column name for the

NAME search criteria. This column name
must exist in table populated in
TABLE_NAME. The maximum
length of this column is 50
characters.

This is a mandatory column.

JOIN_FIELD COUNTRY_ID COUNTRY_ID Defines the column name if this
field is of drop-down type on UL
This column contains the name of
column that you want to use for
join condition between the tables
populated in TABLE_NAME and
SELECT_TABLE.

This is an optional column.

SELECT_TABLE LM_COUNTRIES LM_COUNTRIES Defines the table name if this field
is of drop-down type on UL This
column contains the name of table
that you want to use to populate
the drop-down values.

This is an optional column.

SELECT_ COUNTRY COUNTRY Defines the column name if this

COLUMN field is of drop-down type on UL
This column contains the name of
column that you want to use to
populate for the drop-down
values.

This is an optional column.

ADV_COND_ 1 1 Contains the value for the new
FIELD field ID as 1.

This is a mandatory column.

TREE_VIEW PRODUCTS:Produ PRODUCTS:Produ Defines the hierarchical structure
ct Information ct Information of field in advance condition tree
on Advance Condition Editor
page.
The first level and second level
node of the tree must be separated

"

by character ":".

For example, First Level Tree
Node: Second Level Tree Node

This is a mandatory column.

2-2 Oracle Argus Insight Extensibility Guide



Configuring CMN_FIELDS Table

Table 2-1 (Cont.) CMN _FIELDS Column Details

Sample Value for Sample Value for
Column Insight Mart Argus Mart Description

SQL_SELECT SELECT 11D, SELECT 11D, Defines the SQL query if this field
'UNITED STATE' 'UNITED STATE' is of drop-down type on UL This
STATUS FROM STATUS FROM column contains the selected
DUAL UNION DUAL UNION query that you want to use to
SELECT 2, SELECT 2, populate the drop-down values.
'UNITED 'UNITED This select query must contain the
KINGDOM'FROM KINGDOM'FROM  columns ID and STATUS.
DUAL UNION DUAL UNION
SELECT 3, INDIA" SELECT 3, 'INDIA'

then the values configured in
FROMDUAL — FROMDUAL  jymns SELECT_COLUMN,

SELECT_TABLE and JOIN_FIELD
will be ignored.

Note: If this column is configured

This is an optional column.

HIDDEN 0 0 Contains the value for the new
field ID as 0.

This is a mandatory column.

CONTROL_ 2 2 Defines the ID of the control that
TYPE_ID you want to display on UL

Refer to the table CMN_
CONTROL_TYPE for supported
Control Type ID.

1 - Textbox

2 - Dropdown

3 - DatePicker

4 - DateTimePicker

5 - Numeric Control Type

This is a mandatory column.

ADDITIONAL_ RPT_EVENT CASE_EVENT Defines the comma separated

TABLE_LIST table list that is to be added in
From clause of final SQL query
except table name entered in the
column Table_Name, and:

s V_RPT_CASE (in case of
Insight Mart)

s CASE_MASTER (in case of
Argus Mart)

This field is required only if any
additional join tables are required.

This is an optional column.

ADDITIONAL_ V_RPT_ CASE_ Defines the additional Where
WHERE PRODUCT.SEQ_  PRODUCT.SEQ_  clause that you want to add in the
NUM =RPT_ NUM = CASE_ final SQL query of advance
EVENT.SEQ_ NUM EVENT.SEQ NUM condition.
AND V_RPT_ AND CASE_ This is an optional column
PRODUCT. PRODUCT. P :
COUNTRY_ID>0 COUNTRY_ID>0
DATA _ 1 2 Defines the value of the target
SOURCE_ID data source (Insight Mart/Argus

Mart).

This is a mandatory column.

Advanced Conditions Extensibility 2-3



Configuring CMN_FIELD_CONFIGURATION Table

To configure remaining columns of the database table CMN_FIELDS, refer to the DBA

Guide.

2.2 Configuring CMN_FIELD_CONFIGURATION Table

The Argus Insight supports different field types. The field ID that belongs to one or
more field types must be configured in the database table CMN_FIELD_

CONFIGURATION.

Note: One field can belong to one or more field types.

Table 2-2 Argus Insight Supported Field Types

Field
Type
ID Field Type

Description

1 SMQ_NARROW

2 SMQ_BROAD

3 MEDDRA

4 WHO

5 COMPANY_DRUG

6 INGREDIENT

7 MINUTES_
CALCULATOR

2-4 Oracle Argus Insight Extensibility Guide

The field configured as SMQ_NARROW field type
identifies cases that are highly likely to represent the
condition of interest. Narrow search consists of all PTs that
indicate the condition with great certainty.

To configure this field type, see Section 2.2.1, Configuring
SMQ_NARROW Field Type.

The field configured as SMQ_BROAD field type identifies
all possible cases, including some that may prove to be of
little or no interest on closer inspection. Those are highly
likely to represent the condition of interest.

Field as SMQ_BROAD field type search includes both the
narrow terms and the additional broad terms, often of
less-specific nature.

To configure this field type, see Section 2.2.2, Configuring
SMQ_BROAD Field Type.

The field configured as MEDDRA field type enables the
MedDRA menu to open MedDRA browser.

To configure this field type, see Section 2.2.3, Configuring
MEDDRA Field Type.

The field configured as WHO field type enables the WHO
menu to open WHO Drug browser.

To configure this field type, see Section 2.2.4, Configuring
WHO Field Type.

The field configured as COMPANY_DRUG field type
enables the Company Drug menu to open Product
browser.

To configure this field type, see Section 2.2.5, Configuring
COMPANY_DRUG Field Type.

The field configured as INGREDIENT field type enables
the Ingredient menu to open Ingredient browser.

To configure this field type, see Section 2.2.6, Configuring
INGREDIENT Field Type.

The field configured as MINUTES_CALCULATOR field
type enables the Minutes Calculator menu to open
Minutes Calculator browser.

To configure this field type, see Section 2.2.7, Configuring
MINUTES_CALCULATOR Field Type.



Configuring CMN_FIELD_CONFIGURATION Table

Table 2-2 (Cont.) Argus Insight Supported Field Types

Field

Type
ID

Field Type

Description

8

10

11

12

13

14

15

16

17

LITERATURE

EVENT_LICENSE

STUDY_DRUG

CLINICAL_STUDY_
LOOKUP

BATCH_LOT_NO

INVESTIGATIONAL _
DRUG

CO_DRUG_CODE_
WITH_STUDY

DVB

GENERIC

PATIENT_HISTORY

The field configured as LITERATURE field type enables
the Literature menu to open Literature browser.

To configure this field type, see Section 2.2.8, Configuring
LITERATURE Field Type.

The field configured as EVENT_LICENSE field type
enables the Event License menu to open Event License
browser.

To configure this field type, see Section 2.2.9, Configuring
EVENT_LICENSE Field Type.

The field configured as STUDY_DRUG field type enables
the Study Drug menu to open Product browser.

To configure this field type, see Section 2.2.10, Configuring
STUDY_DRUG Field Type.

The field configured as CLINICAL_STUDY_LOOKUP
field type enables the Literature menu to open Clinical
Study Lookup browser.

To configure this field type, see Section 2.2.11, Configuring
CLINICAL_STUDY_LOOKUP Field Type.

The field configured as BATCH_LOT_NO field type
enables the Batch Lot # menu to open Batch/Lot Number
browser.

To configure this field type, see Section 2.2.12, Configuring
BATCH_LOT_NO Field Type.

The field configured as INVESTIGATIONAL_DRUG field
type enables the Investigational Drug menu to open
Investigational Drug browser.

To configure this field type, see Section 2.2.13, Configuring
INVESTIGATIONAL_DRUG Field Type.

The field configured as CO_DRUG_CODE_WITH_STUDY
field type enables the Co-Drug Code menu to open
Batch/Lot Number browser.

To configure this field type, see Section 2.2.14, Configuring
CO_DRUG_CODE_WITH_STUDY Field Type.

The field configured as DVB field type enables the specific
range called Duration Value Bands.

To configure this field type, see Section 2.2.15, Configuring
DVB Field Type.

The field configured as GENERIC field type enables the
Generic Name menu to open Generic Name browser.

To configure this field type, see Section 2.2.16, Configuring
GENERIC Field Type.

The field configured as PATIENT_HISTORY field type is
considered as information of the patient.

To configure this field type, see Section 2.2.17, Configuring
PATIENT_HISTORY Field Type.
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Configuring CMN_FIELD_CONFIGURATION Table

Table 2-2 (Cont.) Argus Insight Supported Field Types

Field

Type

ID Field Type Description

18 PARTIAL_DATE The field configured as PARTIAL_DATE field type allows

the user to enter the partial date.

To configure this field type, see Section 2.2.18, Configuring
PARTIAL_DATE Field Type.

19 CLOB The field configured as COLB field type is considered as
field with data type CLOB of column configured in CMN_
FIELDS.COLUMN_NAME.

To configure this field type, see Section 2.2.19, Configuring
CLOB Field Type.

20 PARENT_HISTORY The field configured as PARENT_HISTORY field type is
considered as information about patient's parent.

To configure this field type, see Section 2.2.20, Configuring
PARENT_HISTORY Field Type.

2.2.1 Configuring SMQ_NARROW Field Type

You can configure a field id as SMQ_NARROW field type. This field type identifies
cases that are highly likely to represent the condition of interest. Narrow search
consists of all PTs that indicate the condition with great certainly.

To configure the new field ID as SMQ_NARROW field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-3 Configurations for Field Type SMQ_NARROW

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 1 SMQ_NARROW

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY This column contains the key as PT, LLT, or

PT/LLT/ADDITION ADDITIONALWHERE.

ALWHERE One row for each PT (Preffered Term) and LLT
(Low Level Term) is mandatory while row
with key as ADDITIONALWHERE is
optional.
VALUE RPT_EVENT.ART _ If KEY= PT then
CODE/

Add <<Table Name>>.<<Column name>>
RPT_EVENT.INC_ which contains PT code.

CODE/ If KEY= LLT then
RPT

~ _ Add <<Table Name>>.<<Column>> name
EVENT'ISPRIMARY " which contains LLT code.

If KEY= ADDITIONALWHERE then

If any additional WHERE condition is
required.
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Note: You can also refer to existing field EVENTS >Primary Event >
Event SMQ (Narrow), (CMN_FIELDS.Field_ID - 201760627) of SMQ _

NARROW field type.

2.2.2 Configuring SMQ_BROAD Field Type

You can configure a field ID as SMQ_BROAD field type. This field type identifies all
possible cases, including some that may prove to be of little or no interest on closer

inspection. Those are highly likely to represent the condition of interest. This field type
search includes both the narrow terms and additional broad terms, often of

less-specific nature.

To configure the new field ID as SMQ_BROAD field type, the following configurations
are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-4 Configurations for Field Type SMQ_BROAD

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 2 SMQ_BROAD

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY This column contains the key as PT, LLT or

PT/LLT/ADDITION ADDITIONALWHERE.

ALWHERE One row for each PT and LLT is mandatory
while row with key as ADDITIONALWHERE
is optional.

VALUE RPT_EVENT.ART_ If KEY= PT then

CODE/ Add <<Table Name>>.<<Column name>>

RPT_EVENT.INC_ which contains PT code.

COD/

If KEY=LLT then

RPT_

EVENT.ISPRIMARY = Adf:l <<Tabl¢ Name>>.<<Column>> name

1 which contains LLT code.

If KEY= ADDITIONALWHERE then

If any additional WHERE condition is
required.

Note: You can also refer to existing field EVENTS > Primary Event >
Event SMQ (Broad), (CMN_FIELDS Field_ID - 201760628) of SMQ _

NARROW field type.

2.2.3 Configuring MEDDRA Field Type

You can configure a field id as MedDRA field type. This field type enables you to open
the MedDRA browser from menu. With this browser you can search the following;:

» HLGT - High Level Group Term
= HLT - High Level Term

s LLT-Low Level Term

»  PT-Preferred Term

s SOC - System Organ Class
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To configure the new field ID as MEDDRA field type, the following configurations are
required in the database table CMN_FIELD_CONFIGURATION:

Table 2-5 Configurations for Field Type MEDDRA

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 3 MEDDRA

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY SOC_CODE Enter the Return Type text.

See Table 2-6, " Supported Return Type
Key/Value for Field Type MEDDRA".

This is a mandatory column.
VALUE 1 Enter the Return Type ID.

See Table 2-6, " Supported Return Type
Key/Value for Field Type MEDDRA".

This is a mandatory column.

Note: You can also refer to existing field EVENTS > Primary Event >
Event SMQ (Narrow), (CMN_FIELDS.Field_ID - 201760627) of SMQ_
NARROW field type.

Supported Return Type Texts and IDs (Key/Value):

The MedDRA browser returns one the following texts as per the return type
configured against the new field ID to the Advance Condition Editor page.

Table 2-6 Supported Return Type Key/Value for Field Type MEDDRA

Return Type ID

SOC_CODE
SOC_NAME
HLGT_CODE
HLGT_NAME
HLT_CODE
HLT_NAME
PT_CODE
PT_NAME
LLT_CODE
LLT_NAME

O 0 N N UG s W DN

—_
o

Note: You can also refer to existing field EVENTS > Event
Information > Event Body System Code, (CMN_FIELDS.Field_ID -
201450542) of MEDDRA field type.
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2.2.4 Configuring WHO Field Type

You can configure a field id as WHO field type. This field type enables you to open the
WHO browser from menu. This browser searches the product from WHO Drug
Dictionary. With this browser you can search for the following;:

s ATC Code/Description

= Country
s Formation

= Ingredient

s Medical Prod ID

s Trade Name

To configure the new field ID as WHO field type, the following configurations are
required in the database table CMN_FIELD_CONFIGURATION:

Table 2-7 Configurations for Field Type WHO

Column

Sample Value

Description

ENTERPRISE_ID
FIELD_TYPE_ID
FIELD_ID

KEY

VALUE

3

4

30000000
PROD_NAME

Current Enterprise ID
WHO
Field ID entered in the table CMN_FIELDS.

Enter the Return Type text.

See Table 2-8, " Supported Return Type
Key/Value for Field Type WHO".

This is a mandatory column.

Enter the Return Type ID.

See Table 2-8, " Supported Return Type
Key/Value for Field Type WHO".

This is a mandatory column.

Supported Return Type Texts and IDs (Key/Value):

The WHO browser returns one the following texts as per the return type configured
against the new field ID to the Advance Condition Editor page.

Table 2-8 Supported Return Type Key/Value for Field Type WHO

Return Type Text

Return Type ID

PROD_NAME
ATC_DESC
ATC_CODE
DRUG_CODE
MED_PROD_ID

Note: You can also refer to existing field Products > Product
Drug/Vaccine > Drug Code, (CMN_FIELDS.Field_ID - 203650840) of
WHO field type.
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2.2.5 Configuring COMPANY_DRUG Field Type

You can configure a field ID as COMPANY_DRUG field type. This field type enables
the Company Drug menu to open the Product browser. With this browser you can
search the following:

s Ingredient

s Product Family

s Product Name

s Trade Name

To configure the new field ID as COMPANY_DRUG field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-9 Configurations for Field Type COMPANY_DRUG

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 5 COMPANY_DRUG

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY PRODUCT_NAME Enter the Return Type text.

See Table 2-10, " Supported Return Type
Key/Value for Field Type COMPANY_
DRUG".

This is a mandatory column.
VALUE 1 Enter the Return Type ID.

See Table 2-10, " Supported Return Type
Key/Value for Field Type COMPANY_
DRUG".

This is a mandatory column.

Supported Return Type Texts and IDs (Key/Value):

The Company Drug browser returns one the following texts as per the return type
configured against the new field ID to the Advance Condition Editor page.

Table 2-10 Supported Return Type Key/Value for Field Type COMPANY_DRUG

Return Type Text Return Type ID

PROD_NAME 1
PRODUCT_ID 2
INGREDIENT_ 3
NAME

TRADE_NAME 4

Note: You can also refer to existing field Products > Product
Information > Company Product, (CMN_FIELDS.Field_ID -
203650960) of COMPANY_DRUG field type.
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2.2.6 Configuring INGREDIENT Field Type

You can configure a field ID as INGREDIENT field type. This field type enables the
Ingredient menu to open Ingredient Browser. With this browser you can search
ingredient.

To configure the new field ID as INGREDIENT field type, the following configurations
are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-11 Configurations for Field Type INGREDIENT

Column Sample Value Description
ENTERPRISE_ID 3 Current Enterprise ID
FIELD_TYPE_ID 6 INGREDIENT
FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY INGREDIENT Enter the Return Type text.
This is an optional column.
VALUE 1 Enter the Return Type ID as 1.

This is a mandatory column.

Note: You can also refer to existing field PRODUCTS > Product
Information > Ingredient, (CMN_FIELDS.Field_ID - 203810990) of
INGREDIENT field type.

2.2.7 Configuring MINUTES_CALCULATOR Field Type

You can configure a field ID as MINUTES_CALCULATOR field type. This field type
enables the Minutes Calculator menu to open the Duration Calculator Browser from
menu. This browser allows you enter the time in hours, day, weeks, months, or year,
and then converts the time to minutes/seconds. Alternatively, you can select duration
band and value, if available.

To configure the new field ID as MINUTES_CALCULATOR field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-12 Configurations for Field Type MINUTES_CALCULATOR

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 7 MINUTES_CALCULATOR

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY DVB_SEC Enter the Return Type text.

See Table 2-13, " Supported Return Type
Key/Value for Field Type MINUTES_
CALCULATOR".

This is a mandatory column.

VALUE 1 Enter the Return Type ID.

See Table 2-13, " Supported Return Type
Key/Value for Field Type MINUTES_
CALCULATOR".

This is a mandatory column.
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Supported Return Type Texts and IDs (Key/Value):

The Duration Calculator browser returns one the following texts as per the return type
configured against the new field ID to the Advance Condition Editor page.

Table 2-13 Supported Return Type Key/Value for Field Type MINUTES_CALCULATOR

Return Type Text Return Type ID

DVB_MIN 0
DVB_SEC 1
NOTDVB_SEC 3

Note: You can also refer to existing field PRODUCTS > Dosage
Regimen > Duration of Regimen, (CMN_FIELDS.Field_ID -
201311457) of INGREDIENT field type.

2.2.8 Configuring LITERATURE Field Type

You can configure a field ID as LITERATURE field type. This field type enables the
Literature menu to open the Literature browser from menu. With this browser you can
search literature.

To configure the new field ID as LITERATURE field type, the following configurations
are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-14 Configurations for Field Type LITERATURE

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 8 LITERATURE

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter NULL.

VALUE 1 Enter the Return Type ID as 1.

This is a mandatory column.

Note: You can also refer to existing field GENERAL > Literature >
Literature, (CMN_FIELDS.Field_ID - 202810741) of INGREDIENT
field type.

2.2.9 Configuring EVENT_LICENSE Field Type

You can configure a field ID as EVENT_LICENSE field type. This field type enables the
Event License menu to open the Event License browser from menu. With this browser
you can search events.

To configure the new field ID as EVENT_LICENSE field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-15 Configurations for Field Type EVENT_LICENSE

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID
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Table 2-15 (Cont.) Configurations for Field Type EVENT_LICENSE

Column Sample Value Description

FIELD_TYPE_ID 9 EVENT_LICENSE

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter NULL.

VALUE 1 Enter the Return Type ID as 1.

This is a mandatory column.

Note: You can also refer to existing field EVENTS->Event
Assessment -> Event Assessment License, (CMN_FIELDS.Field_ID -
201510613) of EVENT_LICENSE field type.

2.2.10 Configuring STUDY_DRUG Field Type

You can configure a field ID as STUDY_DRUG field type. This field type enables the
Study Drug menu to open the Study Drug Lookup browser from menu. With this
browser you can search study drugs.

To configure the new field ID as STUDY_DRUG field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-16 Configurations for Field Type STUDY_DRUG

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 10 STUDY_DRUG

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY PROD_NAME Enter the Return Type text as PROD_NAME.

This is a mandatory column.

VALUE NOR Enter the Return Type ID as NOR.

This is a mandatory column.

Note: You can also refer to existing field PRODUCTS > Product
Information > Study Drug, (CMN_FIELDS.Field_ID - 203650965) of
STUDY_DRUG field type.

2.2.11 Configuring CLINICAL_STUDY_LOOKUP Field Type

You can configure a field ID as CLINICAL_STUDY_LOOKUP field type. This field
type enables the clinical study lookup menu to open the Clinical Study Lookup
browser from menu. With this browser you can search study information for clinical
studies based on the following:

s Center ID
s ProjectID
= StudyID
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To configure the new field ID as CLINICAL_STUDY_LOOKUP field type, the
following configurations are required in the database table CMN_FIELD_
CONFIGURATION:

Table 2-17 Configurations for Field Type CLINICAL_STUDY LOOKUP

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 11 CLINICAL_STUDY_LOOKUP

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY CENTERID Enter the Return Type text.

See Table 2-18, " Supported Return Type
Key/Value for Field Type CLINICAL_
STUDY_LOOKUP".

This is a mandatory column.
VALUE 1 Enter the Return Type ID.

See Table 2-18, " Supported Return Type
Key/Value for Field Type CLINICAL_
STUDY_LOOKUP".

This is a mandatory column.

Supported Return Type Texts and IDs (Key/Value):

The Clinical Study Lookup browser returns one the following texts as per the return
type configured against the new field ID to the Advance Condition Editor page.

Table 2-18 Supported Return Type Key/Value for Field Type CLINICAL_STUDY _

LOOKUP

Return Type Text Return Type ID
CENTERID 1

STUDYID 2

PROJECTID 3

Note: You can also refer to existing field GENERAL > Case Study >
Center ID, (CMN_FIELDS.Field_ID - 200650348) of CLINICAL_
STUDY_LOOKUP field type.

2.2.12 Configuring BATCH_LOT_NO Field Type

You can configure a field ID as BATCH_LOT_NO field type. This field type enables the
Batch Lot # menu to open the Batch Lot # Lookup browser from menu. With this
browser you can search batch or lot number.

To configure the new field ID as BATCH_LOT_NO field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-19 Configurations for Field Type BATCH_LOT_NO

Column Sample Value Description
ENTERPRISE_ID 3 Current Enterprise ID
FIELD_TYPE_ID 12 BATCH_LOT_NO
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Table 2-19 (Cont.) Configurations for Field Type BATCH_LOT_NO

Column Sample Value Description

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter Return type text as NULL.

VALUE NULL Enter the Return Type ID as NULL.

Note: You can also refer to existing field PRODUCTS > Dosage
Regimen > Batch/Lot #, (CMN_FIELDS.Field_ID - 201350479) of
BATCH_LOT_NO field type.

