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Preface

Preface

This preface contains the following sections:
e Documentation accessibility

e Diversity and Inclusion

* Related resources

e Access to Oracle Support

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.

Diversity and Inclusion

Oracle is fully committed to diversity and inclusion. Oracle respects and values having
a diverse workforce that increases thought leadership and innovation. As part of our
initiative to build a more inclusive culture that positively impacts our employees,
customers, and partners, we are working to remove insensitive terms from our
products and documentation. We are also mindful of the necessity to maintain
compatibility with our customers' existing technologies and the need to ensure
continuity of service as Oracle's offerings and industry standards evolve. Because of
these technical constraints, our effort to remove insensitive terms is ongoing and will
take time and external cooperation.

Related resources

For information about Oracle Argus patches, see My Oracle Support.

All documentation and other supporting materials are available on the Oracle Help
Center.

Access to Oracle Support

To receive support assistance, determine whether your organization is a cloud or on-
premises customer. If you're not sure, use Support Cloud.

Cloud customers receive support assistance through Support Cloud

Oracle customers that have purchased support have access to electronic support
through Support Cloud.
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Contact our Oracle Customer Support Services team by logging requests in one of the
following locations:

» English interface of Oracle Life Sciences Support Cloud (https://hsgbu.custhelp.com/)

» Japanese interface of Oracle Life Sciences Support Cloud ~ & 5 Z % (https://hsgbu-
jp-custhelp.com/)

You can also call our 24x7 help desk. For information, visit Life Sciences Support | Oracle or
visit Oracle Accessibility Learning and Support if you are hearing impaired.

On-premises customers receive support assistance through My 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.
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Product Overview

The Oracle Argus Affiliate Module enables users from a company's local affiliates to manage
and track cases that are specific to their workflow. It is the complete and seamless solution
that allows for case data from affiliates to be entered at the source, a complete case review,
acceptance of the case into the central database, and determination if a case is reportable at

the local level.

For more information, see:

e Oracle Argus Affiliate Process Overview

*  User Types

Oracle Argus Affiliate Process Overview

The following table lists some of the main tasks that users perform when using Oracle Argus

Affiliate.

Task

Description

Log on to Oracle Argus Affiliate

Log on to the Local Affiliate Module using a Local Oracle
Argus Affiliate account.

Enter Local Event Information

Enter information about local events.

Route Events to Central

Send the events to Central Safety for review.

Log on to Oracle Argus Safety Web

Log on to Oracle Argus Safety Web as a regular Oracle Argus
Safety user.

Review and Accept Local Events

View events sent by local affiliates around the world and
accept these events.

Encode Events

Encode the events sent in by Local Affiliates.

Perform Local Labeling

Label events for cases that are pending labeling.

Submit Reports

Submit reports according to the requirements of local
regulatory authorities.

User Types

The following two broad categories of Oracle Argus Affiliate users can exist:

* Central Users - These are users that belong to the Central Safety site of a

pharmaceutical company.

» Affiliate Users - These are users that belong to other global sites of the company or its
local affiliates. Oracle Argus Affiliate sites may fall under different regulatory reporting
requirements compared to the Central Safety site and other affiliate sites.

For more information, see:

*  Getting Started

ORACLE
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Getting Started

For information about required fields and standard buttons used in Oracle Argus

Affiliate, see:

* Required Fields
e Standard Buttons

Required Fields

Chapter 1
User Types

Fields that are marked with a red flag image and have an orange boundary are
required fields. These fields must be filled in to proceed with the configuration

requirements.

Standard Buttons

The standard buttons used in Oracle Argus Safety are described in the table below:

ORACLE

Button Purpose

Save Use this button to save changes associated with an event.

Cancel Use this button to cancel changes associated with a
section.

Print Use this button to print information associated with an
event, in PDF format.

Add Use this button to add an item associated with a section.

Delete Use this button to delete an item associated with a section.

Copy Use this button to create a new editable copy of an item
within a section.

OK Use this button to confirm an action associated with a
section.

Yes Use this button to confirm an action associated with a
section.

No Use this button to cancel an action associated with a
section.

Help Use this button to launch the online manual.
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Oracle Argus Affiliate Users

This chapter describes the tasks that can be performed by the Oracle Argus Affiliate Users of
Oracle Argus Affiliate.

" Note:

To access the LAM user interface, users must first log on to Oracle Argus Affiliate
using the user name and password that have been provided to them.

For more information, see:

e Logging on to Oracle Argus Safety Web
e Viewing the Worklist

e Creating Local Events

e Entering Event Information

* Routing Events to Central

e Opening Local Events

e Performing Local Labeling

e Submitting Reports

e Bulk Reporting

e Viewing Report Details

e Viewing Report Submission History

e Changing Your Password

Logging on to Oracle Argus Safety Web

1. Open Microsoft Internet Explorer.
2. Under Address, enter the URL for Oracle Argus Safety and press ENTER.

3. When the log-on screen opens, enter your Oracle Argus Safety user name, password,
and select the required database from the list.

4. Click Login.

Viewing the Worklist

In the Oracle Argus Safety User Interface, select Worklist from the Local Affiliate Menu to
access the different options available through this screen.

The following table lists and describes the different views:

ORACLE 2-1



Chapter 2
Viewing the Worklist

View

Description

Pending Central Actions

Displays actions on local events that are pending at
central

Not Routed

Displays local events that have not yet been routed to
central

Cases Pending Local Labeling

Displays pending action items that have been assigned
to the Local Affiliate Users.

Action Item from Local/Central

Displays pending action items from Local/Central
Users.

For more information, see:

e Pending Central Actions
* Not Routed

e Cases Pending Local Labeling

Pending Central Actions

The following tables lists and describes the fields on the Pending Central Actions

tab.

Field

Description

Local Event Number

Displays the local event number. The link displayed in
this field helps you in viewing event information.

Central Case Number

Displays the central case number.

Local Affiliate Number

Displays the name of the local affiliate.

Actions/Routing Comments

Displays any actions or routing comments for the case.

Print List

Prints the list displayed in the screen in a PDF.

Not Routed

The following table lists and describes the fields in the Not Routed tab.

Field

Description

Local Event Number

Displays the local event number. The link displayed in
this field helps you in viewing event information.

Primary Suspect Product

Displays the name of the primary suspect product.

Primary Event

Displays the name of the primary event.

Country of Incidence

Displays the country where the adverse event occurred.

Local Affiliate Name

Displays the name of the local affiliate.

Print List

Prints the list displayed in the screen in a PDF.

Cases Pending Local Labeling

The following table describes the fields on Cases Pending Local Labeling tab.

ORACLE
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Chapter 2
Creating Local Events

Field

Description

Local Event Number

Displays the local event number. The link displayed in this field
helps you in viewing event information.

Primary Suspect Product

Displays the name of the primary suspect product.

Central Case Number

Displays the case number with Central.

Primary Event

Displays the name of the primary event.

Country of Incidence

Displays the country where the adverse event occurred.

Local Affiliate Name

Displays the name of the local affiliate.

Print List

Prints the list displayed in the screen in a PDF.

Creating Local Events

1. Inthe Local Affiliate menu, select Create Local Event to open the Local Event Entry

ORACLE"

form.
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Argus Safety Web

I Worklist

Local Affiliate LHilities I

WorkList

WORKLIST

Central

of B

O

Local Event Humbe

Create Local Event  (Cirl+Alt+N}
Local Event Search  (Cirl+Al+0)
Local Labeling

Report Distribution ltem
Report Submig=zion

Bulk Reporting

2. When the system opens the Local Event Entry Form, enter the appropriate information in

the fields.