2.2.13 Configuring INVESTIGATIONAL_DRUG Field Type

You can configure a field ID as INVESTIGATIONAL_DRUG field type. This field type
enables the Investigational Drug menu to open the Investigational Drug browser from
menu. With this browser you can search and select investigational drug.

To configure the new field ID as INVESTIGATIONAL_DRUG field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-20 Configurations for Field Type INVESTIGATIONAL _DRUG

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 13 INVESTIGATIONAL_DRUG

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter Return type text as NULL.

VALUE NULL Enter the Return Type ID as NULL.

Note: You can also refer to existing field PRODUCTS > Product
Information > Investigational Drug, (CMN_FIELDS.Field_ID -
203610883) of INVESTIGATIONAL_DRUG field type.

2.2.14 Configuring CO_DRUG_CODE_WITH_STUDY Field Type

You can configure a field ID as CO_DRUG_CODE_WITH_STUDY field type. This field
type enables the Co-Drug Code w Study menu to open the Co-Drug Code w Study
browser from menu. With this browser you can search and select co-drug code with
study.

To configure the new field ID as CO_DRUG_CODE_WITH_STUDY field type, the
following configurations are required in the database table CMN_FIELD_
CONFIGURATION:

Table 2-21 Configurations for Field Type CO_DRUG_CODE_WITH_STUDY

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 14 CO_DRUG_CODE_WITH_STUDY
FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
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Table 2-21 (Cont.) Configurations for Field Type CO_DRUG _CODE_WITH_STUDY

Column Sample Value Description
KEY NULL Enter key as NULL
VALUE NULL Enter the value as NULL

Note: You can also refer to existing field PRODUCTS > Product
Drug/Vaccine > Co-Drug Code w Study, (CMN_FIELDS.Field_ID -
203650861) of CO_DRUG_CODE_WITH_STUDY field type.

2.2.15 Configuring DVB Field Type

You can configure a field ID as DVB field type. This field type enables the specific
range called the Duration Value Bands (DVB). With this field type, you can specify
query criteria for the configured field based on ranges instead of specific values.

Note: All the field IDs configured as DVB field type must also be
configured as MINUTES_CALCULATOR field type to open the
Minutes Calculator browser.

Table 2-22 Configurations for Field Type DVB

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 15 DVB

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY HOURS Enter the Return Type text.

See Table 2-23, " Supported Return Type
Key/Value for Field Type DVB".

This is a mandatory column.
VALUE DUR_HR_BAND Enter the Return Type ID.

See Table 2-23, " Supported Return Type
Key/Value for Field Type DVB".

This is a mandatory column.

Supported Return Type Texts and IDs (Key/Value):

The following keys must be configured for a field ID of field type as DVB. In the data
table CMN_FIELD_CONFIGURATION, one row must be configured for each KEY .
Value against all the keys should be a database column name. The database column
name should exist in data table configured in CMN_FIELD.TABLE_NAME against the
field ID. The following are the available keys for configuration:

Table 2-23 Supported Return Type Key/Value for Field Type DVB

Key Sample Value

HOURS ONSET_LATENCY_HRS BAND
DAYS ONSET_LATENCY_DAYS_BAND
WEEKS ONSET_DELAY_ WEEKS _BAND
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Table 2-23 (Cont.) Supported Return Type Key/Value for Field Type DVB

Key Sample Value
MONTHS ONSET_LATENCY_MONTHS_BAND
YEARS ONSET_DELAY_YEARS BAND

Note: You can also refer to existing field EVENTS > Time to Onset
from First Dose, (CMN_FIELDS.Field_ID - 201610626) of DVB field

type.

2.2.16 Configuring GENERIC Field Type

You can configure a field ID as GENERIC field type. This field type enables the
Generic Name menu to open the Generic Name browser from menu. With this
browser you can search and select generic name of a product.

To configure the new field ID as GENERIC field type, the following configurations are
required in the database table CMN_FIELD_CONFIGURATION:

Table 2-24 Configurations for Field Type GENERIC

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 16 GENERIC

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter key as NUL

VALUE NULL Enter value as NULL

Note: You can also refer to existing field PRODUCTS > Product
Information > Generic Name, (CMN_FIELDS.Field_ID - 203650842) of
GENERIC field type.

2.2.17 Configuring PATIENT_HISTORY Field Type

You can configure a field ID as PATIENT_HISTORY field type, if the field is based on
information about the patient. This field type adds an additional condition as PARENT
=0 in the WHERE clause of final SQL query for the field.

To configure the new field ID as PATIENT_HISTORY field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-25 Configurations for Field Type PATIENT_HISTORY

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 17 PATIENT_HISTORY

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter key as NULL.

VALUE NULL Enter value as NULL.
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Note: You can also refer to existing field PATIENT > Patient History
> Relevant History Parent Information, (CMN_FIELDS.Field_ID -
203410798) of PATIENT_HISTORY.

2.2.18 Configuring PARTIAL_DATE Field Type

You can configure a field ID as PARTIAL_DATE field type. This field type displays the
value "??-2?-0000" in the control on UL This field type allows the user to enter the
partial date. A valid partial date must comprise either a year, or a year and a month.

To configure the new field ID as PARTIAL_DATE field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-26  Configurations for Field Type PARTIAL_DATE

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 18 PARTIAL_DATE

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY START_DATE Enter Key as column name configured in

CMN_FIELDS.COLUMN_NAME.

This is a mandatory column.

VALUE START_DATE_RES Enter the column name as replacement of
columns name configured in CMN_
FIELDS.COLUMN_NAME if partial date is
entered by the user.

This is a mandatory column.

Note: PATIENT > Parent History > Stop Date is an existing field of
PARTIAL_DATE type in CMN_FIELD_CONFIGURATION table.

2.2.19 Configuring CLOB Field Type

You can configure a field ID as CLOB field type, if the data type of column configured
in CMN_FIELDS.COLUMN_NAME is CLOB. This field type supports the following
advanced conditions:

= Begins with

s Contains

= Does not contains

= Missing

= Exists

To configure the new field ID as CLOB field type, the following configurations are
required in the database table CMN_FIELD_CONFIGURATION:

Table 2-27 Configurations for Field Type CLOB

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID
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Table 2-27 (Cont.) Configurations for Field Type CLOB

Column Sample Value Description

FIELD_TYPE_ID 19 CLOB

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter Key as NULL.

VALUE NULL Enter value as NULL.

Note: : You can also refer to existing field ANALYSIS > Case
Narrative > Narrative, (CMN_FIELDS.Field_ID - 203050754) of CLOB
field type.

2.2.20 Configuring PARENT_HISTORY Field Type

You can configure a field ID as PARENT_HISTORY field type, if the field is based on
information about the patient's parent. This field type adds an additional condition as
PARENT =1 in the WHERE clause of final SQL query for the field.

To configure the new field ID as PARENT_HISTORY field type, the following
configurations are required in the database table CMN_FIELD_CONFIGURATION:

Table 2-28 Configurations for Field Type PARENT_HISTORY

Column Sample Value Description

ENTERPRISE_ID 3 Current Enterprise ID

FIELD_TYPE_ID 20 PARENT_HISTORY

FIELD_ID 30000000 Field ID entered in the table CMN_FIELDS.
KEY NULL Enter Key as NULL.

VALUE NULL Enter value as NULL.

Note: You can also refer to existing field PATIENT > Parent History >
Relevant History Parent Information, (CMN_FIELDS Field_ID -
205050009) of PARENT_HISTORY.

2.3 Configuring CMN_COMPLEXFIELD_CONFIGURATION Table

The table CMN_COMPLEXFIELD_CONFIGURATION is used to configure fields that
have very complex business logic. Beside, you can also use this table if you want to
specify different condition for different operators in WHERE clause. You should define
WHERE condition against each operator.

Table 2-29 CMN_COMPLEXFIELD_CONFIGURATION Column Details

Column Sample Value Description
ENTERPRISE_ID 3 Current Enterprise ID
FIELD_ID 30000000 New Field ID

Advanced Conditions Extensibility 2-19



Configuring CMN_COMPLEXFIELD_CONFIGURATION Table

Table 2-29 (Cont.) CMN_COMPLEXFIELD_CONFIGURATION Column Details

Column Sample Value Description

OPERATOR contains Enter the desired operator to support the new
Field ID.
See Table 2-30, " Supported Operator List" for
configuration.
This is a mandatory column.

SORT_ORDER 6 Enter the sorting order of operator.

REQ_TABLE_LIST

WHERE_QUERY

(UPPER(V_RPT_

This is a mandatory column.

Add the common separated table list in FROM
Clause of final SQL query except V_RPT_
CASE, and table name entered in Table_Name
Column.

This is an optional column.

Define the WHERE clause for the new field ID

PRODUCT.PRODUC  against the operator entered in Operator
T_NAME) NOT LIKE Column.

UPPER("%PARAM_ This is a mandatory column

VALUE%') AND V_ y :

RPT_PRODUCT.pat_
exposure > 0 )

Note: Use the Place holder <<PARAM_
VALUE>> in WHERE clause of SQL query,
where selected value is to be placed.

The following are the supported operators for the new field IDs:

Table 2-30 Supported Operator List

Operator

Description

equal to

not equal to

greater than

greater than or equal to
less than

less than or equal to
missing

exists

begins with
contains
does not contain

in
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Retrieves cases where the selected attribute's value is equal to
what the Value field specifies.

Retrieves cases where the selected attribute's value is not equal
to what the Value field specifies.

Retrieves cases where the selected attribute's value is greater
than what the Value field specifies.

Retrieves cases where the selected attribute's value is greater
than or equal to what the Value field specifies.

Retrieves cases where the selected attribute's value is less than
what the Value field specifies.

Retrieves cases where the selected attribute's value is less than or
equal to the Value that the field specifies.

Retrieves cases where the selected attribute's value has not been
specified.

Retrieves cases where the selected attribute has any value.

Retrieves cases where the selected attribute's value begins with
what the Value field specifies.

Retrieves cases where the selected attribute's value contains
what the Value field specifies.

Retrieves cases where the selected attribute's value does not
contain what the Value field specifies.

Retrieves cases where the selected attribute's value exists in
what the Value field specifies.
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Table 2-30 (Cont.) Supported Operator List

Operator Description

not in Retrieves cases where the selected attribute's value does not
exist in what the Value field specifies.

Note: You can also refer to existing field PRODUCTS > Study Drug,
(CMN_FIELDS Field_ID - 203650965).
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Code List Extensibility

Flexible Data Recategorization is an Argus Safety functionality through which users
can define code list display values in different languages, whether natural human
languages like English or artificial ones like E2B.

Argus Safety maintains the data for supported languages and Argus Insight ETL
populates this code list data in the corresponding tables as listed below:

Table 3—-1 Code List Data Tables

Argus Safety Table Argus Insight Table
CODE_LIST_MASTER DM_CODE_LIST_MASTER
CODE_LIST_CODE_ATTRIBUTES DM_CODE_LIST_CODE_ATTRIBUTES
CODE_LIST_DETAIL_DISCRETE DM_CODE_LIST_DETAIL_DISCRETE

Customer-specific changes, such as new values for the existing code lists as well as
completely new code lists, are made in Argus Safety. These values are then fetched
into Argus Insight through the ETL. Users can then create advanced condition queries
in Argus Insight that reference the fields in the Flexible Data Recategorization Code
List.

The following sections explain how to configure a code list display value in a new
language for an already existing code in Argus Safety:

s Configuring Flexible Data Recategorization with a New Natural Language

= Configuring Flexible Data Recategorization with a New Custom Language

3.1 Configuring Flexible Data Recategorization with a New Natural

Language

You can configure a code list display value in a new Natural language for an already
existing code in Argus Safety.

For example, assume that for the code list GENDER, data in the table CODE_LIST _
DETAIL_DISCRETE for code 1 is available in the following three decode contexts
(languages):
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Figure 3—1 Original Decode Contexts (Languages)

B cooe ust o[ oecooe_cowmet [§ cooe|] oisav_vawe B prerermen || sorT [ LasT_weoate TivE [ enteremisE D |

GENDER &n LMale 0 {(mull) 05-FEB-13
GENDER E2B 11 0 (null) 05-FEB-13 1
GENLER M 1M 0 (null) O5-FEB-13 1

To configure the same code 1 in the code list GENDER for a new language such as
GERMAN (decode context 'ge’):

1. Populate the table CODE_LIST_DETAIL_DISCRETE in Argus Safety with required
values in the GERMAN language

INSERT INTO CODE_LIST DETAIL_DISCRETE (CODE_LIST ID, DECODE_CONTEXT, CODE,
DISPLAY_VALUE, PREFERRED, SORT, LAST UPDATE _TIME, ENTERPRISE_ID) VALUES
('"GENDER', 'ge', 1, 'mdnnlich', 0, null, sysdate, 1);

Figure 3-2 New Decode Contexts (Languages)

i coce ust o[ pecooe context [§ cooe ] orsar_vae [§ ererernen [ son [§ Last_ueoate_mive [§ entererise

GENDER en 1Hale 0 (null) 05-FEB-13 1
GENLDER E2B 11 0 (oull) 05-FEB-13 1
GENDER SM 1M 0 (null) 0S-FEB-13 1
GENDER ge 1minnlich 0 {(oull) 20-FEB-13 1

2. After the Argus Insight ETL runs, to create an Advanced Condition field which
displays the GENDER value in the GERMAN language, add a new row in the
CMN_FIELDS table in Argus Insight with values similar to the example shown

below:
Column Value
ENTERPRISE_ID 1
FIELD_ID New field ID that must be unique and must

FIELD_LABEL
TABLE_NAME
COLUMN_NAME
JOIN_FIELD
SELECT_TABLE
SELECT_COLUMN
ADV_COND_FIELD
TREE_VIEW
UNIQUE_FIELD_LABEL
SQL_SELECT

FIELD_TYPE
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be in the following range:
s For customers: 30000000 - 39999999
= For partners: 40000000 - 49999999

All other IDs are reserved for Oracle.
Gender German

V_RPT_CASE

GENDER_ID

1
PATIENT:Patient Information
Gender German

SELECT CODE ID, DISPLAY_VALUE
STATUS from DM_CODE_LIST_DETAIL_
DISCRETE WHERE CODE_LIST_ID =
GENDER AND DECODE_CONTEXT = 'ge'

1
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Column Value
HIDDEN 0
TYPE_AHEAD

BLINDED_FIELD
CONTROL_TYPE_ID 2
FIELD_LENGTH 255

ADDITIONAL_TABLE_LIST
ADDITIONAL_WHERE

3.2 Configuring Flexible Data Recategorization with a New Custom

Language

You can configure a code list display value in a new Custom language for an already

existing code in Argus Safety.

For example, assume that for the code list CAUSALITY, the following data is available

in the table CODE_LIST_DETAIL_DISCRETE for 'en' decode context (English

language):

Table 3-2 Original Display Values

CODE_LIST_ DECODE_ DISPLAY_ LAST_ ENTERPRI
ID CONTEXT CODE VALUE PREFERRED SORT UPDATE_TIME SE_ID
CAUSALITY en 1 Definitely Not 0 (null) 9-Jul-13 1
CAUSALITY en 2 Unlikely 0 (null) 9-Jul-13 1
CAUSALITY en 3 Possible 0 (null) 9-Jul-13 1
CAUSALITY en 4 Probable 0 (null) 9-Jul-13 1
CAUSALITY en 5 Highly 0 (null) 9-Jul-13 1
Probable

CAUSALITY en 6 Definite 0 (null) 9-Jul-13 1

To configure the same code list CAUSALITY for the custom values Related and

Unrelated, which are used as buckets or categories to group the already existing

values:

1. Add a new language such as CUSTOM (decode context CUSTOM) by populating
the table CODE_LIST_DETAIL_DISCRETE in Argus Safety with required values
in the CUSTOM language.

INSERT INTO CODE_LIST DETAIL_DISCRETE (CODE_LIST_ID, DECODE_CONTEXT, CODE,

DISPLAY_VALUE, PREFERRED, SORT, LAST_UPDATE_TIME, ENTERPRISE_ID) VALUES

('"CAUSALITY', 'CUSTOM', 1, 'Related', 0, null, sysdate, 1);

Table 3-3 New Display Values

CODE_LIST_ DECODE_ DISPLAY_ LAST_ ENTERPRI
ID CONTEXT CODE VALUE PREFERRED SORT UPDATE_TIME SE_ID
CAUSALITY en 1 Definitely Not 0 (null) 9-Jul-13 1
CAUSALITY en 2 Unlikely 0 (null) 9-Jul-13 1
CAUSALITY en 3 Possible 0 (null) 9-Jul-13 1
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Table 3-3 (Cont.) New Display Values

CODE_LIST_ DECODE_ DISPLAY_ LAST_ ENTERPRI
ID CONTEXT CODE VALUE PREFERRED SORT UPDATE_TIME SE_ID
CAUSALITY en 4 Probable 0 (null) 9-Jul-13 1
CAUSALITY en 5 Highly 0 (null) 9-Jul-13 1
Probable

CAUSALITY en 6 Definite 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 1 Unrelated 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 2 Unrelated 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 3 Related 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 4 Related 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 5 Related 0 (null) 9-Jul-13 1
CAUSALITY CUSTOM 6 Related 0 (null) 9-Jul-13 1

2. After the Argus Insight ETL runs, to create an Advanced Condition field which

displays custom CAUSALITY values, add a new row in the CMN_FIELDS table in
Argus Insight with values similar to the example shown below:

Column Value
ENTERPRISE_ID 1
FIELD_ID New field ID that must be unique and must

FIELD_LABEL
TABLE_NAME
COLUMN_NAME
JOIN_FIELD
SELECT_TABLE
SELECT_COLUMN
ADV_COND_FIELD
TREE_VIEW
UNIQUE_FIELD_LABEL
SQL_SELECT

FIELD_TYPE
HIDDEN
TYPE_AHEAD
BLINDED_FIELD
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be in the following range:
= For customers: 30000000 - 39999999
= For partners: 40000000 - 49999999

All other IDs are reserved for Oracle.
Custom Reported Causality
RPT_EVENT_ASSESS
RPT_CAUSALITY_ID

1
ANALYSIS:Case Assessment
Custom Reported Causality

SELECT DISTINCT DISPLAY_VALUE ID,
DISPLAY_VALUE STATUS FROM DM_
CODE_LIST_DETAIL_DISCRETE WHERE
CODE_LIST_ID = 'CAUSALITY' AND
DECODE_CONTEXT ="' CUSTOM'

1
0
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Column Value
CONTROL_TYPE_ID 2
FIELD_LENGTH 255

ADDITIONAL_TABLE_LIST
ADDITIONAL_WHERE

3. Now, insert a new row to the table CMN_COMPLEXFIELDS_CONFIGURATION.

Column Value

ENTERPRISE_ID 3

FIELD_ID <Same Field ID as in the CMIN_FIELDS
table>

OPERATOR equal to

SORT_ORDER 1

REQ _TABLE_LIST

WHERE_QUERY RPT_EVENT_ASSESS.RPT_CAUSALITY_

ID IN (SELECT CODE FROM DM_CODE_
LIST_DETAIL_DISCRETE WHERE
DISPLAY_VALUE = PARAM_VALUE'
AND CODE_LIST_ID = 'CAUSALITY'
AND DECODE_CONTEXT = 'CUSTOM)
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ETL Extensibility

Custom Routines are the configured procedures that are executed during Argus
Insight Incremental ETL to perform custom actions.

Argus Insight supports the following custom routines:

= PRE_INCREMENTAL_ETL_TASK - Executes the configured routine during
incremental ETL before population of Argus Insight staging tables.

»  POST_INCREMENTAL_ETL_TASK - Executes the configured routine during
incremental ETL after population of Argus Insight mart tables.

These custom routines are useful in the following scenarios:
= Populating custom tables or new columns based on the business needs.
= Analyzing tables with huge data.

s Triggering an event based on ETL completion for the use with other custom
products.

This chapter comprises the following topics:
= Viewing Argus Insight Custom Routines

= Executing Argus Insight Custom Routines

4.1 Viewing Argus Insight Custom Routines

Note: These routines are Global-level switches, visible in Argus
Insight Administration Tools.

In a multi-tenant environment, these switches are visible only when
you login through Default enterprise.

The following are the steps to view the custom routines:

1. Log in to the Argus Insight Application as Admin user.

Alternatively, in a multi-tenant environment log in to the Default enterprise.
From the menu bar, click Tools.

Click the List Maintenance tab to open the List Maintenance Items.

Select Profile Switches from the List Maintenance Items.

From the Attributes section, select CUSTOM ROUTINE BEFORE INCREMENTAL
ETL, and click Modify to see the Value for this routine.

a & 0N
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6. Similarly, select CUSTOM ROUTINE AFTER INCREMENTAL ETL, and click
Modify to see the Value for this routine.
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4.2 Executing Argus Insight Custom Routines
The ETL Routines can be executed at two levels:
= Before starting the incremental ETL.
= After executing the incremental ETL.
The following are the steps to execute the custom routine:

1. Select the custom routine (PRE or POST), and enter an Oracle stored procedure
name in the Value text box relevant to that custom routine. This Routine searches
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the database object that matches the procedure name in the schema APR_MART
during Incremental ETL execution.

Note: To view or modify the Value of a custom routine, refer to the
Section 4.1, Viewing Argus Insight Custom Routines.

2. If the procedure is found, the application executes the ETL.

a.

If the custom routine executes without any errors, then the application moves
to the next step of the Incremental ETL process.

If the Custom routine executes with errors, then the application logs the
error(s) in the table MART_DATA_INSERT_LOG and exits.

Note:

= ETL does not process any data before execution of the
pre-incremental ETL custom routine.

s ETL commits the data before the execution of the post-incremental
ETL routine.

= You should manually execute the post-incremental ETL routine, if
it fails as it cannot be resumed.

3. To track the error when a custom routine fails, refer to the example as explained
below:

a.

Connect to the schema APR_MART, and create:
A table PRE_POST_ETL_CHK with one column coll varchar2(100).

A procedure P_PRE_ETL to insert a row in the table with less than 100
characters.

A procedure P_POST_ETL to insert a row with more than 100 characters.

I’
mc o

exe - sqlplus ape g | ]

in PRE_INCREMEHTAL_ETL_TNEK' »;

in POST_IHCHEMENTAL_ETL_TA

b. Update the Values of the custom routines.

For key PRE_INCREMENTAL_ETL_TASK, set the value to P_PRE_ETL.
For key POST_INCREMENTAL_ETL_TASK, set the value to P_POST_ETL.

The ETL will show an error while executing the post-incremental custom
procedure as we try to insert large value than the column's length.
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Note: To view or modify the Value of a custom routine, refer to the
Section 4.1, Viewing Argus Insight Custom Routines.

c. Run the incremental ETL.
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d. Since P_POST_ETL procedure fails to insert a row, error occurs at the end of
the ETL execution.
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e. To verify the error, view the table MART_DATA_INSERT_LOG.
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The actual error text that is displayed in the column ORA_ERR_DESC is as
below:

"ORA-20010: ORA-12899: value too large for column "APR_MART"."PRE_POST_ETL_

CHK"."COL1" (actual: 105, maximum: 100)

ORA-06512: at "APR_MART.P_POST_ETL", line 3

ORA-06512: at line 1

ORA-06512: at "APR_MART.PKG_PWR_UTIL", line 3306

-- ERROR while processing p_pre_post_incr_etl_tasks at 25-jun-2013 12:
ORA-06512: at "APR_MART.PKG_AIR_STOM", line 313

ORA-06512: at "APR_MART.PKG_PWR_UTIL", line 3323

ORA-06512: at "APR_MART.PKG_DBMS_JOB", line 1659

f. To ensure that a row is inserted from the custom routine before incremental
ETL - P_PRE_ETL, view table PRE_POST_ETL_CHK.

3 Ovaci S0 v ARAIMT APR MAKT T
File ES1 View Mavigite Bun Sowee Venining Migration Joek  Help
G e XAL Q-9 8- T
12 [ ARFUIMT_ARR_MMAT | _ S
B3RS 98 & 0068 arnaur_ape et = | T
=1 [Erter 56 Statenen: . i i
P ——————Y g
i

B Awsut| (5] eries Cutout | AhEpinn | B auscirsce | (loevs cupa | Qb owis cupe
st

T o

1 This procedure is cabed in PRE_WCREMENTAL ETL_TASH

4. If the procedure (or database object) is not found, then the application logs the
error(s), and fails the ETL.

In this case, the ETL may be executed if you have explicitly created an
exception-handling for such cases to absorb any exceptions, and go to the next
step in the ETL process.

Optionally, to resolve this issue, create a procedure of that name, provide an
existing procedure name, or remove the configuration.
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Oracle Recommends:

= You should not modify the existing names of the database objects
of Argus Insight, though additional objects can be created as part
of customization as per your business needs.

s The changes related to custom routines should be tested in a test
environment before implementing in the production environment.
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Reporting Extensibility

This chapter provides the information on the following:

= Business Intelligence Publisher (BIP/ BI Publisher) report and the report
framework. BIP is an additional option to the existing Cognos and BusinessObjects
in Argus Insight.

= Executing a report on Case Series/Power Queries of Argus Insight using Cognos
Reporting tool and BusinessObjects.

= The OBIEE Argus Insight RPD architecture and how to use flex bucketing in the
RPD. The querying is done on the data from Argus Safety BIP temporary tables
that are brought into Argus Mart tables (information about corresponding report
configuration and value of report parameters used for report execution).

This chapter comprises the following sections:

=  Business Intelligence Publisher Extensibility
= BusinessObjects Extensibility

s Cognos Extensibility

= OBIEE Extensibility

5.1 Business Intelligence Publisher Extensibility
This section comprises the following topics:
= Assumptions
s Business Purpose
= Global Temporary Tables
= Report Package Features
= Data Model
s Bl Publisher Report Templates
» Bl Publisher Reporting Tips

Note: The appearance of the user interface that you see in the
application may vary from the figures displayed in the subsequent
sections.
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5.1.1 Assumptions

The Business Intelligence Publisher (BI Publisher) extensibility has the following
assumptions:

s The user has a working knowledge of report creation in BI Publisher.

»  Argus Insight Release 8.0 (Al 80) supports Oracle BI Publisher - File system catalog
type only. Even though BI Publisher is integrated with Oracle Business Intelligence
Enterprise Edition (OBIEE), the catalog type should be set to Oracle BI Publisher - File
System.

Disclaimer:
OBIEE Presentation catalog is not considered or tested for this release.

Any customer using BI Publisher integrated with OBIEE still needs to select Oracle BI
Publisher - File system catalog only.

See Also:

Oracle FMW - Administrator Guide for Oracle Business Intelligence Publisher > Configuring
the Catalog

5.1.2 Business Purpose

This report is a generic listing of cases with key Pharmacovigilance data elements. This
framework can be used for custom reporting.

5.1.3 Global Temporary Tables

Global Temporary Tables (GTTs) are the Oracle tables, having data type as private; such
that data inserted by a session can be accessed by that session only.

The session-specific rows in a GTT can be preserved for the entire session, as Al report
tables are created using ON COMMIT PRESERVE ROWS clause.

The report specific package pkg_rep_linelisting, populates the following report GTTs:
s rep_case_tmp

s rep_event_tmp

s rep_prod_dose_tmp

s rep_evt_assess_tmp

s rep_case_detail_tmp - The Case Detail GTT is populated with user accessible cases
in the generic package after applying user data security.

Extending Global Temporary Tables
The following are the steps to extend GTTs:

1. Alter the GTT, to add a new column.

2. Write population logic for the new column in User Exit package. For example, to
populate case level table rep_case_tmp the following User Exit package - procedure
can be used: pkg_rep_linelisting_user_exit.p_modify_case_tmp

3. Modify the User Exit package to append case number with ABC, such as:
PROCEDURE p_modify_case_tmp IS
BEGIN
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UPDATE REP_CASE_TMP SET CASE_NUM = 'ABC'| | CASE_NUM;
END p_modify_case_tmp;

Note: Any DML statement or complex PL/SQL logic can be implemented in the
User Exit packages.)

4. Compile the User Exit package and run the report.

In the report, you will find case number prefixed with ABC.

5.1.4 Report Package Features

A package is a namespace that organizes a set of related classes and interfaces.
The types of packages used in BI Publisher report are:
= Generic Package

= Line Listing Package

5.1.4.1 Generic Package

BI Publisher report has pkg_rep_generic as the generic package that will be used to
create/modify all future BI Publisher reports.

This package performs the following functions:

= User Context is set, so that the user can view data only as per user data access
rights.

»  Global table rep_case_detail_tmp is populated with cases after applying data
security.

= Log tables population logic is created within the generic package.

This package contains following procedures/functions:

Table 5-1 Generic Package - Procedures and Functions

Procedure/Function Parameter/

S.No. Name Argument Used Description
1. p_set_user_context = pi_enterprise_id: This procedure is used to set user
Enterprise ID context (for multi-tenancy) and data

security variables. Using the package

® PplLUSELName pkg_rls.set_context, user context will

Ezg)ét(:ﬂieaser be set, by passipg gnterprise ID, user
name and application name to the

who has logged K

in to BI Publisher) package.

2. p_pop_case_detail = pi_querytype: Q- This procedure populates case series
Query, in global table rep_case_detail_tmp,
A-Advance used in BI Publisher reports.
Condition, F -

Filter, and C -
Case Series For p_querytype = C, cases are
i inserted in global table rep_case_
- }él;:SIéSERIES detail_tmp. from the table case_detail.
ID/QUERY_
ID/AC_

For p_querytype IN ('Q', 'F', 'A’), the
global table rep_case_detail_tmp gets
populated in the procedure p_
caseseries_from_query.

ID/Filter_ID to
get data for cases
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Table 5-1 (Cont.) Generic Package - Procedures and Functions

Procedure/Function
S.No. Name

Parameter/
Argument Used

Description

3. p_rep_execution_log
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pi_ora_err_desc:
Oracle-defined
error code and
description

pi_table_name:
Table/Module
name

pi_description:
User-defined

descriptive error
message

This procedure is used to log status
of table population and SQL
exceptions in table rep_execution_log.

Routine Call: PKG_REP_
GENERIC.P_REP_EXECUTION_
LOG (NULL, 'p_pop_case_tmp',
'Data population for table REP_
CASE_TMP started.");

Before populating the table rep_case_
tmp, this procedure logs a message
that 'data population for table <rep_
case_tmp> started'. After successful
completion of the process, it logs a
message that 'data population for table
<rep_case_tmp> completed’.

Besides, in each population routine
section in the SQL exceptions; this
procedure is called to log SQL error
messages.

See Also:

Section 5.1.4.2.3, Populating Data for
Generic Line Listing Report
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Table 5-1 (Cont.) Generic Package - Procedures and Functions

S.No.

Procedure/Function
Name

Parameter/
Argument Used

Description

4.

p_rep_sql_log

p_keep_report_data

pi_module_name:
identifier to
various calling
modules

pi_sql_text:
Dynamic SQL
created

pi_module_name:
Calling module
name

pi_src_table:
Source table
name

pi_tgt_table:
Target table name

This procedure logs dynamic SQL
queries created in the generic
package. The following SQL
statements are logged in this
package:

1. Insert statements in the table
rep_case_detail_tmp.

2. Update study_unblind_ok, code_
broken statement in the table rep_
case_detail_tmp.

3. Insert statements in the report
log tables.

For example: pkg_rep_generic.p_
rep_sql_log (pi_module_name, Ivc_
sql); —-lvc_sql

Once report is executed, you can
copy the query from column sql_text
of the table rep_sql_log where all
queries exist. Execute the desired
query in the database.

Example Routine Call:

pkg_rep_generic.p_rep_sql_log ('p_
caseseries_from_query’, Iclb_sql);

where

lclb_sql := 'INSERT INTO rep_case_
detail_tmp (case_id) ' | | lclb_rpt_sql;

Besides, Iclb_rpt_sql > sql_for_report
column value from the table cfg_adv_
cond.

This procedure maintains session
data in the report log tables. It is
called in the report specific package
pkg_rep_linelisting.

For example: PKG_REP_
GENERIC.P_KEEP_REPORT_DATA
(‘p_pop_case_tmp', 'REP_CASE_
TMP', 'REP_CASE_LOG);

In the above example, if the profile
switch KEEP_REPORT_DATA value
is yes, then the table rep_case_log will
be populated with the session data
rep_case_tmp.

See Also:

Log Audit Tables, explained later in
this chapter
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Table 5-1 (Cont.) Generic Package - Procedures and Functions

Procedure/Function Parameter/

S.No. Name Argument Used Description

6. f_get_insert_sql = pi_src_table: This internal function generates
Source table dynamic SQL to insert data from the
name report GTT into the report log tables.

«  pi_tgt table: It also returns the generated SQL.

Target table name Example Routine Call:

= pi_append_flag: pkg_rep_generic.f_get_insert sql (pi_
Append hint src_table, pi_tgt_table

The data from source table is inserted
into the target table.

7. p_caseseries_from_ »  pi_ac_id: Query  This procedure inserts cases into the
query ID to get SQLs for table rep_case_detail_tmp, when the
case detail and Query/Case parameter is passed a

blinded security ~ value as Q/F:

= pi_querytype:Q- w  For Query type - Q, the SQL
Query, and F - query is fetched from the table
Filter cfg_adv_cond.

= For Query type - F, the SQL
query is fetched from the table
filter_valuesets.

This procedure is called in the
procedure p_pop_case_detail to
populate cases for Query or Filters.

8. f_get_query_details = xdo_user_name: This function populates the Case
Report User Series/Query / Advanced
Name (the user ~ Condition/Filter Name as per the
who has logged  user access rights.

ilyugiiesEaIer) The parameter pi_id for Case/Query
Name prompt, populates with the
= pi_enterprise_id: Case/Query/AC/Filter names based

Enterprise ID on the selected Enterprise ID.

= pi_querytype: C - And parameter pi_guerytype for Case
Case Series, Q-  Series/Query prompt, populates as
QBE, A - per the logged-in user.
Advanced
Condition, or F-
Filter

5.1.41.1 Context Setting
The context settings for multi tenancy are described in this section.

The procedure p_set_user_context, sets enterprise, user name (username), and
application name (app_name) context for Oracle Virtual Private Database policy (VPD).

See Also:

Oracle Technical Reference documents for more information on Oracle VPD.

5.1.4.1.2 Case Series Data Population
The cases in the table rep_case_detail_tmp are populated as follows:
»  For Case Series/Query Type - C: Cases from the table case_detail are populated.

»  For Case Series/Query Type - Q or A: Execute the SQL command on the column
sql_for_report from the table cfg_adv_cond.
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»  For Case Series/Query Type - F: Execute the SQL command on the column sql_for_
report from the table cfg_adv_cond and also join another table filter_valuesets.

5.1.4.2 Line Listing Package

The BI Publisher report has pkg_rep_linelisting as a Generic Line Listing Report specific
package.

In this package the report GTTs are populated.
See Also:
Section 5.1.3, Global Temporary Tables

5.1.4.2.1 Generic Parameters

For generic parameters, it is mandatory to declare these parameters in the package that
are used in the BI Publisher report. Henceforth, if any new parameter is required to be
included in the report then it (new parameter) must be declared in the report specific
package.

See Also:

Section 5.1.5.2, Report Parameters for more information about the parameter variables
usage in data model.

The following report parameters are declared in the report package pkg_rep_linelisting:

Table 5-2 Report Parameters

Mandatory/

S.No. Parameter Name Optional Description

1. pi_enterprise_id: =~ Mandatory A user specific Enterprise ID is passed from
Enterprise ID BI Publisher to the package, where

Enterprise ID is fetched from the table cfg_
user_enterprise_apps.

2. pi_querytype: Case Mandatory A Case Series (C), Query/QBE (Q),

Series or Query Advanced Condition (A) or Filter (F) is
passed from BI Publisher based on the user
selection.

3. pi_id: Mandatory A user specific case series ID, query ID or
CASESERIES _ filter ID is passed to the package based on
ID/QUERY_ the user selection. But in the report, Case
ID/AC_ID/Filter_ series or Query Name is displayed for the
ID to get data for enterprise ID and query type selected.
cases

4. pi_category_name: Optional This is an optional free text parameter,
Category Name where a user can enter report category

name.

5. pi_rpt_sub_title: Optional This is an optional free text parameter,
Report where report sub-title is entered.
Sub-heading

6. pi_rpt_title: Report Optional This is an optional free text parameter,
Name where report name is entered.

7. xdo_user_name Optional A BI Publisher login user name is passed to
this parameter. This is BI Publisher system
parameter.

See Also:

BI Publisher Technical Reference document.
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5.1.42.2 Adding New Parameter in Package

This section is explained with the help of an example. Let us say, you want to add a
new parameter pi_case and restrict the data model based on the Case ID input. To do
so, declare the new parameter in the package as shown below:

EE AIFDIRS_APR_MART~! X |[[)PKG_REP_LINELISTING *

Code | Grants | Dependencies |References | Details |Profiles

3 (@ b %@

create or replace

FacEneE pkg rep linelisting &S

-- EBelow parameter wariables are added because each BIP parameter needs to be declared in package used.

pi_enterprise_id HUMBER:
pi_id HUMBER ;
pi_mquerytype VARCHAR2 (1);

pi_category_name VARCHAR2 (3Z767);
pi_rpt sub_title VARCHAR2 (3Z767);

pi_rpt title VARCHARZ (32767);
XD0_USER_NAME VARCHAR2 (3Z2767);
pi_case rep_case_tmp.case idsTYPE;

=, FUHCTION £ _pop_report data |
pi_enterprise id HUMEER,
xdo_user name VARCHAR2
pi_id HUMBER,
pi_gquerytype VARCHAR 2 )
BETURH EOQOLERN;
EHD pkyg_rep linelisting;

See Also:

Section 5.1.5.2, Report Parameters > Adding New Parameter in Data Model

5.1.42.3 Populating Data for Generic Line Listing Report

The list of routines/functions that are used to populate data for the Generic Line
Listing Report is as follows:

Table 5-3 List of Routine/Function used for Generic Line Listing Report Data

Routine/Function
S.No. Name

Parameter Used

Description

1. f_pop_report_data
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pi_enterprise_id,
xdo_user_name,
pi_id,
pi_querytype
See Also:

Report Parameters

Generic Parameters

In this function, the following procedures
are called in the same order as listed:

1.

To set user context call the procedure
as: pkg_rep_generic.p_set_user_
context (pi_enterprise_id, xdo_user_
name);

To populate the cases in GTT rep_case_
detail_tmp after applying user security,
call the routine as: pkg_rep_generic.p_
pop_case_detail (pi_id,pi_querytype);

p_pop_case_tmp - This routine is
explained later in the table.

p_pop_event_tmp - This routine is
explained later in the table.

p_pop_prod_dose_tmp - This routine is
explained later in the table.

p_pop_evt_assess_tmp - This routine is
explained later in the table.
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Table 5-3 (Cont.) List of Routine/Function used for Generic Line Listing Report Data

S.No.

Routine/Function
Name

Parameter Used

Description

2.

p_pop_case_tmp

Not applicable

This Procedure populates data in the GTT
rep_case_tmp. Before inserting data in the
table rep_case_tmp, log table rep_execution_
log is populated with the message as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_case_
tmp’, 'Data population for table REP_CASE_
TMP started.’);

See Also:
Section 5.1.4.2.1, Generic Parameters

Once the processing is completed for all the
rows in the table rep_case_tmp, log the
completion details as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_case_
tmp’, 'Data population for table REP_CASE_
TMP completed successfully. ’| |
SQL%ROWCOUNT | | " row(s) processed.”)

Calling User Exit procedure:

You can write your own logic to update
case data in the User Exit procedure PKG_
REP_LINELISTING_USER_EXIT.P_
MODIFY_CASE_TMP;

Any exception/errors while populating the
table rep_case_tmp are handled in WHEN
OTHERS exception as:

pkg_rep_generic.p_rep_execution_log
(SUBSTR (SQLERRM, 1, 300), 'p_pop_case_
tmp’, 'Error during data population for table
REP_CASE_TMP.")
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Table 5-3 (Cont.) List of Routine/Function used for Generic Line Listing Report Data

Routine/Function
S.No. Name Parameter Used

Description

3. p_pop_event_tmp Not applicable
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This procedure populates data in the GTT
rep_event_tmp.

Before inserting data in the table rep_event_
tmp, log table rep_execution_log is populated
with the message as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_event_
tmp’, 'Data population for table REP_EVENT_
TMP started.’);

See Also:
Section 5.1.4.2.1, Generic Parameters

Once the processing is completed for all the
rows in the table rep_event_tmp, log the
completion details as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_event_
tmp’, 'Data population for table REP_EVENT_
TMP completed successfully. * | |
SQL%ROWCOUNT | | " row(s) processed.’);

Calling User Exit procedure:

You can write your own logic to update the
event data in the User Exit procedure:

PKG_REP_LINELISTING_USER_EXIT.P_
MODIFY_EVENT_TMP;

Any exception/errors while populating the
table rep_event_tmp are handled in WHEN
OTHERS exception as

pkg_rep_generic.p_rep_execution_log
(SUBSTR (SQLERRM, 1, 300), 'p_pop_event_
tmp’, 'Error during data population for table
REP_EVENT_TMP.")
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Table 5-3 (Cont.) List of Routine/Function used for Generic Line Listing Report Data

S.No.

Routine/Function
Name Parameter Used

Description

4.

p_pop_prod_dose_ Not applicable
tmp

This procedure populates data in the GTT
rep_prod_dose_tmp.

Before inserting data in the table rep_prod_
dose_tmp, log table rep_execution_log is
populated with the message as:
PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_prod_
dose_tmp’, 'Data population for table REP_
PROD_DOSE_TMP started.’);

See Also:
Section 5.1.4.2.1, Generic Parameters

Once the processing is completed for all the
rows in the table rep_prod_dose_tmp, log the
completion details as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_prod_
dose_tmp', 'Data population for table REP_
PROD_DOSE_TMP completed successfully.
" 1'1 SQL%ROWCOUNT | | ' row(s)
processed.);

Calling User Exit procedure:

You can write your own logic to update the
product related data in the User Exit
procedure:

PKG_REP_LINELISTING_USER_EXIT.P_
MODIFY_PROD_DOSE_TMP;

Any exception/errors while populating the
table rep_prod_dose_tmp are handled in
WHEN OTHERS exception as:

pkg_rep_generic.p_rep_execution_log
(SUBSTR (SQLERRM, 1, 300), 'p_pop_
prod_dose_tmp', 'Error during data
population for table REP_PROD_DOSE _
TMP.)
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Table 5-3 (Cont.) List of Routine/Function used for Generic Line Listing Report Data

Routine/Function

S.No. Name Parameter Used Description
5. p_pop_evt_assess_ Not applicable This procedure populates data in the GTT
tmp rep_evt_assess_tmp.

Before inserting data in the table rep_evt_
assess_tmp, log table rep_execution_log is
populated with the message as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_evt_
assess_tmp', 'Data population for table
REP_EVT_ASSESS_TMP started.');

See Also:
Section 5.1.4.2.1, Generic Parameters

Once the processing is completed for all the
rows in the table rep_evt_assess_tmp, log the
completion details as:

PKG_REP_GENERIC.P_REP_
EXECUTION_LOG (NULL, 'p_pop_evt_
assess_tmp', 'Data population for table
REP_EVT_ASSESS_TMP completed
successfully. ' | | SQL%ROWCOUNT | | '
row(s) processed.");

Calling User Exit procedure:

You can write your own logic to update the
event assessment data in the User Exit
procedure: PKG_REP_LINELISTING_
USER_EXIT.P_MODIFY_EVT_ASSESS_
TMP;

Any exception/errors while populating the
table rep_evt_assess_tmp are handled in
WHEN OTHERS exception as:

pkg_rep_generic.p_rep_execution_log
(SUBSTR (SQLERRM, 1, 300), '‘p_pop_evt_
assess_tmp', 'Error during data population
for table REP_EVT_ASSESS_TMP.");

Any error exception in the function f_pop_
report_data, is handled with message as:

pkg_rep_generic.p_rep_execution_log
(SUBSTR (SQLERRM, 1, 300), 'f_pop_
report_data', 'Error during execution of f_
pop_report_data for ENTERPRISEID - ' | |
pi_enterprise_id | | , USERNAME-" | |
xdo_user_name | | ')

5.1.4.24 Log (Audit) Table

The log tables are divided into three categories as follows:

»  Session Details - There are four report log tables to hold the session data, namely:
- rep_case_log
- rep_prod_dose_log
- rep_event_log

- rep_evt_assess_log
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These tables are populated only if the BI Publisher profile switch KEEP_REPORT _
DATA is 'Y' that is, populate the report log tables. By default it is set as 'N' that is,
do not populate the report log tables. This is an enterprise specific switch.

The profile switch are available in the Argus Insight List Maintenance section, where
you can set it to "Y' or 'N".

See Also:
Admin Guide > <section - TBD> for the profile switch information.

The procedure p_keep_report_data, in generic package is used to populate data for
the Report Log tables.