The following table lists and describes the fields on the Local Event Entry form.
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Chapter 2
Creating Local Events

Item

Description

Product Name

Enter the name of the product which is associated
with the case. If the adverse event(s) is associated
with more than one product, each of the additional
product can be added from the Case Form. It is
advisable to enter the most suspect product here.

You can click Select to search for a product from the
Trade Name Product Lookup dialog. Several items
will be automatically entered on the Case Form
based on the product selected here.

a. Click on Select. The Product Browser window
appears.

b. Enter the Ingredient key word for the search. The
ingredient is displayed in the first column.

c. Selectthe Ingredient to obtain the Family it is
associated with.

d. Select the Product Name to view the associated
Trade Names.

e. Select the Trade Name required.

f. Select is now enabled at the bottom of the
window. Click Select to add the product details

Report Type

From the list, select the item that best describes the
type of report. The report type chosen here will
determine which fields will be available for entering
case information. The report type will also impact the
duplicate search.

For example, selecting "Sponsored Trial" will make
the Study ID and Protocol ID fields available. The
Administrator can adjust the information in this list.

Receipt Date

Enter the date on which your company became
aware of the case.

Study Number & Center ID

The Study Number and Center Id fields are enabled
when the Product details are filled in this section.

Enter the ID for the Center.

You can click Select to search for a study from the
Study Name Lookup dialog. Several items will be
automatically entered on the Case Form based on
the product selected here.

Steps to select the Center Id:

a. Click Select to open the Clinical Trial Selection
dialog.

b. Select the Project from the drop-down list and
enter the Study details as applicable.

c. Alist of centers associated with the row that you
select appear at the bottom of the dialog.

d. Highlight the required clinical study and study
center and click Select.

Reporter First Name Reporter Last Enter the reporter's first and last name.

Name
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Entering Event Information
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Entering Event Information

Item

Description

Country of Incidence

Enter the country where the adverse event occurred.
In Oracle Argus Safety application, you can either
type the complete country name, or enter a two letter
country code that will automatically be decoded. In
Oracle Argus Safety Web, you can select the
appropriate country from the list.

¢ Note:

This may or may not be the reporter's or
the patient's country of residence.

Patient Initials

Enter the patient's initials.

Patient Date of Birth

Enter the patient's date of birth.

Patient Gender

Enter the patient's gender.

Event Description

Enter a brief verbatim description that describes the
event that is most clinically important in the case.

Onset Date Enter the date for the onset of adverse event
symptoms.
Keyword Enter a keyword when searching for duplicates.

Keywords are only used for searching for cases.

Receipt Range Limits

Select this check box to search for cases that have
been entered in the range of 60 days before the
current date and 60 days after the current date.

Q Tip:

You can click Search to determine if this case has been entered before. A list of
cases that match the search criteria appears. Inspect the list and determine if
any case matches the event information that is to be entered.

3. Click Create Local Event to create a new local event. The Local Event- Initial Event

Entry screen appears.

4. Enter the available event information in the AE Entry and Local Info tabs.

Refer to Entering Event Information for further instructions.

When entering event information in the AE Entry and Local Info tabs, be aware of the

following:

e Click Add to add another row to the section.

» Click the Zoom icon to enter text or notes in a separate window. You can also check the
spelling of the text in this separate window.

To enter text information:

1. Open the AE Entry tab.
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Chapter 2
Entering Event Information

2.

Argus Safety Web

ORACLE’
Worklist Local Affiliate Utilities:

LAM Event - SHAILESHLAM
AE Ent Local Info

Welcome shaileshlam, Friday, April 23, 2010 (EXPG0STD) e JISELIRNE S

General Information

Central AE Case Number Report Type

Receipt Date

-~
M Lamuseony B

Affiliate Date Country of Incidence Local Reference Humber

v [2z-APR2010

Case torrative $]

i|

Case Comment

[ou-man-0000 ] [unmeD sTATES | [SHAILESHLAM

# Follow i ¥ Significant

Patient Information

Initials Date of Birth  Age Age Units Gender Pregnant Ethnicity Weight Height =
[ [rr-e7r0000 ] Il o 9| = | [ J
Relevant History (0) [ acs_Joeiee
#  StartDate Stop Date Condition Type Description as Reported Notes.
[T 270000 | I ongoing I vl | e
Lab Data (0) [ AdaJDeiete
#  Date Test Hame NormLow  HormHigh  Assessment Results Units.

1 |[pzez0000 ||

v

Enter the available event information in each of the sections of the AE Entry tab as

shown in the following tables.

General Section

Item

Description

LAM Use Only

Select this check box if this event is for local usage only
and will not be routed to Central.

Central AE Case Number

The case number that is assigned to this event at
Central will be entered here. No text can be entered in
this field when initial event information is being entered.

Report Type Select the type of report.

Receipt Date Enter the Receipt Date. This date will be used at the
Central end.

Affiliate Date Enter the date received.

Country of Incidence

Select the country in which this event occurred.

Local Reference Number

The number by which the event is identified is entered
here. This number will be automatically generated if the
system has been configured to automatically number
local events.

Case Narrative

Enables the user to enter a narrative description of the
case.

Case Comment

Enables the user to enter relevant comments about the
case.

Follow up Received

Enter the date on which follow up information was
received at the local affiliate location.

Safety Received

Enter the date on which the follow-up information was
received by the Central safety office.

Significant

Select this check box if significant follow-up information
has been received.

Patient Information Section

ORACLE"
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Entering Event Information

Item

Description

Initials

Enter the initials of the patient.

Date of Birth

Enter the date of birth of the patient.

Age/Age Unit

Enter the patient's age and the age units used.

Gender

Enter the patient's sex.

Patient ID

Enter the patient's identification number. Note: This field is
available only if the event is associated with a clinical trial or
other study.

Study Number

Enter the study number. Note: This field is available only if
the event is associated with a clinical trial or other study.

Other Relevant History Section

Item Description

Start Date Enter the start date of the condition. You can enter a partial
date if the actual date is not available. You can also choose
not to enter a date.

Stop Date Enter the stop date of the condition. You can enter a partial
date if the actual date is not available. You can also choose
not to enter a date.

Ongoing Indicates whether the condition is continuing. If it is set to

Yes or Unknown, the Stop date is disabled.

Condition Type

Select a condition type from the list. The Administrator can
adjust this list.

Description as Reported

Enter the verbatim term used by the reporter, or patient, to
describe the adverse event or product name.

Notes

Enter any notes pertinent to relevant history.

Reporter Information Section

Item Description

Address The address of the institution.

City The city where the institution is located.
Country The Country where the institution is located.
Department The name of the reporter's department

Email Address

The email address for the reporter.

FAX Number

The fax number for the reporter.

First Name

The first name of the reporter.

Health Authority Case Number

The Health Authority Case Number.

Health Care Professional

Indicates whether the reporter is a health care professional.

Institution

The name of the institution where the reporter is currently
employed.

Intermediary

Identifies the intermediary for the case.

Last Name

The last name of the reporter.

Middle Name

The middle name of the reporter.
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Chapter 2
Entering Event Information

Item Description
Occupation Displays the occupation of the reporter.
Postal Code The postal code where the institution is located.

Protect Confidentiality

Indicates that the reporter's identity is protected in expedited
reports.