See Also:
Section 5.1.4.1, Generic Package

= Process Details - The log table rep_execution_log, records the entire report table
process details. At each temporary table population procedures the log table will
be populated. In all exceptions, this log table is populated with Oracle SQL errors.

See Also:
Section 5.1.4.1, Generic Package

= Dynamic SQL Details - The log table rep_sql_log, is populated with the dynamic
SQLs generated in the generic package, only if the database profile switch LOG_
REPORT_SQL value is '1' that is, yes. This is a global switch to identify, if report
SQL is to be logged or not. The default value of this switch is '0' that is, no.

This database switch is not available in the Argus Insight UI List maintenance
section. It is required to be set in the database only.

See Also:
— Section 5.1.4.1, Generic Package
— Section 5.1.4.2.3, Populating Data for Generic Line Listing Report

5.1.4.2.5 User Exits

A User Exit is a package, which provides a way to pass control from reports specific
package to a User Exit package that performs some function (more appropriately data
manipulation function), and then return control to main report specific package.

User Exit is used for data manipulations that need extended procedural capabilities.

In section Populate Data for Generic Line Listing Report, under each report table
population, corresponding User Exit tables are mentioned.

See Also:
= Section 5.1.3, Global Temporary Tables > Extending Global Temporary Tables
»  Section 5.1.4.2.3, Populating Data for Generic Line Listing Report

5.1.4.2.6 Lexical Parameters

A Lexical Parameter is a placeholder column containing the actual text to be used in a
query. At runtime report query can be modified using lexical parameters.

Modify the Report Package specification to add Lexical Parameters as shown below:
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!:reate or replace
PRCERGE pkg_rep_linelisting AS

Ipi_enterprise_id HUMBER :
pi_id HUMBER :
pi_ruerytyne VARCHAR2 (1)
pi_category_name VARCHAR2 (32767);
pi_rpt sub_title VARCHAR2 (32767);

pi_rpt_title VARCHAR2 (32767):
xdo_user_name VARCHARZ (32767) 2
pi_case VARCHAR? (32767):
--[Lexical parameter Variahles]--
pi_orderby VARCHAR? (32767):
gl_orderby VARCHAR? (32767);

FUHCTIOH £ _pop report_data |
pi_enterprize_id HUMBER,
®do_user_name VARCHAR2 ,
pi_id HUMBER ,
pi_gquerytype VARCHAR2 )
RETURH EOOLEAN:

EHD pkg rep linelisting ;I

In the above figure, two Lexical Parameters pi_orderby and gl_orderby are added to the

Report Package.

pi_orderby is the parameter in the Data Model based on the value selected in this

parameter, the parameter gl_orderby will be selected.

Now, add code in the Report Package body that is, in the function f_pop_report_data,

the parameter pi_orderby is included as shown below:

ke 1) pi_enterprise id : Enterprise ID
--  2) xdo_user_name  : Report user Name
--  3) piid : Advanced Condition ID
--  4) pi_mueryrype : Query Type. C = Case Series, 0 = Custom Query

FUMCTTON £_pop_report_data |
pi_enterprise_id HUMBER,
xdo_user_name  VARCHAR2,
PI_ID HUMBER,
PI_QUERYTYPE VRRCHAR? ,
pi_orderhy VRRCHAR2)
RETURH BOOLEAN 1S

BEGIN

pkg_rep_generic.p_rep_execucion_log (HULL, 'f_pop_report_data', 'Data population for ENTERFRISE ID - ' || pi_enterprise_id || ', USER HAME - '

pky_rep generic.p set user context (pi_enterprise id, xdo user name):
pkg_rep_generic.p_pop_case_detail (pi_id, pi_muerytype):
p_pop_case_tup:

p_pop_event_tmp;

p_pop_prod dose_tup:

p_pop_evt_assesa_tup;

--[§tart Lexical Parameters]--
| IF pi_orderby = 'l' THEW

gl_orderby := ' ORDER BY case_num ';
ELSIF pi_orderby = 'Z' THEH

gl_orderby := ' ORDER BY case_id ';
ELSE

GL_ORDERBY := '';
EHD IF ;

--[End Lexical Parameters]--

pkg_rep_generic.p_rep_execucion_log (HULL, 'f_pop_report_data', 'Data population for ENTERFRISE ID - ' || pi_enterprise_id || ', USER HAME - '

RETURH TRUE:
EXCEPTTON
WHEH OTHERS THEH
ROLLBACK;

pky_rep generic.p rep execution log (SUBSTR (SOLERRM, 1, 300), 'f pop report data', 'Error during execution of £ pop report dats for ENTERPRISE

EHD £_pop_report_data;
EHD pikg rep linelisting:

Once the package is compiled without any errors, refer to Section 5.1.5.4, Adding
Lexical Parameter in Data Model, to add the lexical parameters in the BI Publisher.
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5.1.5 Data Model

In Argus Insight Generic Line Listing Report, there are five data sets, where G_Case is
the master data set from which case_id column is linked to all other data sets, such as
G_Prod, G_Event and G_Assess. So, for each case_id all the child data values will be
fetched.

ORACLE" BI Publisher Enterprise

| dagram . stucee | Code
B/ %

¥ E W R EEEEE

EEEEREEEEE

EEEEEEEE

Example 5-1 Generating sample XML Data Structure with our Data Model

<G_CASE>
<CASE_ID>10031422</CASE_ID>
<CASE_NUMBER>BIPLLREPORT2</CASE_NUMBER>

<G_PROD>

<DAILY_DOSE>3.333 ml</DAILY_DOSE>
<DRUGTYPE>S</DRUGTYPE>
<PROD_CASE_ID>10031422</PROD_CASE_ID>
<PRODUCT_NAME>MMR StudyDB Name Comp</PRODUCT_NAME>
</G_PROD>

<G_EVENT>

<DESCRIPTION_AS_REPORTED>yellow fever</DESCRIPTION_AS_REPORTED>
<EVENT_CASE_ID>10031422</EVENT_CASE_ID>

<PREFERRED_TERM>Yellow fever</PREFERRED_TERM>

<SO0C>Infections and infestations</SOC>

</G_EVENT>

<G_EVENT>
<DESCRIPTION_AS_REPORTED>rash</DESCRIPTION_AS_REPORTED>
<EVENT_CASE_ID>10031422</EVENT_CASE_ID>
<PREFERRED_TERM>Rash</PREFERRED_TERM>

<S0C>Skin and subcutaneous tissue disorders</SOC>
</G_EVENT>

<G_ASSESS>

</G_ASSESS>
</G_CASE>

This section also explains the following topics:
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= Data Sets

s Report Parameters

= Event Triggers

= Adding Lexical Parameter in Data Model

See Also:

Oracle Fusion Middleware - Report Designer Guide > Chapter 9

5.1.5.1 Data Sets

This section contains the information of the following actions:
= Adding New Column in Existing Data Set
= Adding New Data Set

5.1.5.1.1 Adding New Column in Existing Data Set

The following are the steps to add a new column in a data set:

1. Click on the data set in which you need to add a column and edit using icons

below Diagram tab.

2. Let us edit data set G_Assess. Click on G_Assess and edit the Data Set as shown

below:

ORACLE" BI Publisher Enterprise
Generic Line Listing Data Model

=l Data Model —
Diagram Structure Code

o B- | /7 ®

B Edit Data Set (]

E * Name |G A

L&G_Assess _ASSESS

,_a!, _Event * Data Source O Default Data Source

l_a!: S @ [PRMART || Refresh Data Source List

& coverrg * 5L Query | Query Buider_

SELECT ra.case_id evt_assess_case ID,

=l Event Triggers ra.event_causality dv Event Causality,

P re.pref term EA prefterm, rp.product_name EA prodname

e EEEnE FRCM rep evt_ assess tmp ra, rep evVent tmp re,
— Fle rep prod dose_tmp rp

WHERE ra.case_id = re.case_id RND

o List of s ra.case_id = rp.case_id AND 1C

— ra.prod sSeg num = rp.sSeg_num AND I

=8 QuenyT, £ ra.event_seq num = rYe.seq num =

=n CRDER BY ra.case ID, rp.seq num, re,3ed nDum

5i E ‘ - - -

=, |

0= pi Category name

e Help OK || Cancel

i I

3. Inthe SQL Query, add any column from the available tables and click Query
Builder. For example, re.onset_ve EA_onset. Once query is built successfully, the
column is added to the data set G_Assess.

5-16 Oracle Argus Insight Extensibility Guide



Business Intelligence Publisher Extensibility

"DRACLE"  BI Publisher Enterprise

L= R

[PATIENT_RANDOMIZATION MUMEER

HEEEEEEDDE

]
]
]
]
]
]
]
]
]
]
]

EEEEEEEE EEE

5.1.5.1.2 Adding New Data Set
The following are the steps to add a new data set:

1. Click on New Data Set icon and select SQL Query as shown below:

" Generc ine Liting Data Hode!
= Data Model
E£ Structure ‘| Code ™.

[ Data Model

= Data Sets

ﬁ MD¥X Query {b
4 Cracle BI Analysis
B view object
Web Service

CoverPg LDAP Query

¥ ¥ ¥

b ML File

Microsoft Excel File

3
¥

[E Event Triggers

B ENEE E N E E N Y =

L

@ BeforeReport HTTP (0L Feed) »

= Flexfiglds R »
SYSTIME »

B List of Values S »
QueryTypvalues SUBTITLE »
USERMAME »

Select Enterprize E
| Drop here for aggregate function |

= Parameters

2. Write a valid SQL statement to fetch values from the report GTTs. Enter a data set
name, such as G_NewDS5 and select proper Data Source from the list box. Click OK.
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Create Data Set - SQL (]

ThEme |G pNewDS

DataSource (O pefault Data Source
® [PRMART | % Refresh Data Source List
* 50L Query Query Builder

SELECT case_id, case_num, age, COGDLIY, SOBIXce
l FRCM rep case_tmp

Help OK || Cancel

3. You can see that new data set G_NewDS is created.

'ACLE" | BI Publisher Enterprise

L= 1]

= Bl pod

8 Bl G pvent

€5 0 FLan
sTSTRME
TIME
SLETITLE
USERNANE

TREATMENT SARATICN

EEREREEE EEE

4. Save the new Data Model and verify that new data set and columns are available
in the data model. Click Structure tab to give proper business names for the newly
added columns. You can see new data set G_NEWDS is available. Modify the
business name to G_MyDS.
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Table View | Cutput

e IREA IS DR Ly - o - I —
EG_Event G_Event Event
DESCRIPTION_AS_REPORTED DESCRIPTION_AS_REPORTED L) Description as Reported
EVENT_CASE_ID EVENT_CASE_ID ") Event Case 1D
EVENT_OUTCOME EVENT_OUTCOME 1) Event Outcome
EVENT_SERICUSNESS EVENT_SERIOUSNESS L) Event Seriqusness
ONSET_DATE_TIME ONSET_DATE_TIME B2 Onset Date/Time
PREFERRED_TERM PREFERRED_TERM i Preferred Term
Bl 50C ) s0C
EG_Assess G_Assess Event_Assessment
EVT_ASSESS_CASE_ID EVT_ASSESS_CASEID % EA Case ID
EVENT_CAUSALITY EVENT_CAUSALITY % Event Causality
EA_PREFTERM EA_PREFTERM 1) Preferred Term
EA_ONSET EA_ONSET 1) EA_ONSET
EA_PRODNAME EA_PRODNAME 1) Product Name
ElG_NEWDS G_MyDs G_MyDS
caseE 1D CASE ID_t % CASE_ID
AGENT SUSPECT WE AGENT_SUSPECT _VE & AGENT_SUSPECT _VE
OUTCOME_VE OUTCOME_VE i OUTCOME_VE
CASE_NUM CASE_NUM ' CASE_MUM
COUNTRY COUNTRY_L % COUNTRY
RPT_TYPE RPT_TYPE % RPT_TYPE
AGE AGE_1 1Y AGE
PAT_SUBI_MUM PAT_SUBJ_NUM 1) PAT_SUBI_NUM
RAND_NUM RAND_NUM 1) RAND_NUM
GENDER_VE GENDER VE ¥ GENDER_VE

5.1.5.2 Report Parameters

Report parameters are used to specify the data to use in a report, connect related
reports together, and vary report presentation.

The following report parameters are used in BI Publisher:

Note: All the below mentioned parameters, which are used in the
report data model must be declared in the report specific package.

If any of the parameters are not declared in the package, those
parameters cannot be used in the data model.
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Table 5-4 Report Parameters

Label/
Parameter Display Parameter Data
S.No. Name Name Type Type Description

1. pi_ Enterprise ID Drop-down Integer This prompt lists the

enterprise_id list Enterprise ID of all the
enterprises as per your login
credentials (that is, to which
logged in user belongs). You
are required to select an
enterprise for which you
want to run the report.

For the menu type,
parameter list of values
object needs to be selected.

The List of Value Select
Enterprise is selected for this
parameter.

In the list of values any
valid SQL query can be
provided. In this parameter
Enterprise ID is listed.

2. pi_querytype Case Series  Fixed String Generic Line Listing Report
or Query drop-down can be run on a Case Series,
list QBE, Advanced Condition
or Filter. This is a
drop-down (single select)
list that allows user to select
one of these type on which
you want to run the report.
The default value selected
for this parameter is Case
Series.

3. pi_id Case Drop-down  Integer An Enterprise ID is passed
Series/Quer list to get the correct Case
y Name Series/QBE/Advanced
Condition/Filter names as
per the login credentials.

Case series, QBE, Advanced
Condition or Filter name
will be listed based on the
Case Series or Query
parameter selected by you.

You will be allowed to select
any one option from the
drop-down list. In the
report, Case Series or Query
name is shown in the
drop-down list, but Case
Series ID or Query/Filter ID
will be passed to the
database packages.
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Table 5-4 (Cont.) Report Parameters

Label/
Parameter Display Parameter Data
S.No. Name Name Type Type Description
4. pi_category_ Category User Input String This is optional text prompt
name Name where you can enter the
name of report category (or
BI Publisher folder where
report is saved). This will be
printed in report header box
of Cover Page section.
5. pi_rpt_title Report Name User Input String This is an optional text
prompt where you can enter
a report title. This will be
printed on each page of the
report.
6. pi_rpt_sub_  Report User Input String This is an optional text
title Sub-Heading prompt where you can enter

report sub-heading. This
will be printed on each page
of the report.

See Also:

Report Mapping Specification Document > 2.1.6. Report Prompts

Adding New Parameter in Data Model

The following are the steps to add new parameter in the data model:

1. Include the parameter in the data set. For example, you want to see data for a Case
ID. Add where condition with a parameter pi_case in the data set G_LNEWDS.

Edit Data Set

* Name G_NEWDS
*DataSourcs () pefault Data Source

® [PRMART | % Refresh Data Source List

*50L Query Query Builder
select * from rep case_tmp

where case_id = :pl_case

Help OK || Cancel

TRATD TI0 T T

2. Click Query Builder and new parameter is created. Click OK to confirm.
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Message from webpage

\ ? } Do wau want ko create a bind parameter ? @ pi_case

L Ok J[ Cancel J

3. The parameter pi_case is now available in the parameter section of the Data Model.

&l Data Model
Bl Data Model >
+ X
() Data Sets +ame \pam Type Default Value |parameter Tyne Row Flacement |Reorder
@Be case pi_enterprise_id |}|Inmger vl | J[[menu v |1 E‘ [S]C]
s 5T | = “k & @00
Bo reent d == | |Fe DIEEEEE)
B pros b _Categery_name B ol et Ve ee
Boowers oot _tite |[sim | |[Fext JE H ee
pi_rpt_sub_title ”Im'g vl | J[[Text vk B @@
B BeforeReport -
B Flexfields

pi_case: Type: Text
g Listof Values

= Display Label | 7
B veryTypvalues [case o: I

= TextField Size. [ T

Eflselect enterprize b L I

- Options [~ Text field contains comma-separated values
CaseOrylames

I~ Refresh other parameters on change
B Paremeters
Ef pi_enterprise_id
B pi_querytype
e
0= pi_category_name
19 pi_rpt_tite
15 pi_rpt_sub_title

[ Bursting

4. Add the display label for the new added parameter, which will be shown at the
time of report execution.

k?arameters
+ X
*Name |Data Type Default Value
||Ji_enter|3rise_id |||Integer V| |
||Ji_querytype |||St'ing V| |
oiid nteger vl
|pi_Category_name |||St'ing V| |
||Ji_r|3t_t'ﬂe |||St'ing V| |
||Ji_r|3t_sub_h'ﬂe | |St’ing V| |

pi_case: Type: Text
Display Label |Caze ID: |

Text Field Size | |

Options  [7 Text field contains comma-separated values
[™ Refresh other parameters on change
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5. Declare the parameter pi_case in the Generic Report Line Listing Package pkg_rep_
linelisting. It is mandatory to declare the parameter in the report package. If the
parameter is not declared, the report will not execute. Execute the report and you
will be able to search data based on the newly added parameter Case ID.

See Also:

Section 5.1.4.2.2, Adding New Parameter in Package

Generic Line Listing Data Model —

Enterprise ID: 3

Case Series or Query: Case Series

Aaaa

Case Series/Query Name: --SELECT--
Category Name:
Report Mame:
Report Sub-Heading:
Case ID:

Mumber of rows to reh.lrn Run

6. If the parameter is not declared in the package, the error message Component PI_

CASE must be declared as shown in the enterprise manager bipublisher logs displays as
shown below:

W} bipublisher(11.1.1) @

Logged in a5 weblogic|Host BURC
@, Application Deployment +

Page Refrashed 5/

Log Messages 4 Broaden Target Scope |» | | Target Log Files.,

Elsearch
DateRange | MostRecent (v 3| [Minutes [
*Message Types [¥]Incident Error [#]Error [#]Warning [#]Notification [#] Trace [¥] Unknown
Message | contains v
(B) search | | acd Fields
View Show |Messages || View Related Messages v || Export Messages to File | v
Execution Context
Time A ?E“EQE Messsge D Message Log File
¥pe ECID Relationship 1D
Sep 25, 2012 4:14:43 AM EDT oracle xdo.serviet. CreateException: Path: [Lexical/Arqus Insight/General/Dat.. 72c07c38d60c135... 0 bipublisher.log
“ Sep 25, 2012 4:14:45 AM EDT java.sgl.5QLExeepton: ORA-06550: line 8, column 21 72007655d60c185.. 0 bipublisher.log
Sep 25, 2012 4:14:45 AM EDT SQLException encounter while executing data trigger ... 72c07c59d60c185.. 0 bipublisher.log
Sep 25, 2012 4:14:45 AM EDT javas.serviet.ServietException: oracke. xdo XDOException: oracle xdo XDOEx... 720d7c33d60c1S5... 0 bipublisher.log
I sep 25,2012 411443 AMEDT  Warning oracle. xdo. XDOException: oracle. xdo. XDOException: oracke. xdo XDOExcepti...  72c07c39d60c195... 0 bipublisher.log
Sep 25, 2012 414148 AMEDT  Warning UIUTils.renderError: strict serviet APT: cannot call getiVriter() sfter getOutpu...  72c07c38d60c135... 0 bipublisher.log
s Selected 1 | coumnsHdden 19
ElSep 25, 2012 4:14:49 AM EDT (Warning)
Message Level 1 HostIP Address 10.148,38.218
Relationship D 0 User <anonymous=
Comporent bi_serverl Thread ID 25
Module oracke xdo ECID 720d7c39d60c 195 1:6613¢e 12: 133034223 11:-8000-000000000000F45
Host BURD1153

Message oracle.xdo. XDOException: oracle. xdo XDOException: oracke. xdo XDOException: oracke, xdo XDOException: java.sgl.5QLException: ORA-06550: ine 8, column 21t

Supplemental Detal PLS-00302: component PI_CASE must be declared
ORA-DS550: ine 8, column 1:
PL/SQL: Statement ignared

7. Once the parameter pi_case is declared in the package, the report is executed
successfully.
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s
C5 GroupZ- 551 2%

General

Generic Line Listing

<7?xml version="1.0" encoding="UTF-8" 7>
<!-- Generated by Oracle BI Publisher 11.1.1.6.0 --3>
- <DATA_DS:=
<PI_QUERYTYPE=C</P]_QUERYTYPE>
<PI_ID=6</PI_ID=
<PI_CATEGORY_NAME=General</PI_CATEGORY_NAME:=
<PI_ENTERPRISE_ID =3 «</PI_ENTERPRISE_ID=
<PI_RPT_TITLE=Cioms II</PI_RPT_TITLE=>
<PI_RPT_SUB_TITLE:=Generic Line Listing</PI_RPT_SUB_TITLE>
<PI_CASE>10030850</PI_CASE=>
- <G_COVERPG=>
<CASE_COUNT »11</CASE_COUNT =
<CATEGORY_NAME=General</CATEGORY_MAME:=
<CONFIDENTIAL =ConfidentialpeAAtAtAtAr A</CONFIDENTIAL:
<ETLTIME=04-5ep-2012 20:25:16 GMT-8</ETLTIME:=
<NAME=BIPLL {The Case Series was last modified on : 23-AUG-2012 09:18 GMTAmerica/New_York) </NAME =
=CS_0_FLAG>Case Series</C5_{Q_FLAG>
=SYSTIME=25-SEP-2012 08:20 GMT-8=/SYSTIME=
<TITLE=Cioms IL</TITLE=
=SUBTITLE=Line Listing</SUBTITLE>
<USERMAME =avanishk - Ent2new</JSERNAME =
<CRITERIA=Case Number contains 'BIPLL'</CRITERIA>
</G_COVERPG>

5.1.5.3 Event Triggers

The following are the steps to view event triggers:

1. In BI Publisher report, there are three different types of event trigger: Before Data,
After Data and Schedule.

B Data Model .
Event Triggers
El Data Model
+ &R
= Data Sets "Name
G_Casze BeforeReport
G_Assess
G_Event

CoverPg

[ Event Triggers

[ petoreReport. <

= Flexfields
BeforeReport: Language: PL/SQL
B Listof Values Oracle DE Default Package %&Demﬂge_‘tl’
QueryTypvalues d

Select Enterprise Available Functions Event Trigger

- okg_rep_linelisting. _pop_report_data ~
CaseQryNames B Eyrackages (:pi_enterprise_id,ixdo_user_name,:pi_id,:pi_querytype) m
= PRMART
= Parameters e
B [% Parameters
E pi_enterprize_id =i pi_case
E5 pi_querytype = pi_rpt_sub_title
=i piid = pi_rpt_title
12 i Category_name = pi_Category_name >
E pi_id
02 pi_rpt_title )
Efpi_querytype
0= pi_rpt_sub_title Ef pi_enterprise_id
= pi_casze
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2. Inthe Event Triggers, for the Generic Line Listing Report you will create Before
Data trigger, which will set the user context before populating all the reporting
GTTs. The function called in the Event Trigger as shown in the above picture is:
pkg_rep_linelisting.f_pop_report_data(:pi_enterprise_id,:xdo_user_name,:pi_
id,:pi_querytype)

3. Incase, you want to delete some customized tables after data is generated, you can
create Event Trigger of type After Data and call package with delete statements.
See Also:

Report Designer’s Guide for Oracle Business Intelligence Publisher

5.1.5.4 Adding Lexical Parameter in Data Model
The following are the steps to add lexical parameter in the data model:

1. Edit the data set G_Case. Add Lexical Parameter &gl_orderby, as declared in the
package.

See Also:

Section 5.1.4.2.6, Lexical Parameters
YEdit Data Set [

*Hame |G Case
* =} -
Data Source () pefaylt Data Source

@ [PRMART »| Refresh Data Source List

*50L Query Query Buider
SELECT age age,
agent_suspect_ve Case Causality,
case_id Case_ ID,
case_num Casze Number,
gutcome ve Case Cutcome,

country Country,
pat_subj_num Patient ID,
rand num Patient Randomization Number,
gender_wve 3Sex,
rpt_type Source

FROM rep case_tmp

&g'__::'de:byi

Help | | OK || Cancel

2. When Lexical Parameters are added for the first time in the Data Model, BI
Publisher will ask for lexical references in SQL that is, Default Value for the Lexical
Parameter.
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Ei -- Webpage Dialog

El http: fiburdl 153, oradey.oraclecorp, com: 9704, xmlpserveridbydmeditilexicalmod. jsp

IPlease enter values for lexical references in SQL

*&GL_ORDEREY1 |ORDER BY CASE_NUM | O flex field

|ok | | cancel

http:ffbur01 153, oradey oraclecorp. com: 9704 xmipserver fdb i 0 Internet

3. Create a List of Values, Order By as shown below:

=l Data Model I N
List of Values

A
[ Data Sets o |‘$ x ‘
+Name Type Data Source Reorder
G_NEWDS
OrderBy Fixed Data R
G Case ||QueryTypvaIuEs | |F\xad Data Vl | | @ @
= |
@ c_sssess [select enterprise ||sqL query w| [PRMART v|@®
|

G_Event

G_Prod
CoverPg

@ Event Triggers

@ BeforeReport
O Flexfields OrderBy: Type: Fixed Data
B List of Values 1 # *®
+Label *\alue
_ |Order by case num | |1 \
QueryTypvalues |Order by case id | |Z \

Select Enterprize

4. Create the parameter pi_orderby in the Data Model and assign the LOV-OrderBy as

shown below:

Jarameters

+ X
l;:i?é-ne }[ln;i 'grzrpe - Iljefault value ||||9$S(r'|:15ter Type - RT; Plac%t‘ant R@urg —
pi_Category_name [5ere =i et JF B e 1
pi_enterprise_id ||[nteger vl || | [teru Vi @@
pi_rmt_title ||[string || ||[Text vl B @@
bipt_sub_tite | wing = [ et v B @@ F
picase |[string | J[[Text vl B e

lpiforderb\; String VI Menu w [ ]

5. View the Report by selecting the parameter OrderBy.
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Signed In As awvanishk

a52 SEries

eneral

ine listing

der hv case num
m Order by case num
by case id

!