Dosage Regimen Dose
Description

User this field to describe non-standard dosages that cannot
be adequately described using the dose, route, and frequency
fields. Note that the initial value for this field defaults to the
dose, route, and frequency information and can be amended

ORACLE

as appropriate.

Report Media

Displays the method used to report the case.

Reporter Type Identifies the reporter type.

Sal. Identifies the title of the reporter.

State The state where the institution is located.
Suffix Displays the reporter's suffix, if appropriate.

Event Information Section

Item Description

Onset Date Enter the date/time the event started. You can enter a
partial date if the complete date is unavailable.

Stop Date Enter the date/time the event stopped.

Event Description

Enter the verbatim term used by the reporter to describe
the adverse event. As you type, the system automatically
copies the term in to the Description to be Coded field.

Death Click the appropriate box to select the Serious Criteria for
the event.

Hospitalized Click the appropriate box to select the Serious Criteria for
the event.

Disability Click the appropriate box to select the Serious Criteria for
the event.

Other Click the appropriate box to select the Serious Criteria for
the event.

Other Text Enter text to describe the other type of serious event.

Medically Significant

Click the appropriate box to select the Serious Criteria for
the event.

Life Threatening

Click the appropriate box to select the Serious Criteria for
the event.

Intervention Required

Click the appropriate box to select the Serious Criteria for
the event.

Congenital Anomaly

Click the appropriate box to select the Serious Criteria for
the event.

Symptoms

Enter the appropriate symptoms for the cases.

Outcome

Select the outcome of the event from the drop-down list

(e.g., recovered, improved, fatal, etc.) The Administrator
can adjust the information on this list. If Fatal is selected,
Death is check in the list of seriousness criteria.
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Entering Event Information

Item

Description

Duration

The system automatically calculates this field from the
event start and stop dates. If duration is greater than five
(5) days, the system only displays days. You can enter or
modify the duration manually.

Diagnosis/Symptom

Click the appropriate radio button to indicate whether the
event is a diagnosis. Clicking Yes marks this event as the
primary event. In case of multiple diagnosis events, the
event on the left is considered as the primary event. Click
Relationships to display the Event-Relationships dialog.
This enables you to group symptoms and signs with
diagnoses.

Open the Local Info tab.

Enter the available case information in each of the sections of the Local Info tab as listed

in the following tables.

Contact Log Section

Item Description

Date Enter the date associated with the letter.

Code Enter the contact code associated with the letter.
Description Enter the description associated with the letter.
User Select the user to whom the letter is to be sent.
Date Sent Enter the date on which the letter was sent.

Action Items Section

Item Description

Date Displays the date associated with the Action Item.
Code Displays the code associated with the Action Item.
Description Displays a description of the Action Item.

User Displays the user to whom the Action Item is assigned.
Due Date Displays the date on which the Action Item is due.

Date Completed

Displays the date on which the Action Item was completed.

Notes and Attachments Section

Item

Description

Attach Documentum Link

Displays the Documentum Lookup Dialog. Use this dialog to
search for and select Documentum links.

Attach File Click Attach File to add an attachment. Browse to the location
of the file on your system.
Date Enter the date associated with the note or attachment.

Classification

Select the type to which the attachment belongs.

Description

Enter the description of the attachment.

Item

Description
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Chapter 2
Routing Events to Central

Item Description

Keywords Enter the keywords relevant to the attachment. To select a
keyword from a list, click Select.

Select Click Select to enter a new keyword or select a keyword from
the list.

Routing Comments Section

Item Description

Date Displays the date on which the event information or
follow-up information was routed to Central.

Route By Displays the user who was responsible for the routing.

Comment Displays the routing comments.

5. Add letters as necessary. Select Save in the Local Affiliate menu to save the
case.

# Note:

For follow-up information associated with an event, enter the follow-up
information and then route the event to Central.

For more information, see:

* Adding a Letter

Adding a Letter

1. Inthe Contact Log section of the Local Info tab, click Add.
2. Click in the row to select it and click New Letter.
3. Select a letter template from the list and click OK.

The letter will open in a separate Internet Explorer window.

4. If you make changes to the letter, save the letter on your system by selecting Save
As in the File menu of Internet Explorer.

5. Close the Internet Explorer window.

6. Inthe Save Letter dialog, click Yes to save the modified letter or No to save the
automatically generated letter without the changes you made.

* If you click No, the letter will be inserted in the new contact log row.

» Ifyou click Yes, the Attach Letter for LAM dialog appears. Attach the letter that
you saved on your system in step 4 by clicking Browse.

7. When a new letter is added, an action item corresponding to that letter is inserted
in the Action Items section.

Routing Events to Central

When routing local events, be aware of the following:
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Chapter 2
Routing Events to Central

The system disables the routing button after the event is routed and enables it again
when Central accepts the event.

You can route a local event for the first time even if there are multiple Oracle Argus
Affiliate follow-up receipt dates entered.

When you route a local event after the first time and all the Oracle Argus Affiliate Follow-
up Receipt Dates are blank or grayed out (read-only), the system does not permit routing
and presents a popup message.

After successfully routing a local event, the system makes the following fields read-only:
— Oracle Argus Affiliate Follow-up Receipt Dates

— Oracle Argus Affiliate General Receipt Date

— Oracle Argus Affiliate General Affiliate Date

— Oracle Argus Affiliate Follow-up Safety Date

— Significant Checkbox

After successfully routing a local event, the system grays out all the existing follow-up
date rows; you cannot delete the grayed out rows.

To route events to Central:

1.
2.
3.
4,

Open the event that is to be routed to Central.
The AE Entry tab opens when the event is opened.
Open the Local Info tab.

Scroll to the Routing Comments section and click Route to open the Local Affiliate
dialog box.

Click OK to open the Routing Confirmation dialog box.

Routing Confirmation

Erter the password and comment to route the local event or press Cancel to
stop this process.

Password |"".. |

Comment Routed to Certral.

| Ok | [Eaneell

ORACLE"
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6. Enter your Password and Comment and click OK.

7. When the Route to Central dialog appears opens, click OK.

Route to Central

Local Ref. Hum 0701LAMOO0S
Date 0B-MAR-2007
Date Route By Comments
0B-MAR-2007 10:30 John Smith Routed to Central.
30-JAN-2007 17:40 John_Smith The case can be rauted.

aK Cancel

For more information, see:

e Searching for Local Events

Searching for Local Events

1. Select Local Event Search from the Local Affiliate menu to open Local Event
Search form.

2. Under Search for, select the item by which the search is to be done.
3. Enter the relevant search text in the text box.

For example: To search for local events by local tracking number, select Local
Tracking Number in the list and then enter the tracking number which is to be
searched.

4. Select the product family to which the event is related under Product Family.
5. Enter the text that describes the event under Event.

6. Select the date range in which the event was entered under Date Range.

Q Tip:

To specify your own date range, select Custom Date Range. Enter the
dates in the Custom Date Range dialog and click OK.

7. Click Search to view the list of search results.
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Chapter 2
Opening Local Events

Select Local Event Search from the Local Affiliate menu to open the Local Event

Search form.

Enter the search conditions to search for local events.

Find the required event in the search results.

Click the link associated with the Local Tracking Number of the required event to open

it.

Performing Local Labeling

Select Local Labeling from the Local Affiliate menu to open the Local Labeling screen.

ORACLE

Select Pending to view cases that are waiting for labeling.

Pending Tab Field Information

The following table lists and describes the fields on the Pending tab.

Field

Description

LAM Event Number

Displays the LAM event number. The link displayed in
this field helps you in viewing event information.

Case Number

Displays the case number with Central.

Product

Displays the name of the primary suspect product.

Event PT (Description) / LLT

Displays the name of the primary event.

D/S

Displays if the event was diagnosis or symptom.

Seriousness

Displays all the seriousness criteria for the event.

Severity Displays the severity for the event.

Duration Displays the duration for the event.

Datasheet Displays the datasheet(s) and its corresponding revision
number and activation date that were used in
assessment of the product and the event.

License Displays the license(s) for the agent.

Listedness Displays the listedness of the drug. Values may include

Listed, Labeled, Unlisted, Unknown.
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Field

Description

Marked as Assessed

Allows the user to mark whether local assessment is
done against the licenses displayed for the product or
not. It provided 3 methods to mark this status at 3
different levels.

1) Assessed checkbox at License Level: This checkbox
allows users to specify the local assessment status at
each license level. It shall be available in both Pending
and Historical tabs.

2) Assessed checkbox at Database Level: This
checkbox allows users to specify the local assessment
status at each datasheet level. If user checks or un-
checks this checkbox, it shall automatically update all
the license level checkboxes under this datasheet
accordingly. It shall be available in both Pending and
Historical tabs.

3) "Assessed" button at Product Level: Clicking on this
button shall mark all the licenses and datasheet level
checkboxes as checked. It shall only be available on
Pending tab.

Select Historical to view cases that have been assessed.

Local Affiate > Loca Labeling
Local Labeling

Pending | _Historical

Case Number # Start Date End Date

L 1 ]

S e | v

Case Number

EAMEvant Hmbes Product Event PT (Description)LLT

ois. Seriousness  Data Sheet License = Listedness Marked as.

(o ] [

202004-SPO-0000031  Rabiesvac
RABIES VACCINE

Historical Tab Field Information

-NO LAM CASE- o ‘Vision biurreg

o it
V] [ ] ouion E—
e e - 5
= —
(US) 654321 Unlabeled v 1)

The following table lists and describes the fields on the Historical tab.

Field

Description

LAM Event Number

Displays the LAM event number. The link displayed
in this field helps you in viewing event information.

Case Number

Displays the case number with Central.

Product

Displays the name of the primary suspect product.

Event PT (Description) / LLT

Displays the name of the primary event.

D/S

Displays if the event was diagnosis or symptom.

Seriousness

Displays all the seriousness criteria for the event.

Severity

Displays the severity for the event.

Duration

Displays the duration for the event.
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Field

Description

Datasheet

Displays the datasheet(s) and its corresponding
revision number and activation date that were used
in assessment of the product and the event.

License

Displays the license(s) for the agent.

Listedness

Displays the listedness of the drug. Values may
include Listed, Labeled, Unlisted, Unknown.

Marked as Assessed

Allows the user to mark whether local assessment
is done against the licenses displayed for the
product or not. It provided 3 methods to mark this
status at 3 different levels.

1) Assessed checkbox at License Level: This
checkbox allows users to specify the local
assessment status at each license level. It shall be
available in both Pending and Historical tabs.

2) Assessed checkbox at Database Level: This
checkbox allows users to specify the local
assessment status at each datasheet level. If user
checks or un-checks this checkbox, it shall
automatically update all the license level
checkboxes under this datasheet accordingly. It
shall be available in both Pending and Historical
tabs.

3) "Assessed" button at Product Level: Clicking on
this button shall mark all the licenses and datasheet
level checkboxes as checked. It shall only be
available on Pending tab.

4. Enter the Case Number, if it is known.

5. Click Search to view the list of events, grouped by the Local Event Number.

6. Under Local Labeling, select the appropriate labeling for each product associated with

the event.

7. Select the Assessed checkbox for the labeled case and click Mark as Assessed to
mark the selected case for a Preferred Term. The system enables the Process button.

8. Click Process to save the labeling changes.

9. The selected report is displayed in a PDF.

Submitting Reports

1. Select Report Distribution from the Local Affiliate menu to open the Report Distribution

page.

Local Afflate = Re port Dis tribution

Report Distribution

2402018 Msrkated Drug
53 0aps

ORACLE

mmmmmmm

RECEVER
it
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Report Distribution Fields

The following table lists and describes the fields on the Report Distribution page.

Field Description

Action Enables you to view and select the different options
available as action items.

Case Number Enables you to search for a case based on its case
number.

Report Type Displays the type of report.

Country of Incidence Displays the name of the country where the adverse

event occurred.

Suspect Product Displays the name of the suspect product.

Diagnosis (Verbatim as reported) Displays the diagnosis made for the event.

Core Displays the core labeling made for the event.

S/U/R Displays whether the case is serious unrelated or
related.

ForlLT Displays if the event is Fatal or Life-Threatening.

Report Form Displays the name of the report in a link.

Click the link to view the report in a PDF.

Destination Displays the destination name.

Initial/Follow-up (#) Displays if the report is an initial report or a follow-up
report.

Date Due Displays the date when the report is due.

Days Open Displays the days since when the report has been
open.

License Type Displays the license type of the report.

Submission Status Displays the submission status for the report.

Use the standard filters provided for Case Number, Report Type, Country of
Incidence, Suspect Product, Diagnosis, and so on to filter to locate the required
report.

Locate the report to be submitted and click the icon associated with the report in
order to view the available options.

Local Atftate > Report Distribution

Descriptions of the Action Items

The following table lists and describes the available action items.
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Field Description

View Report Displays the selected report in a PDF.

Report Details Enables you to view the report details associated with the
report.

Case Summary Enables you to view a summary of the selected case as

shown in the table below.

Local Labeling Enables you to determine whether labeling has been
assessed for the case.

Medical Review Displays the Medical Review screen of Argus.

The following table describes the meaning of each action item.

Action Item Description

This report has been scheduled/generated and it is past its
due date of submission.

This report has been scheduled and saved.

This report has been scheduled and generated.

i

Case Summary Field Descriptions

This report has been routed and approved by a user.

The following is an illustration of the Case Summary:
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Case NHumber

Initial Receipt Date 30-Jan-2007

Report Type Spontaneous
Study ID

Sponsor ldentifier

Pat. ID

Date of Birth 12-APR-1975
Case Serious ]

Listedness Determination  Unknown

Products

200705000017

Workflow Status US-Data Entry
Days Open 36
Assigned To Unknawwn
Center ID

Randomization =

Initials JH

Company Agent Causal Unknown

Outcome Unknowwn

ionder Drug_[NY

Events

Fever (Fever)

The following table lists and describes the Case Summary fields.

Field

Description

Case Number

Displays the case number

Workflow Status

Displays the workflow status of the case

Initial Receipt Date

Displays the Initial Receipt Date of the case

Days Open Displays the number of days the case has been
opened.
This is calculated by the difference between the Initial
Receipt Date and the System Date (Current Date)
Report Type Displays the Report Type.
Assigned To Displays the individual that the case was assigned to.
Study ID Displays the Study ID of the case
Center ID Displays the Center ID of the case

Sponsor Identifier

Displays the Sponsor Identifier of the case

Randomization #

Displays the Randomization # of the case

Pat. ID

Displays the Patient ID

Initials

Displays the Initials of the patient

Date of Birth

Displays the Date of Birth of the patient

Company Agent Causal

Displays the whether the case was Company Agent
Causal or not.

Case Serious

Displays whether the case was serious or not.

Outcome

Displays the outcome of the case.

Listedness Determination

Displays the Listedness status of the case
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Field Description

Products Displays the Suspect Products associated with the
case.