6. Execute the Report and verify that data is in order by Case ID as per the selected
option. You can find that the XML value of pi_orderby is '2'. In the package pi_
orderby value '2' means Order By case_id.

See Also:

Section 5.1.4.2.6, Lexical Parameters

ase Series
General
I
Cioms IT

Generic Line Listing
10030850
Crder by case id

<l-- Generated by Cracle BI Publisher 11.1.1.6.0 -->

- <DATA_DS:=
<PI_QUERYTYPE=C=</PI_QUERYTYPE:
<PI_ID=6G</PI_ID>
<PI_CATEGORY_MAME=General</PI_CATEGORY_MNAME=
<PI_EMNTERPRISE_ID=3</PI_ENTERPRISE_ID:=
=PI_RPT_TITLE=Cioms II</PI_RPT_TITLE=
=PI_RPT_SUB_TITLE=GenericLine Listing</PI_RPT_SUB_TITLE:=
«PI_CASE=>10030850+«/PI_CASE=>
<PI_ORDEREY »2</PI_ORDEREY =

7. Check the case data for the order of cases by case_id: 10031420 and 10031421 in
figure shown below:
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ase Series
General
I
Cioms IT

Generic Line Listing
10030850
Crder by case id

- =G _CASE=

<AGE=29 Years</AGE>
<CASE CAUSALITY >Yes</CASE_CAUSALITY =
<CASE_ID>10031420</CASE_ID=
<CASE_MNMUMBER=BIPLLREPORT1</CASE_MNUMBER:=
<CASE_QUTCOME =Congenital Anomaly </CASE_OUTCOME:=
<COUNTRY >TURKMENISTAN </ COUNTRY =
<PATIENT_ID=12</PATIENT_ID=
<PATIENT_RANDOMIZATION_MNUMBER =34 </PATIENT _RANDOMIZATION_NUMBER:=
<SEX=Male«/SEX>
<SOURCE=Sponsored Trial</SOURCE:=

+ «G_PROD=>

+ =G_EVENT =

+ «G_ASSESS:>

</G_CASE=

- =G_CASE=

<AGE=29 Years</AGE>
<CASE_CAUSALITY >Yes</CASE_CAUSALITY =
<CASE_ID>10031421</CASE_ID>
«<CASE_MUMBER=BIPLLREPORTS </CASE_MNUMBER=
<CASE_OQUTCOME=Death due to AE/infection</CASE_OQUTCOME =

<COUNTRY >TURKMENISTAN </ COUNTRY =
b i

8. Now, select the Order By case_num option in the Data Model.
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ase Series

General
Cioms IT
5 v| Run

<?xml version="1.0" encoding="UTF-8" 7=
«!-- Generated by Oracle BI Publisher 11.1.1.6.0 -->
- <DATA_DS=

=<PI_QUERYTYPE=C=/PI_QUERYTYPE=>
<PI_ID=6</PL_ID=
<P1_CATEGORY _MNAME=General</PI_CATEGORY NAME=
<PI_ENTERPRISE_ID=3</PI_ENTERPRISE_ID:=
<PI_RPT_TITLE=Cioms IL</PI_RPT_TITLE=
=PI_RPT_SUB_TITLE=GenericLine Listing</PI_RPT_SUB_TITLE=
<PI_CASE=>10030850</PI_CASE=>
<PI_ORDERBY >1</PI_ORDERBY >

9. Verify the case data for order of cases by case_num: 10031420 and 10031424, in the
figure shown below:

ase Series
X
Cioms II

Generic Line Listing
10030850

<AGE=29 Years</AGE>
<CASE_CAUSALITY >Yes</CASE_CAUSALITY =
<CASE_ID=10031420</CASE_ID>
<CASE_NUMBER=BIPLLREPORT1 </CASE_MNUMBER=
<CASE_OUTCOME=Congenital Anomaly</CASE_OUTCOME:=
<COUNTRY >TURKMENISTAN </ COUNTRY =
<PATIENT_ID=12</PATIENT_ID=
<PATIENT_RANDOMIZATION_MUMBER=>34</PATIENT_RANDOMIZATION_MNUMBER=
<SEX=Male«/SEX>
<SOURCE=Sponsored Trial </SOURCE:=

+ <G_PROD=

+ <G_EVENT=

+ <G_ASSESS>

</G_CASE>

- «<G_CASE=

<AGE=56 Years</AGE>
<CASE_CAUSALITY =>No</CASE_CAUSALITY =
<CASE_ID=10031424</CASE_ID>
<CASE_NUMEER=BIPLLREPORT10</CASE_MNUMBER>
<CASE_OUTCOME=Begin_Test of ¢£2¥}§ " peAAtAtAtAr A sAEigbglfOsO dOd</CASE_OUTCOME
<COUNTRY >TURKMENISTAN </ COUNTRY =
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5.1.6 Bl Publisher Report Templates
This section explains the types of report template used in BI Publisher Report as
follows:
= Layout Editor
= Rich Text File Template

To view Event Assessment Data in the reports, you should create Event Assessment as
a separate block in both Layout Editor and Rich Text File (RTF) template; Product and
Event details should be fetched from the Event Assessment Level only to see Event
Assessment Data.

This section also explains:

s Bl Publisher Logs

5.1.6.1 Layout Editor

The following are the steps to edit/modify an existing report layout:

1. Create a Repeating section as shown below:

XORACLE BI Publisher Enterprise
r Generic Line Listing Report-LE : LL_DOC

-/ Data Source Ea 3 ] 3 | [ ~ | Insert I Page Layout I Layout Grid Cell
= (5 DATADS - Components Page Elen
o |abe] pi_gquerytype
- 399 pi_id
i [abe] pi_Category_name .
- 199 pi_enterprise_id tﬂ Repeating Section 3G

| Layout Grid B DataTable [l chart A pivotTable = List I_' Page Brezk |#

|‘_| Total Pages

oo lahe] pi_rpt_title 50 100 150 200 250 300 350 400 450

. @ pi_l'pt_Sle_tiﬂE T A I_| L I_| I T [ T T T T T T T [N T N T T T T [T T T Y NI

= 5 Cover Page Insert a Repeating Section @i
- |993] Case Count

be] Category Mame

go.nﬁc.lentlal @) Element | pi_querytype w
be] Criteria '

Repeating/Grouping by

H]

e labg] ETL time

i [ab] Mame

- |abe] Query [ Case Series
B bc] Report Execution Time I
i [abg) ReportName

be| Report Sub-Heading
abe] UserMName

- 3 Case
. B Age Help OK || Cancel

= - - - . |

Group Detail

2. Select a valid Group Name that is, Element from the element drop-down list.

L PR R R R R
KInsert a Repeating Section (]

Repeating/Grouping by
@ Element v

Group Detail

Help OK || Cancel

3. A Repeating section is created, as shown below:
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End Repeating - Case

4. Add columnsin

the Repeating section. For example, click Case Number and drag

it to the Report Layout section.

ElData Source (90 %O D~ TR Pt | tevostandcell | L @S E R
| a— Fant Higranerst Twet | Delste | Joiolgr
b Seect - | Gostom Cusatom = | [ = | % | S vemion 0 -
Rosers - | B 7 UE & % (EEE I Bie Deiete Cohamn | 53 Lo

Hame
Query |
Report Besuton Time
R
g

e Hame:

g
o
g
o]
g
o]
Case

]

m
¥

o8
8%

53

m 50
Fou WP o8

Tatnl Count of Cases s Hiist Case Coun)

p
i

IR EEE

ie¥

P&

5. Drag Case Level columns only in the above Repeating section. Columns from
other groups, such as Product or Event should not be included here.

Userhame
= case

Case Causality
Case ID

} B

Case Qutcome
Country
Patient ID

Sex

Cruwra

4

Patient Randomization M

Case Number Age

End Repeating - Case

6. Add a child Repeating section for the Product.
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,\‘@ﬂppearance b Select + | [mumwm US| = | % o rﬁ H3E USIETE HOW ix
Background Color ] Roakete - ||B|lZ U & 5%% = ] Bie Delete Column | 41
Border Bottom =]

50 100 150 200 250 300 350 400 450 500
Border Left = PO T S S T S S A S S A S S S S S S TS S S S S T T S A S S S Y MY
Border Right =] B case count:
Border Top =] .
Height ETntaICnuntnfCases in Hitist: Case Count
; [EETMIEESEISERES are:
Text Alignment  Left
Vertical Alignment Top NAME
it
| CRTERIA
Case Outcome
Case Number I |
: mmERdRepeatip sy
7. In the Repeating section, you can add Layout Grid with as many required

columns as you want to include in the report.

ETL time

Case Count:

Total Count of Cazes in Hitizt: Case Count

report and click Return.
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Rows 1|
CRITERIA
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o
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End Repeating -

End Repeating - Event
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Insert a Repeating Section (]|

: Repeating/Grouping by
@ Element v

Group Detail

Help Ok Cancel

ETIT REpEa Ty

9. The Report is displayed as shown below:

b

LL_DOC
Edit | Properties | Delete

10. Click View a list to select Default Format, Default Report and etc.

View Thumbnails | View a list

Layout
Apply Style Template Q,

+ 7 = R
Name Template File Type Output Formats Default Format Default Layout Apply Style Template |Active |View Cnline Locale Reorder
Line Listing Layout Line Listng Layoutxpt  |xpt | POFRTFExcel | O E @@
LE_LineListing_test LE LinelListing_testxpt  |xpt |PDFRTRExcel || |[PDF %] O @@
LE_RepeatingFrame |E RepeatingFramespt  |xot |PORRTRExcel  |v||[PDF ) CIC)
Layout report 1 Layout report 1.xpt xpt | Interactve;HTML;PDA v | | Interactive v | @@
Layout report 1.1event  ||Layaut report 1. levent.xpt|xot | Interactive;HTMLPDA | |[Interactive v O @@
test raport test report.upt xot |POFRTFExcel || |[POF ™) O [@IC)]
LL_DOC LL_DOC.xpt xpt | POFRTF;Exceliponer > | |[POF | O [C]O]

11. To add more columns in a Repeating section, go to Data Source panel and select
the required column from the appropriate group. Drag the selected column into
the Repeating section.
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@8 o Lreen | R EHBR
Comperants Page laments
] Rt b sty & Lyt it A oataTable [l chat EBPovorTable E it | 5 page foesk [£] Page tuarier
i Lsertinme:
5 B Case ) Repeatng Secson S Tevt e 6D Gauge B tmage 2] vorn pages

Case Outcome Onset Date/Time:

Product Name:

Dese. &s Reported

. Case Number B O Solee ¥ StartRepesting ¥ StartRepeating-Eventd’ W Start Repeating - Event
: e g
. EndRepeating:  Term i

. EndRepestng-Event

13. To execute the report, click Report Link or Open the report. The following screen
displays:

. Home | Catalog i BS Open ~ ned In As avanishk

s

S

Generic Line Listing Report-LE

[#] rRTF
@ Excel

14. Enter the appropriate parameters.

s

LE Line Listing | apply |

Generic Line Listing Report-LE

[

15. Select a report output type, like PDF.
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ase Series

—SELEGT

General

Generic Line Listing

Generic Line Listing Report-LE

[w) rTF
@ Excel

16. The report is generated in PDF format.

5
=T

Generic Line Listing Report-LE

Page1ef3

%
7

5.1.6.2 Rich Text File Template
The RTF template has a main template and one sub-template. You can use the
sub-template in any future reports.

= Sub-template: The sub-template cover page details are as shown below:
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frtemplate:Header?=

ORACLE

RptExec Date

Rpt Title
RptSubTitle
<7end Header?>

<7template:Covpg?>

Report Fitters/Prompts:

Start Time of Last ETL Run:

ETLtime

Case Count:

Total Count of Casesin Hitlist: @

&
‘
a

MName

[BSHER Criteria

Criteria
<?end Covpg?=

<Memplate:Focter?s

UserMame Confidential Page1of1

The sub-template is divided into three categories:

- Template- Header: It contains Company Logo, Report Run Date, Report
Category, Report Title, and Report Sub-heading.

- Template- CovPG: It contains Report Prompts, Start ETL Time, Case Count,
Query/Case Criteria and Name.

— Template- Footer: It contains Login User, Confidentiality and Page Number.

Main Template: In this template the report columns are created in different tables
for different groups. Besides, sub-template should be called in the Main Template
as shown below:

Product Daily i daion Dates of Treatment Descriptionas Onset

Praduct Name Type Dose Treatment Duration  Reported Date/Time

=
come

Age Sex Source Country ga:l

Adding New Column in RTF
The following are the steps to add a new column in RTF:

1. Remove any existing column from the specific group, like Product or Event and
add a new column from the same group. Or, reduce the width of the column to
add a new column without removing an existing column.

2. To view Event Assessment values, Product and Event information should be
fetched from the Event Assessment Level only. You should not compare Event
Assessment Data with Product and Event level columns given in the Default

Report template.
3. Click Edit in the RTF template report and save the RTF template at your local
machine.
WH [Argus InsightfGeneral/Reports/Line Listing Report-SubTemplatexsb?=
2call-template: Header?>

Product Daily F It Dates of Treatment Descriptionas Onset
Type Dose ' ormulation 1 eaiment Duration  Reported Date/Time
[EfiCaseMNo Age |Sex |[Source |Ciry CaseCut ProdMame |DrgT Dose |Form DoT o Desc Ionset

Case Number Age Sex Source Country gajfome Product Name
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4. Click Open to display the RTF template document. Double-click on any existing
column of BI Publisher. The BI Publisher Properties displays. Enter any valid XML
tag for BI Publisher columns.

See Also:

Section 5.1.5.1.2, Adding New Data Set for XML tags available under the Data Sets
Structure tab.

e ——

Data Model Generic Line Listing Data Mode! 'Ck

X]

e File Download

Do you want to open or save this file?

@_,j Marme: Generic Line Listing Repart.rtf

Type: Rich Text Format, 76,3KE
From:  bur01153.oradev.oraclecorp.com

Generic Line Listing Report-RTF
Edit | Properties | Delete Open ] ’ Save ] I Cancel

|--" Wwhile files from the Internet can be useful, some files can potentially
e’ harm your computer. |f you do not tust the source, do not open or
= save this file. What's the risk?

5. Modify the column Country to display Patient Random Number column and save
the RTF.

Bl|Publisher, Properties [X|
Propetties  Advanced ]

Code
CTCOUNTRY?:

‘Word Properties (a4 Cancel |

S€

) Cas
LI Outcome

Case Mo Age |Sex |Source |G CaseOut

6. Upload RTF to the report. Click Add New Layout option as shown below:
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© | Administration | Help~ | Signout ©

kHu::rnE Catalog | | New~ Bs Open~ | Signed In As avanishk -

[G] Parameters o) Properties (&g View Report | B & | @

View Thumbnails | View a list

Ei' Add New Layout

7. Click Upload.

grr—

Data Model Generic Line Listing Data Model q

Create Layout
Basic Templates

©

Blank Blank Header and Header and
Upload Template File (=]

FTemplate File Browse...

*Type [ select - v

*Locale [ select - v|

Upload Cancel

Upload or Generate Layout

Upload RTF, PDF, Excel, Flash, X5L Generate RTF layout based on
Stylesheet, or eText template file. selected Data Model,

L) ®

Upload Generate

8. Select the new RTF template.

YUpload Template File [x]

*Layout Mame (L nEW

*Template File  [0:\aarvi\Argus\SeurceCl [ Browse... )

*Type [RTF Template v
*Locale v

Upload Cancel

9. Once uploaded, you can find two layouts in Thumbnail format as shown below:
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NORACLE' BI Publisher Enterprise ©® | Administration

Generic Line Listing Report-RTF E New
] N

Data Model Generic Line Listing Data Model QB ] Parameters Prupertles \ﬁEw Report | =} @ | @

Help ~

Home | Catslog B& Open ~ | Signed In As awvanishk -

View Thumbnails | View a list

+ Add Mew Layout

ik ik
e — e —
e — e —
‘Generic Line Listing Repart-RTF LL_MNEW
Edit | Properties | Delete Edit | Properties | Delete

10. Click View a list option to select Default Report and Output Format options. Once
you have saved the changes, click on view report option to execute the report.

Generic Line Listing Report-RTF Home | Catalog | [ New v

B& Open v | Signed In As avanishk v

¥
Data Model Generic Line Listing Data Modd % [ElPerameters [ Properties [ ViewRenort | [ E.\ @
View Thumbnals | View a list
Layout
Apply Style Template Q,
T =%
Name Template File Type Output Formats Default Format Default Layout Apply Style Template | Active | View Online |Locale Reorder
(Ganeric Line Listing ReportRTF ||c « lstingReport |rtf | PDF3RTFjExcel ﬂ FOF v 0 @@
LL_NEW & wlstnglepr e | b onemTE Eacell v |[HTVL v | | @@
JlHm™L -
[¥]roF
IrTF
[Excel
[Excel 2000
[Excel 2007
[JPowerPaint
[“]PowerPaint 2007 %
< | =

11. You can find both the Layouts and can view any Report Template Output by
selecting the appropriate tab. After passing correct parameters click Apply.

Genercne stng Reporta ™

Enterprise ID: 3

Case Series or Query: Case Series

aaQa

Case Series/Query Name: --SELECT--
Category Name:
Report Name:
Report Sub-Heading: Apply

Generic Line Listing Report-RTF LL Nﬁ_\%ﬂ =,

See Also:
Oracle Business Intelligence Publisher Technical Reference Manual > Report Designer’s Guide

> Oracle Fusion >Creating an RTF template section.

5.1.6.3 Bl Publisher Logs

While running BI Publisher report, by passing incorrect/invalid parameters,
sometimes you may get the following error messages:
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Adobe Reader

- File does not begin with "3%:PDF-",
\:!A) Local\EWHadipsmau

Or,

}\The XML page cannot be displayed

Cannot view XML input using XSL style sheet. Pleaze correct the error and then click the Refresh button, o try again later.

End tag "span’ does not match the start tag img’. Error processing resource ‘http://bur01153.oradev.oraclecorp.com:9704/xm...

<table style='background=color: #d%eSef; margin-top: 10px;' widsh='100%' cellspacing='0" cellpadding='0' border='0' summa...

Verify the BI Publisher logs from the Enterprise Manager.

You can verify the Al log tables or login to enterprise manager to check the BI
Publisher server logs.

See Also:

Section 5.1.4.2.4, Log (Audit) Table

The following are the steps to check BI Publisher server logs:
1. Login to Enterprise Manager.

2. Click Applications > BI Publisher.

3. Click Clustered Application Deployment > Logs and View Log messages as
shown below:

ORACLE Enterprise Manager 11g Fusion Middleware Control

@ Farm « &Topology

B~ {} bipublisher(11.1.1)@
= 52 Farm_hifoundation_domain | 8, Clustered Application Deployment
E 3 Application Deployments Home

3 Internal Applications
& adminservice(11.1. 1) Control »
i . ' To confinure anc

,%, analytics{11. 1, 1) {bi_
Logs ¥ View Log Messages 3
El biadminservices(11.1 % L .
@ biadminutils(11.1.1) {

,ﬁ, bicontentserver(11.1
& bilocaladmin{i1.1.1)

Performance Summary

Eﬁ bimiddleware(11.1. 1) B weblLogic Server Administration Console EBs
8 bioffice(11.1.1) (bi_d ADF >
& biofficeclient{11.1.1} Bean
&, [bipublisher(11.1.1 General Information Bean
,%a bisearch{11.1.1) (bi_ Bean Transactior
n%, ESSAPP (bi_cluster) Work Manager Bean Transaction
8 mapviewer(11.1.1) & Requests {per minute) 0.00 Bean Transaction
3 webLogic Domain Pending Requests 0 Bean Trz
3 Business Intelligence
[ Metadata Repositories = Deployments

4. Select the Date Range or Message Type and click Search. The BI Publisher logs
displays as the search result.
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W} bipublisher(11.1.1) @

Logged in a5 weblogic|Host SURC
% Application Deployment

Page Refreshed 5

Log Messages & Broaden Target Scope | | | Targetlog Fies.,

Elsearch
DateRange [vostRecent v 8| |Minutes
= Message Types [¥]Incident Error [Z]Error jarning [#] Notification [#] Trace [#] Unknown
Message | contains -
() search | | add Fickds
View w»  Show |Messages || view Related Messages |+ || Export Messages to File |+
Execution Context
Time A .TESSE‘QE Message D Message Log File
LEs ECID Relationship ID
| Sep 25, 2012 4:14:48 AMEDT  Warning aracle.xdo.servlet. CreateException: Path: Lexical fArgus Insight/Genera|/Dat... 72c07c99d60c195... 0 bipublisher.log
o Sep 25, 20124 Warning java.sgl.5QLExcention: ORA-06550: line 8, column 21 72cd7c99d60c195... 0 bipublisher.log
i Sep 25, 20124 Warning SQLException encounter while executing data trigger ... 72cd7c99d60c195... 0 bipublisher.log
Sep 25, 20124 Warning javax.servlet.ServietException: oracke. xdo XDOException: oracle xdo ¥DOEx... 72cd7c99d60c1S5... © bipublisher.log
1 sepas, 20124 Warning aracle. xdo. XDOException: oracle. xdo.XDOException: oracle. xdo. XDOExcepti... 72ci7c99d60c195... 0 bipublisher.log
Sep 25, 2012414148 AMEDT  Warning UIUTils.renderError: strict serviet APL: cannot call getWriter() after getOutpu...  72c07c99d60c195... 0 bipublisher.log
1 | Columns Hidds 13
ElSep 25, 2012 4:14:49 AM EDT (Warning)
Message Level 1 HostIP Address 10.149.38.218
Relationship ID 0 User <anonymous>
Component bi_serverl Thread ID 26
Module orade. xdo ECID 720d7c99d60c1951:6613¢e 12: 1350342221 1:-5000-000000000000F 45
Host BURD1153

Message oracle.xdo.XDOException: oracle. xdo XDOException: oradle. xdo XDOException: oracle, xdo XDOException: java.sgl.5QLExcention: ORA-06550: line 8, column 21:
Supplemental Detail PLS-00302: component PI_CASE must be declared
RA-0B550: line 8, column 1:
PL/SOL: Statement ignored

5.1.7 Bl Publisher Reporting Tips
You can extend our existing report model using the following actions:
s  Adding Column in Global Temporary Tables
= Populating New Column in User Exit Package
= Adding New Column in Data Set
= Adding New Column in Layout Report

5.1.7.1 Adding Column in Global Temporary Tables
The GTTs are created in the MART database.

To add new column in a GTT, login to the Mart schema and add a new column
CUSTOM in the GTT rep_case_tmp as shown below:
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[5] ar701M6_aPR_MART * |
€F

FPEBE PR Gued

DESC REP_CASE_TMP;

alter table rep_case_tmp add [customl VARCHAR2 (50 CHAR))
F.
[B= Statement Oukput
DESC REF_CASE_TMP
HName Tall Type
CASE_ID NUMEER
AGENT_SUSPECT_VE VARCHARZ (10 CHAR)
OUTCOME_VE VARCHARZ (50 CHAR)
CASE_NUM VARCHARZ (20 CHAR)
COUNTRY VARCHARZ (50 CHAR)
REFT_TYFPE TARCHARZ (30 CHAR)
AGE VARCHARZ (30 CHAR)
PAT SUEJ_NUHM VARCHARZ (20 CHAR)
RAND_NUM VARCHARZ (15 CHAR)
GENDER_VE VARCHARZ (10 CHAR)
CUSTOML VARCHARZ (50 CHAR)

5.1.7.2 Populating New Column in User Exit Package

You can populate the column CUSTOM in User Exit package by modifying the
package to include your DML statements and compile the package as shown below:

%M?DENG_APR_MART % |[)PKG_REP_LIMELISTING_LISER_EXIT X [@PKG_REP_LINELISTING_USER_ExIT Body *

Code | Grants | Dependencies | References | Detals |Profiles

C

— .
;'.\“‘ i}LF_JD "‘g;}" T

create or replace

PACERAGE BODY pkg_rep_linelisting user_exit AS

-- FREOCEDURE : P_MODIFY CASE_TMFP - custom procedure to modify case data

—- Parameter(s) : None

= PROCEDUPE p_modify case_tmp IS
BEGIH
PEG_REF_GENERIC.P_BEP EXECUTION LOG (HULL, 'p wmodify case twp', 'Execution of P_MODIFY CASE THMF :
--NULL ;
UPDATE REF_C4SE_THP
SET CUSTOM1 = 'TEATING CUSTOM1 Population'
VHERE CASE_NUM LIKE 'EI=' |
COMMIT :
pkg_rep_generic.p_rep execution log (HULL, 'p modify case_tmp', 'Execution of P_MODIFY CASE_TME
EHD p_modify case_tmp;

5.1.7.3 Adding New Column in Data Set

The following are the steps to add a new column in the data set:

1. Edit the existing Data Model and save the new Data Model with appropriate
name, such as LL_NEW_CUSTOM1_COL.

k LL_NEW_CUSTOM1_COL Home | Catalog | [§ Mew ~ BS Open-~ | Signed In As avanishk -
wh | &A@
| =l Data Model .
Properties
=] Data Model .
Description |argus Insight 7.0. 2. This data model contains data items with calculations for creating line listing
[ Data Sets reparts.,

(=1 I
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2. Edit the data set G_Cuse, include the new column and save the Data Model. The
column CUSTOM is added to the data set as shown below:

it ew_custors_cot

= Data Model I
Structure | Code

[ Data Model

= Data Sets

AGE »
CASE_CAUSALITY »
CASE_ID", »
CASE_COUNT w3 » CASE_NUMBER #
_ CATEGORY_MAME fabe] » CASE_OUTCOME »
@ coverrg CONFIDENTIAL g » | fcounTry »
B Event Triggers = CRITERIA L)+ PATIENT_ID »
N | eetve fabe] » PATIENT_RANDOMIZATION_NUMBER »
@Befureﬂepuﬂ NAME » SEX »
g Flexfields C5_Q_FLAG » | |cusTom »
_ SYSTIME » | ||SOURCE »
& List of Values TITLE » l| Drop here for aggregate function ﬂ
QueryTypvaIues SUBTITLE » =
= USERMAME [abc|
Select Enterprize
| Drop here for aggregate function |

3. Click Get XML Output to view the XML output of the new data model.

ORACLE" BI Publisher Enterprise Search [} b inistration | Help

E Data Model
W et AML Output
= Data Model 1
& -
e I 7 %

4. In the above generated XML output, verify the column CUSTOM that is populated
with the value as per the logic written in the User Exit package.

f e cusrom_co.
=

R

LEGeneric Line Listing

v |

- «<G_CASE=
<AGE=29 Years</AGE>
<CASE_CAUSALITY >Yes</CASE_CAUSALITY =
<CASE_ID=10031420</CASE_ID>
<CASE_NUMBER=BIPLLREPORT1 </CASE_MNUMBER=
<CASE_OUTCOME=Congenital Anomaly</CASE_OUTCOME:=
<COUNTRY >TURKMENISTAN </ COUNTRY =
<PATIENT_ID=12</PATIENT_ID=
<PATIENT_RANDOMIZATION_MUMBER=>34</PATIENT_RANDOMIZATION_MNUMBER=
<SEX=Male«/SEX>

- <G_PROD=
<DAILY_DOSE=3.33 % </DAILY_DOSE:=
<DATES_OF_TREATMENT =1981 to 1982</DATES_OF_TREATMENT =
<DECHALLENGE =Unknown </DECHALLENGE =
<DRUGTYPE=S</DRUGTYPE=
<FORMULATION >Cabsule </FORMULATION =
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5.1.7.4 Adding New Column in Layout Report

The following are the steps to add a new column in the Layout Report:

1. Edit the existing Layout Report and save as LL_NEW_CUSTOM_LE. Check that
new data model is selected for the new Layout Report.

Gonerictine istng neport ¢~

O ¥
Data Model  Generic Line Listing Data Madel ‘h

Select Data Model

Generic Line Listing Report-LE
Edit | Properties | Delete

2. Select the Data Model LL_CUSTOM1_COL

Malect Data Model 3]
Catalog [55 Generic Line Listing Data Model
] My Folder
(3 My Folders [5 LL_NEW CusTOM1_COL

EB Shared Folders
EB Argus Insight
Ella General
"] Data Models
H[) Reports
u Argus Insight-LA
(3 argus Inteligence
E[3 AvAN_TEST
HE[3 Components E|
E[3 OM-Folder
H[3 EnT1
B3 ENT2
H[] Samples

Help Open Cancel

3. At the top-left corner, you can see the new data model as selected for the Layout
Report.

"Generic Line Listing report-L

Data Model  LL_MEW_CUSTOM1_€OL Q

4, Save the Layout Report as LL_ NEW_CUSTOM_LE.
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k@ave Layout (2]

Layout List

B
I

Generic Line Listing Report-LE [xpt]

Layout Name: |LL_NEW_CUSTOM_LE] |
LDcaIe:|Eninsh (United States) V|

Help Save Cancel

5. In the Data Source panel you can view the column CUSTOM.

"Generic Line Listing Report-LE : LL_NEW_CUSTOM_LE Home | Catalog | B
ED‘?“E“I“C_&I _ ) @ | ¥ g | v | Insert I Page Layout I Layout Grid
Bl B3 Cover_Page b | Select
Case Count
Category Mame & Select ~
Confidential
Criteria & Delete -
ETL time 50 100 150 200 250 300 350 400 450 500
"'Name AN S T T T T N T T T Y N T T [N T T N T N T T T T T T T T T T N T T T T T S [ T T [N S T 1

] ) NAME
Query [ Case Series

et
Report Name
Report Sub-Heading CRITERIA
Userhame
B- 5 Case

Age
Case Causality
Case ID
Case Mumber | w StartRepeating - Case /
Case Outcome 3
Country
Patient ID
Patient Randomization I Case Number Age Sex Source Country
Sex
3 CUSTOM
- Source{b

& (B ProductfipaTa Dsja_casejcusTom)

Case Number Age Sex Source Country Custom

End Repeating - Case

6. Drag the column and include in the Case Repeating section only. Save the Layout
Report. Click Return and then click View Report.

Signed In As avanishk -~

View Report | E E | @

View Thumbnails | View a list

‘Generic Line Listing Report-LE

DataModel LL_NEW_CUSTOM1.COL @] Parameters [} Properties

Eﬂ' Add Mew Layout

7. Enter the appropriate values to the Report Parameters and click Apply.
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Generic Line Listing report-L: NN
Enterprise ID: 3 ]
Case Series or Query: Case Series ﬂ
Case Series/Query Name: | C5 Groupz- 551 ﬂ
Category Mame: | General|
Report Mame: Cioms I1
Report Sub-Heading: ine Listing CUSTOM Apply

=EYR=

8. Check that the report is executed successfully with CUSTOM value populated as
per the logic.

ORACLE BI Publisher Enterprise © | Administration | Hep~ | Sgnout &

Generic Line Listing Report-LE Home | Catolog | [
Enterprise ID: 3 I~

Case Series or Query: Case Series

Signed In As avanishk

Case Series/Query Name: | CS Group2- 551
Category Name: | General| ﬂ
RepartiNames | Cioms II

Report Sub-Heading: ine Listing CUSTOM | £ Apply

Generic Line Listing ReportlE © LL_NEW_CUSTOM_LE @ 6l [ 2 1@

9. You can see that the column CUSTOM is populated.

ORACLE

Cioms Il

LE Generic Line Listing CUSTOM

Case Number Age Sex  Souns Country Custom
- - | TESTING
SIPLLREFORT1 20 Years |Male ;ﬁ:‘“’m mﬁKME""‘T CUSTOM1 ‘
Population
- | TESTING
BIPLLREPORTID 56 Years |[Female |Spontaneous IUHK”E""‘T CUSTOM1 ‘
Population

5.2 BusinessObjects Extensibility
This section comprises the following topics:
= Assumptions
= Applying Argus Data Security
= Applying Blinded Security

= BusinessObjects Reports on Case Series/Power Queries
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5.2.1 Assumptions

The BusinessObjects extensibility has the following assumptions:
s The user has a working knowledge of report creation in BusinessObjects.

= Universe Connection is made using the schema APR_APP.

Note: The procedures mentioned in this guide are optional, one or
more steps can be omitted based on the valid business scenarios.

5.2.2 Applying Argus Data Security
To apply Argus data security for BusinessObjects:

= In the ConnectInit parameter of the connection, add the following string:

declare i number; BEGIN i := PKG_SECURITY.F_SET ENV_VAR('@variable('BOUSER')"');
END;

& Edit Ext Connection connection E3

saur Dracle database server uzing Met Client

Custom Parameters
Hink
ConnectInit EGIM i := PKG_SECURITY.F_SET_EMY _WAR('@vatiablg

< Back I Finizh I Cancel Help

Y

5.2.3 Applying Blinded Security
To apply blinded security for BusinessObjects:

m Insert the views V_RPT_PRODUCT and V_RPT_DOSE_REGIMENS from the data
source (APR_APP schema) to the BusinessObjects Universe.
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i Table Browser [_ [T}
Refresh |
-1 ¥_RPT_CHL_ENGLISH ]

- ¥_RPT_COMMENTS
F-0] ¥_RPT_COMPANY_CMTS
B[ v_RPT_CONTACT_LOG
#-[7 v _RPT_COMER_LETTER
B ¥_RPT_CRITERIA
B[] 4 _RPT_DEATH_DETAILS
-7 v_RPT_DEWICE_PROD_DELTY
-7 ¥_RPT_DEVICE_LID
EWaE FrT DSt REGIMEN:
-7 v_RPT_E2B
BT v RPT_EZBATTACHMENT STATUS
+-[ V_RPT_EMAIL_INFO
BT W_RPT_ETL_SCHEDULE_INFO

1 v_RPT_EU_DEYICE
-7 _RPT_EVEMT
[#- ¥_RPT_PREGNANCY
-7 v_RPT_PRINT_LOG
/WS RPT PRODIICT
-0 ¥_RPT_PRODUCT_COMCOMITANT
- ¥_RPT_PROD_DEVICES
-7 v_RPT_PROD_DEVICES_PMDA
- % _RPT_PROD_INDICATICNS

Tip: In case of a Blinded Text field the value is displayed as
#BLINDED# in the report to the blinded user , whereas for Blinded
ID field the value becomes -0.999999999. In order to change the ID
field to also display as #BLINDED# in the report to the blinded user,
add the following lines in the Select statement of the Object in the
Universe:

decode (<Table Name>.<ID Field>, -0.999999999, '#BLINDED#', to_
char (<Table Name>.<ID Field))

For example, DOSE is the Blinded ID column in table RPT_DOSE_
REGIMENS, then in order to display #BLINDED# for the object DOSE
in the report, use the below given statement in the Select statement of
the Object in the Universe:

decode (V_RPT_DOSE_REGIMENS.DOSE, -0.999999999, ' #BLINDED#', to_
char (V_RPT_DOSE_REGIMENS.DOSE) )
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Edit Properties of Dose | x|
Definition |Properties| .C\dvancedl Keys I Source InFormationI
Tvpe:
Characker j
Descripkion:
=
=
Select:
decode(V RPT_DOSE_REGIMENS.DOSE,-0,999933999, #ELINDED# ko _char =]
{%_RPT_DOSE_REGIMENS DOSE))
==
=
Where:
=4
=
=
Tables... | Parse |
a4 I Zancel | Apply | Help |
A

5.2.4 BusinessObjects Reports on Case Series/Power Queries

This section provides information about the steps to create and run the
BusinessObjects Reports on Case Series/Power Queries.

This section comprises the following sub-sections:
»  Modifying BusinessObjects Universe

= Modifying BusinessObjects Reports

5.2.4.1 Modifying BusinessObjects Universe

The following are the steps to modify the universe:

1. Import the view V_REP_CASE_DETAIL_TP_TMP from the data source schema
APR_APP.
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Ed Table Browser M= E

Refresh |

F-[7] v_MART_DATA_INSERT_LOG_LOG
5 v_MEDDRA_SMG_TERM

#-[7 v_MEDDRA_SMG_TERM_EB

- ¥_MECDRA_SMQ_TERM_DETAILS
5 v_MEDDRA_SMG_TERM_I

H- [ w_MSE_NAME

-7 W_PRODUCT _WIEW

B v_PROSPECTIVE_STATUS

M v Py CFs_EVEMT_GROUP_DETAILS
-7 ¥_REA_CAUSALITY_DATA

[ v _REP_CASE_DETAIL_TMP
_DETAIL_TP_TMP:
B v_REP_cCasE_LoG

] v REP_CasE_TMP

] ¥_REP_EMENT _LOG

-7 v_REP_EVENT _TMP

- v_REP_EWT_ASSESS_LOG
#-[7 v_REP_EWT_ASSESS_TMP

e BT i e LR

2. Insert a join for the view V_REP_CASE_DETAIL_TP_TMP as:

(case when V_REP_CASE_DETAIL_TP_TMP.code_broken IS NULL then 1 when V_REP_
CASE_DETAIL_TP_TMP.code_broken = 4 then 1 when V_REP_CASE_DETAIL_TP_TMP.STUDY

UNBLIND_OK = 1 then 1 when NVL(TO_NUMBER (SYS_CONTEXT ('
CONTEXT', 'USER_UNBLIND_SEC')),0) = 0 then 1 else 0 end = 1)
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Edit Join Ed

Tablel Tablez

v_REP_CASE_DETAIL_TP_TMP

Outer join [ [~ outer join
— Cardinality
| Dekect | LA
M L

[~ Shorteut join
—Expression

(case when ¥_REP_CASE_DETAIL_TP_TMP.code_broken 15 MULL then 1 when ;I
W_REP_CASE_DETAIL_TP_TMP.code_broken = 4 then 1 when

Y_REP_CASE_DETAIL_TP_TMP.STUDY _UMELIND_OK = 1 then 1 when MYL{TC_MUMBER.
(SYS_CONTEXTCINSIGHT _APP_CONTERT','USER_UMELIND _SEC),00 = Othen 1 elseDend = 1)

[

Edit... | Parse |

Advanced | OF I

3.

Cancel | Help |
F

Create joins for the view V_REP_CASE_DETAIL_TP_TMP with view V_RPT_
CASE or RPT_CASE. For Example:
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Edit Join

Tablel

Tablez

[¥_REP_CASE_DETALL_TP_TMP

ALTOPSY -] CASE_ID
BROKEN_BEY 1 CODE_BROKEM
BROKEN_DATE 1,1 1,1 |STUDY _UMNELIND Ok
BROKEN _DATE K T + | —|REPORT _EXECUTION_ID
CASE ID DATE_MODIFIED
CASE_MUM
CEMTER,_ID
CEMTER._MA&ME
CLASSIFICATION_ID
CODE_BROKEMN
CODE_BROKEM_STATUS
COUNTRY x|
Quter join o [ Outer joir

— Cardinality

L g Detect | o

M M

Each ¥_RPT_CASE has one and only one ¥_REP_CASE_DETAIL_TF_TMP
Each ¥_REP_CASE_DETAIL_TP_TMP has one and only one ¥_RPT_CASE

™ sharkcuk join

—Expression

Y_RPT_CASE.CASE_ID=Y_REP_CASE_DETAIL_TP_TMP.CASE_ID

4. Insert a class in the universe called Query Execution which contains an object
called Report Execution ID (V_REP_CASE DETAIL_TP_TMP.REPORT _

EXECUTION_ID)

:0n Fle Edt view Insert Tools Windaw Help

D2l sh|l«bEAaN 9|R| B

B [[E= 5w =] ‘

FEEERErT R ]

© X &/ f |V_REP_CASE_DETAIL_TP_TMP.REFORT_EXECLITION_ID
|

)

Quety Execution
freport Execution Id
VRap Care Detail Tp Tmp
General -> General Information
Product - Product Information

[

W_RPT_PRODLICT

_RPT_DOSE_REGIMENS

fasiisE
JABLISE_DESC

JBLISE_ID

JACTION_TAKEN
CT_TAKEN_ID
B_WEIGHT_GRAMS
B_WEIGHT 025
ASE_FORM_TRADE_MAME
ASE_ID

[ACCIDENTAL_EXPOSURE
JADMIN_ROUTE_ID
ASE_ID

ODE_BROKEM
DAILY_DOSE_UINIT
DAILY_DOSE_UNIT_ID
DosE

DOSE_CATEGORY
DOSE_DAILY

The Report Execution ID object appears in the Query Execution class.
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dit Properties of Report Execution Id E3
Definition |Prnperties I Advanced I Keys I Source Information I
Mame: Tvpe:
I Report Execution Id INumber ﬂ
Description:
=
-
Select:
Y¥_REP_CASE_DETAIL_TP_TMP.REPCRT_EXECUTION ID |
==
=
Where:
| =
o
=
Tables... | Parse |
a4 I Zancel | Apply | Help |
4

Note: Reports can be created once this universe is exported after the
changes.

5.2.4.2 Modifying BusinessObjects Reports
The following are the steps to modify the BusinessObjects reports:

1.

Copy the universe Query Execution.unv from the below given location to the web
server:

<Arqus Insight Installation Folder>/Arqus Insight/Business Objects/Universes

Create a report using the web intelligence with the Query Execution Universe. The
Query Execution universe prompts the user to provide values that are used for the
execution of the Case Series/Power Queries.

Drag the Report Execution ID in the Query Execution universe as a result objects.
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Cﬂ Query Panel 2 e
i o query - | |'EE | P = 2 Run Gueries | &1 Clase ~
% Universe outline (7 Result Objects r X X%
@t B
Q‘Q bz Repart Execution ld

B %% Query Execution
= ;"F:‘ Proc Call Pop Case Detailz
! Report Execution ld
o] Custom

-( Query Filters ﬁ fﬁf X &

To fiter the guery, drag predafined fiters here or drag objects hersthen use the Fiter Edior ta define custom fiters

[ Data Preview 2 Refresh

4. Click on Add Query, and create a query (Query 2) using the universe on which
report needs to be executed. Select the required result objects from this universe.