Events Displays the Events associated with the case.

In the Submission Status list of the required report, select Submit.

You can submit multiple reports at a time by selecting Submit for the required reports.

5. Click Process to open the Report Submission Information dialog box.

6. Enter any remarks in Note and click OK.

7. The report(s) opens and a list of submitted reports is generated.

Bulk Reporting

Bulk Reporting enables you to print, transmit and/or submit reports in bulk.

Select Affiliate > Bulk Reporting to view the Bulk Report screen shown in the following

illustration.

For more information, see:

*  Bulk Reporting Filter Section

»  Total Number of Rows Section

*  Printing Options

* User Options

Bulk Reporting Filter Section

The Bulk Reporting Filter sections enables you to filter reports.

ORACLE

The following table lists and describes the fields in this section:

Field

Description

Destination

Select an Agency to filter reports by that particular agency. Only the agencies
that have reports in the Scheduled, Approved and Generated states are
displayed. Click Filter to select multiple agencies from the Reporting
Destinations dialog. The previous filtering criteria is saved and retained
when the user invokes this dialog. By default, all agencies are assumed.

Report Form

Select any of the listed report forms to view reports belonging to the selected
report form only.

Report Status

Choose either Scheduled/Generated, Pending, Failed, or Printed/Transmitted
from the drop-down list.

Print Regulatory Report

Prints the report as Draft or Final. The Draft option is disabled when the
printing option is set to Transmit. Select Medical Summary to view the list of
only medical summaries of distinct cases in a PDF.

Approved Reports Only

Filters reports for only approved reports.

Product Family

Enter a Product family to view all cases where the scheduled reports belong
to the searched Product family.
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Field Description

Specific Case # Searches a specific case. To do so, enter the Case Number of the case you
wish to search and click the Retrieve button. This stores the agency
selections last made.

Total Number of Rows Section

The system displays the search results in the Total Number of Rows section.

It is worth noting that only those reports that are assigned to any LAM groups are
listed in Affiliate > Bulk Reporting.

Reports that are unassigned or assigned to Central user group are not listed in Affiliate
> Bulk Reporting.

vspaying powo D poge sucfCED PN

Suspect Product SR Report Form Due Date
Diagnosis FiLT Destination Days Past Due.

(Event Verbatim) 7015

Initial / Follow-up (%) Downgrade
Ak Mid Drug £

21FEB2012 &
RECENER 2

Pan

(pain it to

edy  Report Detais
Case s

O £ A Mid Drug AV e 28 19-FEB-2012
‘ By ran o RECEVER s
ched ove Repo. %
N

{pan) ] o

A4 Wi Drug

15682012
Pan 8

Wiew Muliple Reports {pain
1205000128 A Mikd Drug Wi % ciousy
UNTED STATES Pan o RECENVER
v alad Spontaneous foai 7 ntial Yo v

o

15-FEB-2012

I™ Blind Study Product [~ Mark as Submitted | Frint hedical Summacy Transit PriotList s

The following table lists and describes the fields and columns in this section.

Field Description

Selected Allows the user to select the report.

Lock State Displays the Case status of the case to depict if the case is locked or
un-locked.

Status Displays the Report Status e.g. Scheduled or Generated etc.

Click the status to view the report details.

Case Number Displays the Case number.
Click the Case Number link to open the case.

Country of Incidence Displays the view Country of Incidence.

Report Type Displays the Case Report Type

Suspect Product Displays the Trade Name for which the report has been scheduled. If
more than one Suspect Company Product exists for the case, an "(+)" is
placed at the end of the product name.

For Reports which were scheduled for the Device, the Device name is

displayed.
Diagnosis Displays the Primary Event Diagnoses PT
(Event Verbatim) Displays the (Verbatim as reported) of the Primary Event.
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Field

Description

S/U/R

«  Displays the Case Level Assessments:
—  Serious (Y/N)
— Unlisted (Y/N)
—  Causality (Y/N)

e Unknown is treated as a "?"

*  The SUR link displays the Case Summary associated with the
selected case.

ForlLT

Fatal / Life Threatening

If any of the events in the case are Fatal or Life Threatening F or LT is
displayed.

If the case is both F and LT, only F is displayed.

If the case is neither F nor LT, only No is displayed.

7/15

Displays 7 if the report is due within 7 days
Displays 15 if the report is due in more than 7 days

Report Form

Displays the Description of the report
Click the Report form link to view the DRAFT Report as a PDF.

Destination

Displays the report destination (agency) for which the report is
scheduled.

Initial / Follow-up (#)

Initial or Follow-up
If Follow-up, the follow-up number is printed

Due Date

Displays the due date.

Days Past Due

Displays the number of days the report is past due date.

Downgrade

Allows the user to view if the report is downgrade.
Displays Yes if the report is a downgrade report else.

Q Tip:

Printing Options

Several printing options are available to you.

ORACLE

The icon (displayed in the lock state) in the Affiliate-> Bulk Reporting screen
denotes a SUSAR (Suspected Unexpected Serious Adverse Reaction) case.

The following table lists and describes the available printing options:

Field

Description

Blind Study Product

Select this check box to print study cases with blinded information.

Mark as Submitted

Select this check box to mark reports as Submitted when the transmission/e-
mail has been sent.

A dialog is displayed if this check box is not selected. This dialog prompts you
to confirm if the report is to marked as submitted or not.

Select Yes or No, as required. This selection is remembered for the next time
when you print a report.
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Field Description
Print Medical Summary Allows the user to print the Medical Summaries.
Print Allows you to choose the printer for the selected report from the Select Site

Printer dialog.

Select the Site and Printer Name where you wish to print the report and click
OK.

Print List Allows the user to print the current view of the Bulk Reporting.

For more information, see:

e Suppress Default Printer option in Select Site Printer dialog

Suppress Default Printer option in Select Site Printer dialog

While printing reports from the Reports > Bulk Reporting option, if a Site is not
selected or left blank, the Default Printer is selected by default under the Printer
Name drop-down list.

If a particular Site is selected, the Default Printer option is not listed. By default, the
<Select Printer> option is displayed as the first option.

To print Bulk Reports for a particular site, the user can select one of the printers listed
for that site from the Printer Name drop-down list and can perform further actions.

User Options

The following options are available to you:

» Lock State Header Options

* Lock State Icon Options

Lock State Header Options

To sort the cases based on the following case status, click the Lock State header row.
A pop-up appears listing the following sorting options:

* Lock State
e SUSAR
e Exp/Per

These options enable you to sort cases based on the case categorization.

' Tip:

The icon (displayed in the lock state) in the Reports > Bulk Reporting screen
denotes a SUSAR (Suspected Unexpected Serious Adverse Reaction) case.
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Lock State Icon Options

Viewing Report Details

Click the Lock State icon to view the list of options.

The following table describes these options:

Field

Description

View Report

Displays the Draft report.

Report Details

Displays specific information about the report as entered in the Regulatory
Reports section.

Case Summary

Displays the Case Summary dialog.

Case Details

Displays the Case Details screen. The tree structure of the case displays only
the 'Reports' node, with its existing features.

Medical Review

Displays the Medical Review screen.

Remove Report

Deletes the report from the case on being asked for a justification

Local Labeling

Allows Local Labeling for the selected case.

Mark for Non-
Submission

Displays the Submission tab in the Report Details dialog.

Select No for Mark for Non-Submission and enter the reason for the non-
submission.