Note: The query built on the Query Execution universe should
always be the first query in the report.

5. Create a filter for the Query 2 by dragging the object Query Execution > Report
Execution ID, which takes a value from the result of the first query.

(] Guery Panel
(3 s ouery - || TR P F o 2 Fun cueries | & cose =
T Universs outlne (7 Rosun Objests T X %
B master Perspactive

Cate Mumber Country Riparter Type Froduct Name Evart Fretimed Term Case Cubcons s Determined Cataity Cate Listadrass Event Outcone

Comparry Agert Cautaity

Guery fiters LLL-EE 1

Fegport Lutcuonid  Equalto . Réport Eoscaution M (Qusry 1) | |17 =

! Data Proview

The report once executed after performing the above mentioned steps, will now run on
the Case Series/Power Queries.

5.3 Cognos Extensibility
This section comprises the following topics:
= Assumptions
= Applying Argus Data Security
= Applying Enterprise Security
= Applying Blinded Security
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= Cognos Reports on Case Series/Power Queries

s Recommendations

5.3.1 Assumptions

The Cognos extensibility has the following assumptions:
s The user has a working knowledge of report creation in Cognos.

= A data source (PRMART) is already created as mentioned in the Argus Insight 8.0
Installation Guide

Note: The procedures mentioned in this guide are optional, one or
more steps can be omitted based on the valid business scenarios.

5.3.2 Applying Argus Data Security
The following are the steps to apply Argus Data Security to Cognos:
1. Go to the Data Source Connection properties.

2. On the Set the commands - Open connection commands and Set the commands -
Open session command page, add the following statement in the XML database
commands: field.

i := PKG_SECURITY.F_SET ENV_VAR (#sq ($Saccount.personalInfo.userName)#);

Status Security Configuration Index Search [

[ pata Source Connections set the commands - Open connection commands Help €3

©% Content Administration

Use ¥ML ko specify the commands that the database executes for this event, The XML must validate against the schema for the

Distribution Lists and Contacts doES olice eomanands)

&) printers %ML database commands:
" <comrmandBlock:= B
ik stvies <commands>
B portlers <sqlComrmand:
<gql=declare
I'-!‘{)'_g Dispatchers and Services i nurnber ;
BEGIM
B8 Query Service Caching 1= PKG_SECURITY.F_SET_ENY #sq ($account.personallnfo.userl
END;
<fegl=
<fsglCormmand >
<jfcommands >
< jrommandBlock= =l

5.3.3 Applying Enterprise Security

The following are the steps to apply Enterprise Security in the multitenant set-up to
Cognos:

1. Go to the Data Source Connection properties.

2. On the Set the commands - Open connection commands and Set the commands -
Open session command page, add the following statement in the XML database
commands: field.

PKG_RLS.set_context (#sg($account.personalInfo.userName)#,
#sqg($account.parameters.EnterpriselID)#, 'ARGUS_INSIGHT', '');
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- e
Status Secutity | Configuration Index Search |[a|b‘
@ pata source Connections Set the commands - Open connection commands Help €9
e .
i Content Administration Use XML ko speciy the commands that the database executes for this event, The ¥ML must validate against the schema for the

Distribution Lists and Contacts datsisotyce eommnands;

XML database commands:

lﬁ Printers
& <commandBlodk> B
g‘l‘i Svles <Commands
E Partlets <gqlCommand>
<sql=declare
65 Dispatchers and Services i number;

BB Query Service Caching

i 1= PKG_SECURITY F_SET_ENY_YAR{#sq (faccount.personallnfo.userMame)#);
EMD; |
<faql=

</fsglCommand > -

Note: :In the report, a dialog box appears to choose the Enterprise
ID. For more information, refer to the Section 5.3.5.2, Modifying
Cognos Reports.

For Enterprise-specific roles and permissions, refer to Argus Insight 8.0 Installation
Guide > Section 6.1.7.

5.3.4 Applying Blinded Security
The following are the steps to apply Blinded Security to Cognos:

= Import the synonyms RPT_PRODUCT and RPT_DOSE_REGIMENS from the Data
Source to the Cognos Model.

5-56 Oracle Argus Insight Extensibility Guide



Cognos Extensibility

Metadata Wizard - Select Objects H=] Eq
=
[ #J ey i
| +Hi ® |
Select the abjectz you want to import,
i D@ RPT_DEVICE_PROD_DELM ﬂ
I DE‘E RPT_DEVICE_LID
M) FFT_D0SE_REGIMENS
DEE RPT_EZE
D@ RPT_EZBATTACHMEMT_STATUS
DEE RPT_EMAIL_IMFO
DEE RPT_ETL_SCHEDULE_IMFO
DEE RPT_ELU_DEWICE
Q@ RPT_EWEMT
-[J[B RPT_PRINT_LOG
EE RPT_PRODUCT
DE‘Q RPT_PRODUCT_COMCOMITANMT
D@ RPT_PROD_DEVICES
DE‘E RPT_PROD_DEVICES_PMDA
- |[& RPT_PROD_IMDICATIONS
- |[2& RPT_EVENT_PRODUCT_RPTBLTY —
DE‘E RPT_EYEMT_RECH_PROD
DEE RPT_EXP_INCL_EVENT
= =1=2 i =rn [N R VT 1] = j
Wwhen a duplicate name is detected: ™ Show system ohjects
" Import and create & unigue nams
% Do not import this object
Help | Cancel < Back I Mext > I Finizh

Tip:

CASE
WHEN <ID field> = -0.999999999 THEN '#BLINDED#'
ELSE

to_char (<ID field>)
END as <ID field>

CASE
WHEN DOSE = -0.999999999 THEN '#BLINDED#'
ELSE

to_char (DOSE)
END as DOSE

In case of a Blinded Text field the value is displayed as
#BLINDED# in the report to the blinded user , whereas for Blinded
ID field the value becomes -0.999999999. In order to change the ID
field to also display as #BLINDED# in the report to the blinded user,
add the following lines in the SQL of the Query Subject Definition in
the Database view:

For example, DOSE is the Blinded ID column in table RPT_DOSE_
REGIMENS, then in order to display #BLINDED# for the object DOSE
in the report, use the below given statement in the SQL of Query
Subject Definition in the Database view:

Reporting Extensibility 5-57



Cognos Extensibility

5.3.5 Cognos Reports on Case Series/Power Queries

This section provides information about the steps to create and run the Cognos
Reports on Case Series/Power Queries.

This section comprises the following sub-sections:
= Modifying Cognos Model
= Modifying Cognos Reports

5.3.5.1 Modifying Cognos Model

This section comprises the following sub-sections:
= Modifying Database View
»  Modifying Logical View

5.3.5.1.1 Modifying Database View
The following are the steps to modify the database view:

1. Import the synonym REP_CASE_DETAIL_TP_TMP from the data source.

Metadata Wizard - Select Objects H=]E
f I 1 f i

— 5 W
Select the objects you want to import.

-[1{& MEDDRA_SMO_TERM_E =]

D@ MEDDRA_SMU_TERM_DETAILS

~[C[& MEDDRA_SMO_TERM_N

D@ MSE_MAME

D@ FROSPECTIVE_STATUS

DEE REA_CAUSALITY_DATA

EE REP CASE DETAIL TP TMP

D@ REP_EXECUTION_LOG

D@ REP_SQL_LOG

D@ RPT_&CCESS

D@ RPT_ACTIOM

D@ RPT_&FS5APS

D@ RPT_BFARM_DATA

~[][2& RPT_CASE

D@ RPT_CASE_DELTA_MESSAGE e

D@ RPT_CASE_EVENT_PROD

[ 1(2 RPT_CASE_EVENT_PRODUCT

D@ RPT_CASE_EVEMT_PRODUCT_ASSESS
L IFE BPT CACE Gl Ihdkd AP ;I

When a duplicate name is detected: [ Show system objects

" Import and create a unique name

% Do not import this object

Help | Cancel ¢ Back I Mexst » I Eirish |

4

2. Add the following filter in the REP_CASE_DETAIL_TP_TMP query subject.
= Name - Blinded Security Filter

= Expression Definition - ([<model_name> Database View].[REP_CASE_
DETAIL_TP_TMP].JCODE_BROKEN] IS NULL OR [<model_name> Database
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View].[REP_CASE_DETAIL_TP_TMP].[CODE_BROKEN] = 4 OR [<model
name> Database View].[REP_CASE_DETAIL_TP_TMP].[STUDY_UNBLIND_
OK] =1 OR NVL(TO_NUMBER(SYS_CONTEXT('INSIGHT_APP_
CONTEXT','USER_UNBLIND_SEC")),0)=0)

Note:
query subject.

It is mandatory to have REP_CASE_DETAIL_TP_TMP as

3. Set Usage of the columns CASE_ID and REPORT_EXECUTION_ID of this query

subject as Identifier.

PRODUCTS
PROTOCOL_MUM_I
STUDY_DESC_J

: STUDY_MUM_
- CASE_DETAIL
-3 CFG_USERS
- RPT_DOSE_REGIMENS
&-fig RPT_PRODUCT
=i REP_CASE_DETAIL_TP_TMP
&l casE_ID
[il CODE_BROKEN
[l STUDY_UNBLIND_DK.
-[[% REPORT_EXECUTION_ID
.[&} DATE_MODIFIED
E1-[8] Custom Logical Yiew
fi Item One
?ﬁ’ Populate Temp Table
“F Case Series/Query Prompt

858 Case Mumber

- [l cAsSE_MUM

- {0 Product Name

- [l PRODUCT_NAME
| o

=8 T Frequency

4. Create joins for the table REP_CASE_DETAIL_TP_TMP.

The following figures display:

=

= Defining the joins for the REP_CASE_DETAIL_TP_TMP query subject.

|88 Context Explorer

T GenR o BER ATEE

(FQRPT_CASE

ENTERPRISE_ID
AGE
AGE_GROUP
AGE_GROUP_ID
AGE_UNIT
AGE_UNIT_ID
AGENT_SUSPECT
ALLOWED_TIME
AUTOPSY
EROKEN_BY

e » )

| Properties ox|

Properties | Landuage
Name REPORT_ExECUTION_ID -
Description
Last Changed 201 3-06-11T712:47:41
Last Changed By akasha
Model Comments
Screen Tip
External Hame REFORT_EXECUTION_ID
Iz Hidden Falze
Usage |dentifier lz‘
Format Lnkncwn
Currency Fact
Data Type Attribute
Precision 1]
Scale 1]
Size g
|5 Nullable True
Display Type Y alue
MIME Type

Prompt Info
Regular Aggregate Caunt
Semi-Aggregate Unzupported
Iz Unsortable False

=]

OREP_CASE_DETAIL_TP_TMP 4|

CASE_ID

CODE_BROKEM

STUDY_UNMBLIND_Ok
REFPORT_EXECUTION_ID
DATE_MODIFIED

»  Creating relationship between the tables REP_CASE_DETAIL_TP_TMP and

RPT_CASE.
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Relationship Definition - RPT_CASE <-> REP_CASE_DETAIL_TP_TMP

Relationship Editor | Relationship SOL |

Guery subject: Query subject:

IHPT_CASE E”'I Mew Link | IF!EF'_CASE_DETAIL_TF'_TMF' E”'I
AGE_GROUP ;I

AGE_GROUP_ID = CODE_BROKEM

AGE_LINIT STUDY_UNBLIND_OK

AGE_UINIT_ID REPORT_EXECUTION_ID

AGENT_SUSPECT DATE_MODIFIED

ALLOWED_TIME

AUTOPSY

BROKEMN_BY

BROKEM_DATE
BROKEN DATE K
CASE 1D

CASE_NUM
CENTER_ID
CENTER_MAME
CLASSIFICATION_ID hd|

Cardinality Operatar Cardinality

|1 1 vl - - |1 1
Relationship impact: Each REP_CASE_DETAIL_TP_THMP has one and only one RPT_CASE.

Each RPT_CASE has one and only one REP_CASE_DETAIL_TP_TMP.

Expression: _I

RFT_CASE.CASE_ID = REP_CASE_DETAIL_TF_TMP CASE_ID

Validete | 0K | Cencel Help

5.3.5.1.2 Modifying Logical View
The following are the steps to modify the logical view:

1. Create a new stored procedure query subject with the table name as Populate
Temp. To do so:

1. Select the data source.

2. Select the procedure PKG_REP_TP.P_POP_CASE_DETAILS from the schema
APR_APP.

3. Set the values of the Argument Names, as listed in the following table:

Table 5-5 Setting Argument Values

S# Argument Name Value

1 PI_USER_NAME #$account.personallnfo.userName#

2 PL_ID #prompt(In_Display_Id','integer')#

3 PI_REPORT_EXEC_ID #prompt(In_Report_Id','integer')#

4 PI_QUERYTYPE #prompt('In_Type','varchar2')#

5 PI_ENTERPRISE_ID #prompt('In_Enterprise_Id','integer')#

2. Add the stored procedure of the table Populate Temp.
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Query Subject Definition - Populate GTT [_[O]

Defintion | Test | Guelylnlolmatlunl

tored Procedure Mams: Type: Data Source:
| [Fre_REF_TF.P_POP_CASE_DETAILS I | Jpata e | PRMART ]
S i) convert

Syntax;

PROCEDURE PKG_REP_TP.F_POP_CASE_DETAILS(:FI_USER_NAME IN character ength16. :FI_ID IN floatG4, :PI_REPORT_EXEC_ID IN floated. :PI_QUERYTYPE IN characterLengthl6.
FILENTERFRISE_ID IM floated |

Argument Name Mode Type Foimat I Value ]
FI_USER_NAME in characterLength16 Size=0, Precision=0, Scale=0 H$account personallnfo.usetamel J
PLID in flnatsd Size=8, Precision=0, Scale=0 Hipromptin_Display_ID"integer'l#t .|
FI_REPORT_EXEC_ID in floated Size=E, Precizion=0, Scale=0 Hprompt(In_Report_|d" nteger|# J
PI_QUERYTYPE in characterLength16 Size=0, Precision=0, Scale=0 Hprompt{In_Type' varchar2 ) J
FI_ENTERPRISE_ID n floatéd Size=8, Precision=0, Scale=0 Hprompt{1n_E nterprise_Id" integer i J

g fdd 3 Delete f Up J Down

Validate | 0K | Cancel | Hep

3. Set the Usage of :B1 to Identifier and Regular Aggregate to Unsupported.
4. Add anew filter:
= Name - Case Series/Query Prompt

»  Expression Definition - [<model_name> Database View].[REP_CASE
DETAIL_TP_TMP].[REPORT_EXECUTION_ID] = #prompt('In_Report_
ID','integer")#

Note: The Reports can be created only when the package is
published after the changes.

5.3.5.2 Modifying Cognos Reports
The following are the steps to modify the Cognos Reports:

1. Copy the Sample Report.xml file from the below given location to the web server:
< Argus Insight installation folder>/Arqus Insight/Cognos/Reports/General/

2. Copy the entire content of the Sample Report.Xml file.

3. Launch Report Studio.

4. Go to Tools > Open Report from Clipboard.
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@ IBM Cognes Report Studio - Windows Internet Explorer

w Structure Table Data Run
DSH Y% BB X o osmsE e
|=:--'.': LI IS:E LI é i B Auto Correct...

Show Generated SOL/MDX
fem] Show Spes
Show Spe n (Selection)

Open Report from Clipboard
Copy Report to Clipboard

J2doidx3 abey #‘" |

nage External Data. ..

Id Prompt Page

I

=]
=
3
[

Options. ..

E]

DEE 4 BB X0 o Em) = §iV-4-Z-B-i0ED
|=:-:‘: LI:»ZE Llévﬂ I U E[E[E[ﬁ'—'llut 'lz

L

Metadata not available,

*Provide values for the report you are about to run.

™ Indicates a required field.

Jzo|dx3 abeq ﬁgg"

->Points to missing information.

:Select an Enterprise
Provide a value:

i :j

- Select Query Type
Provide a value:

el [ |

- Select a Name
Provide a value:

i B

[ &

AR

5. Go to the Query Explorer and copy all three queries in your report.
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]
fill Query i
?D Join 'g
u Union :r%'!
ﬂ Intersect g
@ Except
Fa sqL
MOX

%]

File Edit View Structure Table Data Run Tools Help

DEH RRX 0 ai@mp -[BlR-ie=17-4-=-B- O0&85 6

|=:-': LIIEEE LI&-B 4 U

M E & -] L@ -

i 5]

Sequence

—

Display Mame

|

= Data

Auto Group & Summarize
Generated SQL
Override Dimension Info
Define Member Sets

= Query Hints

Auto-Sort

Yes

No
No

—[sal
Edit

4 Cut
Copy.

ﬂ Paste

@k Find

View Tabular Data
Show Package Sources
Expand References

* Al Queries
Projected Queries

6. Navigate to Page Explorer > Prompt Pages.
7. Copy Prompt Pagel and paste in your report.
8.

page as the first item.

Open the first page of report (Cover page, if exists) and drag a Singleton in the

File Edit View Structure Table Data Run Tools Help

O Eis BE XD o &Ep

List
A Crosstab

[aha] Chart

A% Map

Repeater Table
E Repeater

E2* Singleton

&% Conditional Singleton

HTML Item

Rich Text Item
&, Hyperlink
Hyperlink Button

FA Date

5

2 T ®

Jauo)dx3 abeg

=i
=
o

|2t

9. Drag the (Package_name) > Procedures > Populate Temp Table > :B1 in the
Singleton mentioned in Step 5.
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DESH s EEBXina E@mp -[AB - «= 17 & 44 -Z-B- D&
I'-'_-". L”i-:i LI&-B I 10 :
=& B

f01 Products - Ingredients -

H&#

Jaun|dxg abeg @|

{id Products - Primary Suspect Product
{ilid Products - Product Information

{i§ Products - QC CID

ﬁﬁ Products - QC Information

{ilid Products - Suspect Products

{ili Products - Vaccine History

L e e e

{ili Products - Vaceine Prior AE

{ilid Products - Who Drug ATC Code
O Filters

= Procedures

= {igd Populate GTT

#ER B

{3

F&
EBiE

i

10. Set the Box Type property of :B1 item to None.

roperties - B Text Item L

Udia rormgat R
Crill-Through Definitions —%

= General
Maximum Characters
= Box
Border
Padding
Maragin
Box Type El
=l Color & Background
Background Image INnTirrE | ]
Backaground Color Black
Foreground Color
=l Font & Text
Font

11. Add the new filter Case Series/Query Prompt to the Main Query of the report.

The report once executed after performing the above mentioned steps, will now run on
the Case Series/Power Queries.

5.3.6 Recommendations

If the single-tenant user does not want to see the Enterprise drop-down in their report,
execute the following steps:

1. Open Prompt Pagel.
2. Select the Enterprise drop-down list, and add Default Selections as 1.
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]
-
= @3 &
21 || & | :Provide values for the report you are about to run.
T | * incicates a required field
2 | ->Ppoints to missing information.
“Select an Enterprise
Provide a value:
ifg | “Select Query Type
Lo | Provide a value:
“Select a Hame
Provide a value:
- I
EIE I
=
;t & 3\, .én = =
Rows Per Page 5000
Properties [1]
= General ol ol
Required No | S oK Cancel
Multi-Select No
Select Ul Drop down list
Auto-Submit Yes
Cascade Source
Pre-populate No =
Hide Adornments No
Range No
Parameter In_Enterprise_1d
Default Selections []
= Box
Box Type
& Color & Background

3. Select the table containing the Enterprise drop-down.

4. Change the Box Type property to None.

Properties - B Table Cell ek
Style Variable _TJ

=) Box
Border
Padding
Box Type [Z

= Color & Background
Background Image
Backaground Effects
Background Color
Foreground Calar

iEI Font & Text

MNone

When the above steps are executed, then the Enterprise dialog box does not appears in
the report.

5.4 OBIEE Extensibility

Argus Insight provides an out of the box RPD for analyzing the aggregate reporting
data which is generated by Argus Safety/BI Publisher. As part of BIP aggregate
reporting generation, Argus Safety system populates log tables. These tables are used
in the RPD for further analysis by creating OBIEE Answers and Dashboards.

The BIP tables in Argus Mart are populated from Argus Safety (BIP enabled) through
Argus Mart Initial /Incremental ETL. The Initial ETL will fetches all the data, whereas
the Incremental ETL fetches only the updated data between the last ETL execution
time and the current execution time.

Incremental ETL will not fetch the purged data from Argus Safety.

For more details on data purging, refer to Oracle Argus Safety 8.0 BIP Extensibility Guide
> Section 4.1.7.
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This section comprises the following topics:

= Assumptions

s RPD Architecture

s Adding New Dimension Using Flex Bucketing

s Creating Custom Dashboards and Prompts

5.4.1 Assumptions
The OBIEE extensibility has the following assumptions:

s The user has a working knowledge of Dashboard /Bl Answers and RPD in OBIEE.

s The RPD and Catalog are deployed as per the Oracle Argus Insight 8.0 Installation
Guide.

5.4.2 RPD Architecture

The RPD architecture comprises the following layers:
= Physical Layer
= BMM Layer

= Presentation Layer

5.4.2.1 Physical Layer
The following tables are fetched into the physical layer of the RPD as Facts:

s Case (RM_RPT_AGG_CASE)

s Drug (RM_RPT_AGG_DRUG)

= Event (RM_RPT_AGG_EVENT)

= Event To Drug (RM_RPT_AGG_EV2DRUG)
The various tables used in Physical Layer are:
s Code List Discrete Table

= Dimension Tables

s Prompts

= Connection Pool

s User Security Table

= Event Polling Table

= Facts

s Measure

Code List Discrete Table

Most of the dimensions are based on the Code List Discrete table. It contains all the
code list IDs like COUNTRY, DOSE_UNITS etc, and their display value.

Few tables such as Drug names, Event reactions are from the Actual tables.

See Section 5.4.3, Adding New Dimension Using Flex Bucketing, for details on how
the Code List table is used as a Dimension.
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In physical layer of the RPD aliases for all the dimensions and facts are available. For
the Code List Discrete table multiple aliases for different dimension attributes are
available.

For example:

Case Seriousness, Case Listedness, and Event Outcome are from the Code List Discrete
table, so for each code list ID an alias and a dimension is made available.