Remove Multiple
Reports

Deletes multiple reports from the case on being asked a justification.

View Multiple Reports

Allows you to view multiple reports.

1. Select Local Affiliate > Report Distribution to open the Report Distribution page.

2. Click the icon associated with the report and select Report Details to open the Report

Details dialog box.

Report Distribution
Total Number of Rows (10) Displaying Rows Page Size [ ——
Action Case Humber Suspect Product Core Report Form Date Due License Type
Report Type Diagnosis SUR Destination Days Open Submission Status
Country of Incidence (Verbatim as reported) For LT Initial Tollow-up (=)
@ 2007US000017(0701LAMO00 Wonder Drug_INV ClOMS- 04-FEB-2007 Investigational Drug a4
Sportaneous N-72-N [HA] AT (GSK) 36 days
us (Fever) Initial
ClOMS-| 04-FEB-2007 Investigational Drug
View Report N-7-N | [HA] AT (GSK) 36 days
Case Summary el
Local Labeling CIOMS- (Local 04-FEB-2007 Investigational Drug
Medical Review N7-N | [HA) BE (BPY) 36 days
= TFEven) Initial
@ 20071500001 7(0701LAMO00 Wonder Drug_INY ELl Device Vigiance Final 04-FEB-2007 Investigationsl Drug N
Sportaneous N-7-N | [HA] CA (TPD) 36 days
us (Fever) Inftial
@ 2007US00001 7(0701 LAMODO Wonder Drug_INY EU Device Vigilance Initial 04-FEB-2007 Investigational Drug
Sportaneous N-7-N [HA)] BE (BPY) 36 days
us (Fever) Intial
@ 2007US000017(0701LAMOO0 Wonder Drug_INY EU EMEA Spontanecus 04-FER-2007 Investigational Drug
Spontaneous N-7-N [HA] CA (TPD) 36 days v
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For more information, see:
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The Report Details dialog opens.

About the Report Details Dialog Box

About the Report Details Dialog Box

The Report Details dialog contains the following tabs:

General Tab

ORACLE

For more information, see:

Gonarad | | Rowting |
Ageiey Rogort Type
44 Brac oM
Heraposaibriny Lenguege

Engiish
Date Gores sted Date D
120N X007 26-DEC. 2005
Date Sutwraried Date Transarited
1242007 10.80 00-M0. 0000 00 00
Case Wulfie stion Date
1 2-JUN- 2007
Case Wuslication Besson

ot & Company product

General Tab
Scheduling Tab
Submission Tab

Comments Tab

The General tab displays the general information about the report. The information on
this tab cannot be modified. The following is an illustration of the General tab.

The following tables lists and describes the fields on the General tab.

Field Description

Agency Displays the Reporting Destination for which the report
is scheduled.

Responsibility Displays the User Group to which the report is

assigned.

Date Generated

Displays the date when the report was generated.

Date Submitted

Displays the date when the report was submitted.

Report Type Displays the Expedited Report Form of the report.

Language Displays the language in which the report has been
made.

Date Due Displays the date when the report is due.

Date Transmitted

Displays the date when the report was transmitted.

Case Nullification Date

Displays the date when the case was nullified.

Case Nullification Reason

Displays the reason entered when a case is logically
deleted in Argus.
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Scheduling Tab

The Scheduling tab displays a reason for scheduling this report. It also shows the date on
which the report was scheduled.

Gonera |iasheding)| Roumg |_swbmission | C
Sehadiddad Div N wlAN-200T Sclvadiiled By Joban Srdh
Case Baviabon

Case lhmnleer 200TUS0000 7
Raanon for Scheduling )
(FINLAMND (inenestigationsl Drug) L_FI_IMV (¥Wonder Drugl) LAM LIS Group

Ok Cancal

The following tables lists and describes the fields on the Scheduling tab.

Field Description
Scheduled On Displays the date when the report was scheduled.
Scheduled By Displays the name of the person who schedule the report.
Case Revision Displays the case revision number.
Case Number Displays the case number.
Reason for Scheduling Displays the reason for scheduling the report.

¢ Note:

All fields in this tab are auto-populated as per records entered in Oracle Argus
Safety.

Submission Tab

The Submission tab allows you to specify whether submission is required and enter a
reason for not submitting the report.
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The following table lists and describes the fields on the Submission tab.

Field Description

Submission Required Enables you to select if this report is not required to be
submitted to the regulatory authority.

Determined On Displays the date when the report was considered not
required to be submitted.

Determined By Displays the name of the user who decided the report
was not required to be submitted.

Reason for Non-Submission Click Select to select the reason for non-submission.

Comments Tab

The Comment tab allows you to enter a local comment that prints out on that specific
report when generated. Each report has its own respective Local Comment Section.

| General | Scheduling | Routing | Submission | Comeent |
| Local Comment
[This b2 8 narw gt

o] |
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The following table lists and describes the fields on the Comments tab.

Field

Description

Local Comment

Enables you to enter any remarks about the report.

Viewing Report Submission History

You can view a history of the reports that have been sent from the Report Submission page
as shown in the following illustration.

. Wosklini | Locd Affsbe | Thimes

vl ATl - Frrpee § laderss dean
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it il I s A Brilin Beguert i By Lalw b sion B
0 oo RSP | 15 PO i ain T [ng e ey TR
B s auce o AT P Ty L2 AT, s, A T e ey 3004
11 [ D BT OO [HA] LS D) G PSR walon G Sy - 2008
i T T AR [ B f=n ot H Copnlate 1 ey 2008
0 s LAMEIT ] i | 1 v L V- SR
B e L [ B L ey YidrE Pl 184 Ewrys L Frums e
B oo LAMESE AT ES TES) (e Bk Fons B4} H CwynLate 1 2004

7 oo gy Pralaait PN St P

To view Report Submission history

1
2
3
4.
5
6

Select Local Affiliate > Report Submissions to open the Report Submissions page.
Select whether you want to view Submitted Reports only or Non-Submit Reports.
Enter a custom date range or select an appropriate date range under Range.

Click Search. A list of submitted reports appears as per the option you selected.

To open a report, click the icon assicated with the report and select View Reports.

To view the report details, click the icon associated with the report and select Report
Deatils.

The system submitse the report.

To un-submit a report

1.

Click the icon assiciated with the report and select Unsubmit Report to open the Report
Unsubmit dialog.

ORACLE"
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2. The dialog displays the Case Number, Report Name, and Submitted status of

the selected report.

3. Enter the reason for non-submission of the report in the Reason to unsubmit

report field and click OK.

For more information, see:

*  Report Submission Tabs

Report Submission Tabs

ORACLE"

The Report Submission page has the following tabs:

*  Submitted Reports

*  Non-submitted Reports

Submitted Reports Tab

The following table lists and describes the fields on the Submitted Reports Only tab.

Field Description

Date Range Enables you to specify a date range for searching report
during a period.

# Note:

If a Date Range is
selected, the From and To
fields get populated
automatically.

From Enables you to manually enter the start date for the
search period.

To Enables you to manually enter the last date for a search
period.

Action View Report

Report Details
Unsubmit Report
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Field

Description

Local Event Number

Displays the Local Event Number of submitted reports.
Click this link to view the case details.

Central Case Number

Displays the Central Case Number of submitted reports.

Destination

Displays the destination of submitted reports.

Report Form

Displays the type of report form for the report. Click this
link to view the report in a PDF.

Days Late

Displays the days by which the report had been delayed
in its submission.

Submission Date

Displays the date when the report was submitted.

Blind Study Product

Enables you to blind the study product on the Submitted
Expedited reports.

Print Submitted Reports

Allows you to print the submitted reports.

Non-Submit Reports tab

The following is an illustration of the Non-Submit Reports tab.

I vesm | Lecaammse | mnes

Aol Ay - P b s
Local Affiliate - Report Submission

ki ol Bt 15 by | n“

Daie Fange Fram s
Al Date ~ DN-AAN-HEOD 1 -
Tl Barrivas o aewrs (1) e ' - | age sare [T R ——
Aiteen Ll il Measadori el i M et i Wit Fii s By Lae e iyt s Bl
o T FOPSEORCET ] by e, Cevis Fors M Dersbaie  13FebJ000

Fawd P . Godamalin] fapaaty sl Lk

The following tables lists and describes the fields on the Non-Submit Reports tab.
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Field Description
Date Range Enables you to specify a date range for searching report
during a period.
\J
# Note:
If a Date Range is selected,
the From and To fields get
populated automatically.
From Enables you to manually enter the start date for the
search period.
To Enables you to manually enter the last date for a search
period.
Action View Report

Report Details

Enables you with the option of viewing report details.

Local Event Number

Displays the Local Event Number of unsubmitted reports.
Click this link to view the case details

Central Case Number

Displays the Central Case Number of unsubmitted
reports.

Central Country of Incidence

Enter the country where the adverse event occurred.
Enter the partial two-character code, the country name,
or the three-character code. Oracle Argus Safety will
decode the entry. The Administrator can adjust the
information in this list.

Destination

Displays the destination of unsubmitted reports.

Report Form

Displays the type of report form for the report. Click this
link to view the report in a PDF.

Days Late

Displays the days by which the report had been delayed
in its non-submission.

Non-Submit Date

Displays the date when the report was not submitted.

Changing Your Password

The Change Password utility enables you to change your password as necessary.
When you log on to the system for the first time, it is recommended that you change

ORACLE

your password.

To change your password:

1. Select Utilities > Change Password from the Utilities menu.

2.  When the system opens Change Password dialog box:

a. Enter your current password in the Old Password field.

b. Enter your new password in the New Password field.

c. Enter your new password a second time in the Confirm Password field.

3. Click OK.
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The system changes your password.
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Central Users

In this chapter:

*  About Central Users

e Viewing the Worklist

e Reviewing Incoming Events

e Duplicate Search

e Accepting Local Events

* Rejecting Local Events

e Encoding Events

e Locking Cases

* Viewing Oracle Argus Affiliate Report Submission

e Medical Review

About Central Users

This chapter describes the tasks that can be performed by the Central Users of Oracle Argus
Affiliate. Unless you are an Enterprise Workflow Manager, you are limited to events you can
access from the following dialog boxes:

* Local Affiliate --> Worklist --> Pending Local Labeling
» Local Affiliate --> Worklist --> Cases in Pending Central Actions
* Local Affiliate --> Worklist --> Not Routed cases

If you are an Enterprise Workflow Manager, you can view all cases across multiple sites.

< Note:

Central users must log on to Oracle Argus Safety Web in order to perform the
activities that are related to local affiliates.

Viewing the Worklist

In the Oracle Argus Safety User Interface, select Worklist from the Local Affiliate Menu to
access the different options available through this screen. The Worklist screen appears as
shown:
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I Active Cases I Worklist IClse Actions Reports Local Affiliate Utilities I Dashboards I Argus Console I Argus Perceptive
Local Affiliate > WorkList
WORKLIST
Pending Central Actions lNot Routed Cases Pending Local Labeling

Total Number of Raws (1) Displaying Rows KRGNRd e I ]
Local Event Humber - Central Case llumber Local i i ing C
ToddsTest LAM Group Incoming Initial Event, asdfas

The following table lists and describes each of the tabs on this screen.
Field Description
Pending Central Actions Displays actions on local events that are pending at central
Not Routed Displays local events that have not yet been routed to
central
Cases Pending Local Labeling Displays pending action items that have been assigned to
the Local Affiliate Users.
Action Items from Local Displays the list of action items pending from Local.
Action Items from Central Displays the list of action items pending from Central.
Intake Worklist Displays the list of cases present in the Intake queue.

For more information, see:

e Pending Central Actions Tab

* Not Routed Tab

* Action Items from Local

* Action Items from Central

e Cases Pending Local Labeling Tab

* Intake Worklist

Pending Central Actions Tab

The following is an illustration of the Pending Central Actions tab.

I Active Cases I ‘Worklist IClse Actions Reports Local Affiliate Utilities I Dashboards I Argus Console I Argus Perceptive _
Local Affiliate > WorkList
WORKLIST

Pending Central Actions Hlot Routed Cases Pending Local Labeling

Total Humber of Rows (1) Displaying Rows RSN page Size [T

Local Event Humber - Central Case llumber Local Affiliate I Actions Routing Cs
ToddsTest LAM Group Incoming Initial Event, asdfas

Frint List

The following table lists and describes the fields on the Pending Central Actions tab.

ORACLE"
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Field Description

Local Event Number Displays the local event number. The link displayed in this field
helps you in viewing event information.

Central Case Number Displays the central case number.

Central Workflow State Displays the current workflow state of the Central Case.

Actions/Routing Comments Displays any actions or routing comments for the case.

Print List Prints the list displayed in the screen in a PDF.

Not Routed Tab

The following is an illustration of the Not Routed tab.

I Active Cases | Worklist Icase Actions Reports Local Affiliate Utilities I Dashboads I Argus Console I Argus Perceptive _

WORKLIST
Pending Central Actions

Not Routed Cases Pending Local Labeling

Total Humber of Rows (3) Displaying Rows [EEIEA ragesize[DIES 2 EEEEEES
Local Event Humber -~ Primary Suspect Product Primary Event Country of Incidence Local Affiliate Hame

Lan 2 Diabpen_KT tever UNITED STATES Lam Japsn

LaM 3 Diabpen_MKT fever UNITED STATES Lam Japan

LAMCHECKOUT Diabpen_IMY fever UNITED STATES Lam Japan

The following table lists and describes the fields on the Not Routed tab.

Field Description

Local Event Number Displays the local event number. The link displayed in this field
helps you in viewing event information.

Primary Suspect Product Displays the name of the primary suspect product.

Primary Event Displays the name of the primary event.

Route to Central On selecting LAM Event(s) and clicking the Route to Central

button, the system displays the Routing Confirmation dialog
followed by the Route to Central dialog to confirm the routing of
LAM Events to Central.

Country of Incidence Displays the country where the adverse event occurred.
Local Affiliate Name Displays the name of the local affiliate.
Print List Prints the list displayed in the screen in a PDF.

Action Items from Local

The following is an illustration of the Action Items from Local tab.
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Welcome Anuj Shukla 2, Monday, January 2, 2012 (ASEN701) WAL S ) L)

h ORACLE'  Argus Safsty Web

Worklist | Local Affiliate Utilities
\orkList
WORKLIST
Pending Central Actions Not Routed | Action tems From Central Intake Viorklist
Displaying Rows SERD Page 3100 |
Local Event Number - Central Case Number Central Worklfow State Action ltems Due Date
No case found

The following table lists and describes the fields on the Action Items from Local tab.

Field

Description

Local Event Number

Displays the local event number. The link displayed in this field
helps you in viewing event information.

Central Case Number

Displays the case number with Central.

Central Workflow State Displays the workflow state of the case.