The following screen displays the joins of these dimensions with the respective Fact
table:

Figure 5-1 Joins of Dimensions with the Fact table

‘| Dim_CASE_OUTCOME El & Dim_CASE_| ISTEDNESS

Columns | Twpes Length | Mull.., | & Calurns £ | Twpes Lenath | Mull.., | &
CODE VARCHAR | 100 Falze CODE VYARCHAR 100 falze
CODE_LIST_ID WARCHAR | 100 Falze CODE_LIST_ID WARCHAR 100 Falzse
DECODE_COMTE.. WARCHAR 20 Falze DECODE_COMTEXT WMARCHAR | 20 falze
DELETED DATETIME | 20 thue ;I DELETED DATETIME 20 true ;I

Coluninz | Twpes Length | Mull... | =

CASECORELATE.. WARCHAR | 10000 | true
CASECORELATE.,  WARCHAR | 10000 true
CASECORELATE.. WARCHAR | 10000 | true
CASELOCKED DATETIME | 10000 | true ;I

i Dim_FOLLOWUP % Dim_PBRER63_CUM_CS_FL.JH

Colurins o | Types Lenath | Mull... | & Colurnns < | Types Lenath | Mull., [~
CODE WARCHAR | 100 Falze CODE VARCHAR 100 Falze
CODE_LIST_ID WARCHAR | 100 | False CODE_LIST_ID WARCHAR | 100 | False
DECODE_COMTE..,  WARCHAR | 20 Falze DECODE_COMTENT WARCHAR | 20 False
DELETED DATETIME | 20 e | o DELETED DATETIME | 20 me | o]

See Section 5.4.3, Adding New Dimension Using Flex Bucketing, for details on how
the Join conditions are applied.

Dimension Tables
Other Dimension tables are from direct tables such as Drug names and Reactions etc.

Few dimensions are derived from views and select statements. The following views
are created:

s  RM_RPT_AGG_CLINICALDRUGROLE_D
s  RM_RPT_AGG_DIAG_SYMPT_FLAG_D

s  RM_RPT_AGG_TREATMENT_LIST_D

=  RM_RPT_AGG_REACTION_D

Prompts
The Dashboard and Page prompts dimension available are:
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s Dim_Enterprise_Id

s Dim_Report_Form_Id

s Dim_Report_Template

s Dim_Report_Type

These prompts are created from the following tables:

=  RM_RPT_AGG_ENTERPRISE_ID_D

=  RM_RPT_AGG_PROMPTS_D

= REPORT_FORM_ID_D

For more information on these dimensions, see Appendix: Dimensions and their

Mapping.

Connection Pool

The connection to Argus Mart is established using the AM_BI user, which is a
Read-only user created during Argus Mart schema creation.

To display the enterprises along with their data as per the user access rights, set
context as 0 (zero) in Connection Pool.

Other security settings are taken care by the User Security table.

User Security Table

A periodic report configuration that is created in Argus Safety can be shared across
multiple user groups. The users under these user groups will have access to Modify
and Execute the Report Configuration. This information is saved in the security table
RM_RPT_AGG_USER_ACCESS_S.

This security table is joined to all the Facts, so that for the logged in user, only those
reports information is available which he has access to. Other data security (blinding
etc) settings are taken care by BIP tables in Argus Safety.

Event Polling Table
An Event Polling table RM_BI_S_NQ_EPT is created to handle event polling.

Refer to the Oracle OBIEE Guide for more information on Event Polling.

5.4.2.2 BMM Layer

For all the dimensions, logical hierarchies are created at this layer and WHERE clause
is added.

See Section 5.4.3, Adding New Dimension Using Flex Bucketing, for an example of
setting the WHERE clause.

In the Argus Insight RPD, two session variables are created:
= Al USER_LN — Validates the logged in user name.

s Al LANG_CODE — Contains the value en. Avoids hard coding of the value in the
WHERE clause in the BMM layer at various places.
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Figure 5-2 Variable Manager in RPD

¥ariable Manager H[=]
Action  Edit Help

EIE' R epositary Hame I Clescr... | Default Initializer | Initialization Block |
-l Initislization Blacks I% A1LUSER_LM AissignilU serLn
=[] Variables 1% 4)_LaNG_CODE ‘e tssignLangCode
13, Dpnamic
; o 2] Gtatic
=@ Session
o) Initislization Blocks
=1 Yariables
Ell:ib Spztem
oW Seour

: ity
LN .

M

|F0r Help, press F1 A
For example:

Figure 5-3 BMM layer — WHERE clause using Al LANG_CODE

Uze thiz ""WHERE clause" filter to limit rovws returned [exclude the ""WHERE"]:

“al30_SRCT.™."AlS00BIEE". Dim_EVENT_SERIOUSMESS""CODE_LIST_ID" ="SERIOUSKNESS' AND ;I
“Alg0_SRCT.™."AIB00BIEE". "Dim_EVENT_SERIOUSMESS"."DECODE_CONTEXT" =VALUEQF
[ME_SESSION."A_LANG_CODE"]

Facts
The following are the logical combination of fact tables that are created in the RPD:

» Case Fact

s Drug Fact

s Event Fact

= Event to Drug Fact

s Case Event Fact

= Case Drug Fact

= Case Event to Drug Fact

s Consolidated Fact

For example:

s Case Fact in physical table is FACT_RM_RPT_AGG_CASE.

s Case Event Fact is a combination of tables FACT_RM_RPT_AGG_CASE and
FACT_RM_RPT_AGG_EVENT.

See Appendix: Dimensions and their Mapping, for details of RPD including
dimensions, Fact tables and their joins.

The logical level should be set for each dimension (based on the access of each
dimension) for all the logical Facts properly.
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Figure 5-4 Logical Table Source

Logical Table Source - Case Event

Generall Column Mapping  Content |Parent-ChiId Settings I

Aggregation content, group by

I[=] B3

W Show mapped W Show Lnmapped More... |
Logical Dimension Logical Level ;I
Dirn Special Interest EventDim Dirn Special Interest Event Detail x
Diirn Study 10Dim Diirn Study 10 Detail x
Diirn Study Mamelim Diirn Study Mame Detail x
Cirn SUSAR EventDim Dirn SUSAR Ewvent Detail x
Dirn Treatrnent ListDim Dirn Treatment List Detail ®
Diirn Trimeszter of ExpozureDim Diirn Trimezter of Expozure Detail x
Dirn Action T akenDim ®
Diirn &z Determined CausalityDim x —I
Dirn &5 Reported CausalityDim x LI

Fragmentation content:

[~ This source should be combined with other sources at this level

Llge thiz "WHERE clause" filter to limit rows returned [exclude the "WHERE"]:

™ Select distinct values

“AIB0_SRC".™"AIS00BIEE" "REPORT_SECURTY_S"."USER_MAME" = VALUEOFNG_SESSION “AI_ISER_LN")

o |

Cancel I

Help |

For Example:

The logical fact Case Event will have the dimensions that are applicable to Case and

Event tables only.

The BMM layer should be a perfect star schema as shown below:
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Figure 5-5 Business Model Diagram

mreETL

Measure

In the Argus Insight RPD, only one measure Case Count is derived from the Fact
tables.
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Figure 5-6 Case Count Measure Properties

Logical Column - # Case |_ (O] <]
General  Column Source | Aagregation | Levels |
i Data
Tvpe: Length: = Hullable
Dierives from:

[couni{distinct FACT_RM_RIPT_AGG_CASE . CASE_ID)

i~ Column Source Type

' Derived fiom physical mappings
W Shaw all logical sources

@ Caze Event To Drug

@ Case Event Drug

@ Case Event ExtDrug

@ Cage Diug Event To Diug
@ Conzolidated

™ Derived from existing columns using an expression

AIB00BIEE"."FACT_RM_RPT_AGG_CASE"."CASE_ID"
AIB00BIEE"."FACT_RM_RPT_AGG_CASE"."CASE_ID"
AIBO0BIEE" "FACT_RAM_RPT_AGG_CASE"™"CASE_ID"
AIB00BIEE""FACT_RM_RPT_AGG_CASE"."CASE_ID"
AIB00BIEE"."FACT_RM_RPT_AGG_CASE"."CASE_ID"

Logical Table Source | Mapped as |
Caze ‘S1800BIEE" "FACT_RM_RPT_AGG_CASE""CASE_ID"

@ Evvent

& 0ng _RM_RPT_AGG_| _|

@ Event To Dug AIB00BIEE""FACT_RM_RPT_AGG_EV2DRUG" "CASE_ID"

@ Case Event '#B00BIEE" “FACT_RM_RPT_AGG_CASE" "CASE_ID"
Case Diug SIB00BIEE"."FACT_RM_RPT_AGG_CASE""CASE_ID"

2|
k|
(1]:4 I Cancel | Help |

5.4.2.3 Presentation Layer

The dimensions created are renamed and arranged in a tree view in the presentation

layer.
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Figure 5-7 Presentation Layer Tree View

() Oracle BI Administration Tool - ArgusInsight.rpd

File Edit Wiew Manage Tools Diagram Window Help

E|[ ]ﬁ Al-Aggregate Analysis

----- FEH Activities

- - Case Lock Information
----- EEH Additional Information
- - References

----- R Analysiz

- - Case Assessment

i B Case Listedness
B Case Senousness
i-H Case Dutcome

‘.. B Company sgent Causal

E-EH - Event Assessment
- - Event Information
- - Death Date

----- EH General

- - General Information
- - Initial Receipt Date
=-EH - Reporter Information
= - Study Information
B StudyID

B EudactID

~~ B Primary Study Product
e B Study Mame

----- EH Patient

- - Patient Information
- - Pregnancy Infarmation

- - Product Details
- - Product Information
----- EH Reports

- - Case Series Flags

- - Commaon

5.4.3 Adding New Dimension Using Flex Bucketing

Note: In the Argus Safety Aggregate Reporting Data Model, you
may update any column value. For more information, refer to Oracle
Argqus Safety BIP Extensibility Guide > Section 6.2.2 Extending with User

Exits.

For Example:

PROLONGED EXPOSURE column which exists in the OBIEE RPD
can be updated in the Aggregate Reporting Data Model and it can be
used for analysis in the OBIEE Answers/Dashboards.

New dimensions can be created on the existing RPD.

The following are the steps of creating a dimension from the
DETAIL_DISCRETE, explained with the help of an example:

source CODE_LIST _

1. Open the Argus Insight RPD using the default password (insight 123), or the
password changed using the steps mentioned in the Oracle Argus Insight

Installation Guide.
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2. At the Physical Layer, right-click on RM_CODE_LIST_DETAIL_DISCRETE, and
create an alias.

Figure 5-8 Physical Layer — Creating Alias

=3 Oracle BI Administration Tool - ArgusInsight.rpd

File Edit Yiew Manage Tools Diagram Window Help
T R EE LR R S

Enter the dimension name for the alias.

For example: Dim_CASE_SERIOUSNESS
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[] Al-Agaregate Analysis - Dim Enterprise E Dim_MaIN_C5_FLaG -
= Activities (#-fE Dim EUDRALT ID 1 Dim_ORGAN_IMPAIRED_FLAG
-3 - Case Lock Information - Dim Evert Death 1 Dim_PERERG2_CUM_CS_FLAG
R Additional Information - Dim Event Dutcome = Dim_PBRERE3_CUM_CS_FLAG
w-E3 -References -8 Dim Event Reported = Dim_PBRERE3_MAIN_C5_FLAG
BB Analysis -8 Dim Event Seriousness = Dim_PBRERE3_NONINT_CS_FLAG
m- B - Case Assessment -8 DimEvent SOC = Dim_PBRERE3_NONINT_CUM_CS_FLAG
B3 Event -8 Dim Event Ta Drug Listedness = Dim_PEDIATRIC_CASE_FLAG
m- B -Event Assessment -8 Dim Fatal Listing Case = Dim_PREG_EXPO
w3 - Event Information -8 Dim Gender = Dim_PREG_OUTCOME
w1 B -DeathDate - Dim Geriatric Case = Dim_PREGMNAMCY_FLAG
B3 General -8 Dim Health Authority Number = Dim_PRIM_STUDY_| ot
w3 - General Information - Dim Health Care Professional = Dim_PRIM&RY_S0C Update: Row Count Phrysical Calurin. .
-3 - Initial Receipt Date -8 Dim Initial Receipt Date = Dim_PRODUCT_MNatk View Data...
-3 - Reporter Information -8 Dim Initial/Fallow-up = Dim_PROLOMGED_E
-3 - Study Infomation - Dim Irteraction 1 Dim_REC_TYPE Check GUE
R Patient -8 Dimls Compary Product = Dim_RECHALL_OUT
415 - Patient Infarmation - Dim Lack of Efficacy 9 Dim RECHALL RES e
w3 - Pregnancy Information -8 Dim Main Case Series Case = Dim_REFORT_FORK Copy ChrC
3 Product - Dim Orgar Impaired 5 Dim REPORT_TEMF  F25® @iy
(#1-E5 - Praduct Details (- Dim PERER B2 Cumulative Case 5 Dim REPORT_TYPE  UElEte e
B3 - Product Information - Dim PBRER 63 Cumulative Case 9 Dim_REPORT_TYPE  Duplicate
B3 Repons -8 Dim PERER 63 Main Case Series Case = Dim_SPL_IMT_EVEN Check ¢ "
B3 - Case Series Flags - Dim PERER 63 Mon Interventional Cass = Dim_STUDY_ID ERESEIEBE R
B Facts - Dim PERER 63 Mon Interventional Cumulative Case = Dim_STUDY_NAME Thzct: ok g
w- B - Common -8 Dim Pediatiic Case = Dim_SUSaR_FLAG iiEr:
- Dim Pregnancy Exposure Status = Dim_TREATMEMT_L Set Ican...
- Dim Pregnancy Flag 4 Dim_TRIMER_ExPo _ Expand Al
-8 Dim Pregnancy Outcome = FACT_RM_RPT_&G( Business Mods! Disgram b
-8 Dim Primary Diagnosis Event = FACT_RM_RPT_AGI Physical Di »
- Dim Primany S0C 4 FACT_RM_RPT_AGE oo odel
- Dim Primany Study Pracuct 4 FACT_RM_PPT_AG(_ oY Relsted Objects '
-8 Dim Product Name = REFORT_SECURTY  Rename
-8 Dim Prolonged Exposure FH RM_CFG_IISERS Properties. ..
- Dim Rechallenge Dutcome iEEERM_CODE_LIST DE AL |
- Dim Rechallenge Results 8 RM_LM_CLINICAL_REF_TYPES
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Figure 5-9 Dimension Properties

Physical Table - Dim_CASE_SERIDUSNESS =]

General |Cnlumns | Eeys | Foreign Keys | Propertiesl

Source Tahle: RM_CODE_LIST_DETAIL_DISCRETE Select. .. |

[ Use Dynamic Mame

I Brawise. .. |

[ owerride Source Table Caching Properties
¥ Cacheable

% Cache mever Expires

) Cache persistence Lime j
Hirk:
Description:
=
=
[al'4 I Cancel | Help |
r-'nr Help, press F1 5

4. Create join with the corresponding Fact table in this case FACT_RM_RPT_AGG_
CASE, as shown below:

Figure 5-10 Join with the Fact table

% Dim_CASE_SERIOUSNESS [E = FACT_RM_RPT_AGG_CASE H
Columns Types Length | Nulla... | & Columns . Types Length | Nulla... | &~
CODE VARCHAR 100 false CASECORELATEDCODE WVARCHAR 1,000  true
CODE_LIST_ID VARCHAR 100 false D CASECORELATEDSH... VARCHAR 1,000  true
DECODE_CONTEXT VARCHAR 20 false CASECORELATEDTEXT  VARCHAR 1,000  true
DELETED DATETIME 20 true j CASELOCKED DATETIME 1,000  true ;I
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Figure 5-11 Join Definition

Physical Foreign Key - FACT_RM_RPT_AGG_CASE_Foreign Key#4

Mame:
Table: Table:
| Dim_CASE_SERIOUSNESS _| | FACT_RM_RPT_AGG_CASE _|
Colurmn; Column;:
Mame | Type Cperatar: Mame | Type :I
&= DISPLAY_WALUE WARCHAR — - E= CpsE_ID DOUBLE
&= ENTERPRISE_ID DOUBLE = &= ENTERPRISE_ID DOUBLE
B cooe WARCHAR. E=REG_REPCRT_ID DOUELE
g8 CODE_LIST_ID WARCHAR — B CASECORELATEDCODE WARCHAR
E DECODE_CONTEST VARCHAR E CASECORELATEDSHORTTERT WARCHAR
E DELETED DATETIME E CASECORELATEDTERT WARCHAR
4 | »|‘| 4 | 2
Driving kable: INgne j Type: I[nner ﬂ
Cardinality
[r W Ciml 1 O Unknown 1 Clo,l & O Unknown ‘
Hint: |
Expression:
"ala0_sRC! "A&IZ00BIEE", "Dim_CASE_SERICUSMESS"."DISPLAY _WALLE" = ;I
"Ala0_sSRC! "AIS0OBIEE", "FACT_RM_RPT_AGG_CASE"."CASESERICUSTEXT" AND

"AIE0_SRC"
"ala0_srRC'

"AI800BIEE","Dim_CASE_SERIOUSMESS""ENTERPRISE_ID" =
"IG00BIEE". "FACT_RM_RPT_AGG_CASE"."ENTERFRISE_ID"

g
o8 I Cancel | Help L

5. Drag this dimension into the Business Layer and set the WHERE clause at the
business layer.
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Figure 5-12 Business Layer — WHERE clause

Logical Table Source - Dim_CASE_SERIOUSNESS

Generall Colurn Mapping  Content |F'arent-ChiId Setlings |

Aggregation content, group by

Logical Dimension Logical Level | |
Dim Caze SerousneszDim :Dim Cage Serioushess Detail

Fragmentation content;

[~ This source should be combined with other sources at this level

Lze thiz "WHERE clauze" filter ta limit raws returned [exclude the "wHERE"]:
"4180_SRC'

‘A|S00BIEE". "Dim_CASE_SERIOUSWESS" "CODE_LIST_ID" = 'SERIOUSHESS' AND
“AlB0_SRC"™ "AIB00BIEE" " Dim_CASE_SERIOUSMESS""DECODE_CONTEXT"
=YALUEOF(NG_SESSION.AI_LANG_CODE")

[~ Select distinct values

ok I Cancel | Help |

6. Right-click and create a logical dimension.

7. Go to Facts > Sources, and add the dimension to the corresponding logical table
source.
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Figure 5-13 Logical Table Source

Logical Table Source - Case

Generall Column Mapping  Corntent |F'alent-ChiId Settings I

Aggregation content, group by

[V Show mapped

ILogic:aI Level

[V Show unmapped

Fragmentation content:

Logical Dimension Logical Level ;I
Dim Case ListednessDim Dimn Case Listedness Detail *®
Dim Cage LockedDim Dimn Casge Locked Detail x _I
Dim Case Outcomelim Dim Case Outcome Detail ®
Dirm Case Report TepeDim Dirm Case Report Type Detail x
Dim Case Report Type GroupDim Dim Case Report Type Group Detail
Dirn Cage SenousnessDin b
Diirn Case Typelim Diirn Case Type Detail x
Cirn Cause Of Death VerifiedDim Dirn Cause Of Death Verified Detail x
Dimn Clincal Drug RoleDim Dim Clincal Drug Role Detail x LI

[~ This source should be combined with other sources at this level

Llze thiz "WHERE clauze" filter ta linit raws returned [exclude the "WHERE"]:

™ Select distinct values

"A180_SRC™™ . AIR00BIEE" "REPORT _SECURTY_S""USER_MAME" = VALUEOFMO_SESSION."AI_USER_LN"]

o]

Cancel I

Help |

8. Drag the dimension to the presentation layer in the corresponding tree level.
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Figure 5-14 RPD — Presentation Layer

© Oracle BI Administration Tool - ArgusInsight.rpd
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7 Dim Health Care Professional
o Dim Iritial Feceipt Date

#-F Dim Initial/Follow-up

o Dim Interaction

o Dim |z Compary Product

#- Dim Lack of Efficacy

o Dim Main Case Series Case
7 Dim Organ Impaired

#- Dim PERER 62 Cumulative Case
#-[fE Dim PBRER 63 Cumulative Case
#-[E Dim PBRER 63 Main Case Series Case
7 Dim PERER 63 Mon Imterventional Case
7 Dim PBRER 63 Mon Interventional Cumulative Case
- Dim Pediatic Case

o8 Dim Pregrancy Expozure Status
78 Dim Pregrancy Flag

#-F Dim Pregrancy Outcamne

o8 Dim Primary Diagnosiz Event
73 Dim Primary 50C

o Dim Primary Study Product
o Dim Product Name

7 Dim Prolonged Exposure

#-F Dim Rechalenge Dutcome
+-E3 Dim Rechallenge Results

#-[F Dim Report Form Name

7 Dim Repart Type (D/F)

i Dim Special Interest Event
/- Dim Study ID

#-FE Dim Study Mame

#- Dim SUSAR Event

o[ Dim Treatment List

- e [ - - - - - - - - ] - - - (-

[ Dim Trimester of Exposure
Facts

5 Sources

& Case

@ Event

| Eas B A S G (3

=3 AI80_SRC B

3, AlIB00BIEE_CP
[2) AI200BIEE_CP_InitBlocks

D|m_ADHDE2_ES_FLAG
Dim_ADHOC3_CS_FLAG
Dim_ADHOC4_CS_FLAG
Dim_AGE_GROUP
Dim_BREAST_FEEDING_FLAG
Dim_CASE_EXPEDITED_PRY
Dim_CASE_LISTEDMESS
Dim_CASE_LOCKED_FLAG
Dim_CASE_OUTCOME
Dim_CASE_SERIOUSMESS
Dim_CASE_TYPE
Dim_CALSE_OF_DEATH_VER_FLAG
Dirn_CLIMICAL_TRAIL_FLAG
Dim_CLINICALDRUGROLE
Dim_COMP_AGENT_CALISAL
Dir_COMPANY_PROD_FLAG
Dim_COUNTRY
Di
D
i
Di
D
i
Di
D
i
Di
D
i
Di
D

im_CUM_C5_FLAG
im_DEATH_DATE
im_DECHALL_RESULT
im_DIAG_SYMPT_FLAG
im_DRUG_ABUSE_FLAG
im_DRUG_OWERDOSE_FLAG
im_ENTERPRISE_ID
im_ELIDRACT_ID
im_EVEMT_DEATH
im_EVENT_OUTCOME
im_EVEMT_REACTION
im_EVEMT_SERIOUSMESS
im_EVENT_S0OC
im_EWT_DET_CALUSALITY

9. When the RPD is deployed, the new dimension can be used in the BI
Answers/Dashboards.

5.4.4 Creating Custom Dashboards and Prompts

Refer to Oracle Business Intelligence Enterprise Edition > Fusion Middleware User’s Guide,

available in Oracle Technology Network.
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