Action Items Displays a description of the action to be taken up for the LAM
event.

Due Date Displays the due date for the action item.

Print List Displays the option to print the list.

Action Items from Central

The following is an illustration of the Action Items from Central tab.

Welcome Anuj Shukla 2, Monday, January 2, 2012 (ASENTOM) SRR ()

h ORACLE  Argus Satety Web

Worklist | Local Affiliate Utilities.
warkLiss
WORKLIST
Pending Central Actions Mot Routed Action Items From Local i Intake Worklist
Displaying Ro 1-1 % Page 100 &
Local Event Number — Action Item Code e Due Date
Central Case Number Cenirel Werkflow Stete Date Open Besorption Completed
1201004041 Us-Data Entry Case sddssasdsasssza 03-JAN-2012
BRIz 02-JAN-2012 00-MMI-00! |:|

The following table lists and describes the fields on the Action Items from Central

tab.

Field

Description

Local Event Number

Displays the local event number. The link displayed in this field
helps you in viewing event information.

Central Case Number

Displays the case number with Central.

Central Workflow State

Displays the workflow state of the case.

Action Item Code

Displays a code of the action to be taken up for the LAM event.

Date Open Displays the date since when the action has been due.
Description Displays the description of the action.
Due Date Displays the due date for the action item.

ORACLE"
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Field Description
Completed Displays the date by when the action item will be completed.
Print List Displays the option to print the list.

Cases Pending Local Labeling Tab

The following is an illustration of the Cases Pending Local Labeling tab.

I Active Cases | Worklist |Case Actions | Reports [Local Affiliate | Unilities

Dashboards IArwsCousole I Argus Perceptive _

WORKLIST

Pending Central Actions
Total Humber of Rows (0)
Local Event Humber -
llo case found

Cases Pending Local Labeling

Primary Suspect Product

page sio N N

Local Affiliate Hame

100 V]

Central Case Number Primary Event Country of Incidence

Frint List

The following table lists and describes the fields on the Cases Pending Local Labeling tab.

Field

Description

Local Event Number

Displays the local event number. The link displayed in this field helps you
in viewing event information.

Primary Suspect Product

Displays the name of the primary suspect product.

Central Case Number

Displays the case number with Central.

Primary Event

Displays the name of the primary event.

Country of Incidence

Displays the country where the adverse event occurred.

Local Affiliate Name

Displays the name of the local affiliate.

Intake Worklist

The following is an illustration of the Intake Worklist - Pending tab.

ORACLE"
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ORACLE'  Argus Safety WWeb

Welcome Anuj Shukla 2, Monday, January 2, 2012 (ASEN701) WMACLL SN SN DT

Worklist | Local Affiliate | utilities

WorkList
WORKLIST

Pending Central Actions | Not Routed | Action items From Local | Action items From Central | Intake Worklist |

INTAKE

Total Number of Rows (0) Displaying Rows [[EEEIE Page size [TTINED =
) Initial Date . Product Name Event PT Serious Case Type Reporter Type  Central Site / Lam Site Classification
FHisouty Intake Date Generic Name Event Verbatim FLTorH  StudylD Country Attachment Name Description
T | I I =l I I I |
T | I I =) I I I |[%]

Na records to display

Status Details

Crasts Local Evant || Reject Local Event || Frint List

The following table lists and describes the fields on the Intake Worklist - Pending tab.

Field Description

Priority Allows the user to view the priority of the case.

Initial Date Allows the user to view the initial receipt date of the case.
Intake Date Allows the user to view the date the system imported the

attachment within the Intake Worklist.

Product Name

Allows the user to view the Suspect Product in question.

Generic Name

Allows the user to view the generic name of the suspect product in
question.

Event PT Allows the user to view the Primary Event and Verbatim as
Reported.

Event Verbatim The following format will be used:Primary Event (Verbatim as
Reported)

Serious Allows the user to view the case-level assessments.

F LTorH Displays the status as Fatal (F) or Life-Threatening (LT) or
Hospitalized (H). If the case is neither of the above, it displays 'No'.

Case Type Allows the user to view the report type information.

Study ID Allows the user to view the Study ID of the study cases. For cases
where the Study ID is not present, this field is empty.

Reporter Type Allows the user to view the Reporter Type of the study cases. For
cases where the Reporter Type is not present, this field is empty.

Country Allows the user to view the country of incident.

Central / LAM Site

Allows the user to view the current site (Oracle Argus Safety or
Oracle Argus Affiliate) of the case.

Attachment

Allows the user to view the attachment which is associated to the
case. If there are multiple files, these shall be separated by a
comma.

Classification

Allows the user to view the attachment classifications which is
associated to the attachment.

Description

Allows the user to view the attachment description which is
associated to the case.
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Field

Description

Status Details

Allows the user to view the details of the status associated to the
case.

Accept/Reject Local
Event

Allows the user to accept/reject the Local Event associated to the
case.

Print List

Allows the user to print the list of cases displayed on this screen.

The following is an illustration of the Intake Worklist - Rejected tab.

| INTAKE

| pending | Rejectea |
Total Humber of Rows (9 Disiaying fows [EIEY pape o [N NN M pECTT) 0 |

| Priority Initial Date ‘Product Hame Event PT Serious. Case Type Reporter Type Central ) st

| Intake Date. Generic Name Country Attachment Name ‘Description Rejected By 5]

Event Verbatim FLTorH ‘Study 1D,

777720000
770000

2-Jan2013 Wonder Drug
13-May-2013 wonder Drug

- I I 72-777.3600
x
rasn o — Consumer Lamotake Qrigna nctteaton 13-Uay-2013
rash it sk UNTED STATES Loat Deseripton for 1pdf Rant Gupts

02-Jan-2013 Wonder Drug
120ay2013 Wonder Drug

[T Qriginal Nolificaion 12-Hay-2013

rash Ho. Consumer
UNTED STATES Lot Deseription for 1,901 Roht Gueta

e e Spentanecus.

02-Hov-2000 Vionder Drug
13May-2013 Wonder Drug

rasn Ho

Lamiake Grignal Notificaiion 13-4ay-2013
rash T g

= Consumer
Spentaneous UNTED STATES 1 pat Descriton Rohic Gusta

02902000 Wonder Orug

ash o Consumer

riginal Notitcaton TEiiay.2013
rasn 53 Sz UNTED STATES 1

yuvikam

15-Hay-2013 Wonder Drug

02-Fiov-2000 Wonder Drug
15-May-2013 Wionder Drug

cas S > Ongnal Notficaton 15 Hay2013
rasn ] PO UNTTED STATES 1 93t Deserpton yovkamd

021iov-2000 Wonder Drug
15 May-2012 Wonder Orug

Qrigmal Notificabon 15-Way-2013
rash 3 e UNTED STATES 1 pdf Descrition

02-tio-2000 Wonder Drug
15-May-2013 Wonder Drug

Orignal Notifcaton 15 Uay2013
1 pdt Descripton yuvkams

rasn o

Consumer
rasn T FpomRon; UNITED STATES

02-7i0-2000 Wonder Drug
13May-2013 Wonder Drug

Qrigmai Notifcation 13Hay-2013

as 2
rash [t Bl UNTED STATES 11!

02-8i0w-2000 Wonder Drug
12 HMay-2012 Wonder Drug

Status Details

rash No
rash (]

Original Noificalion 13-Uay-2013

[ Consumer
pontaneaus UNTED STATES 1 pdf Descripton Ronit Gupta

[Case Repecten by yuwikams on 15-1ay-2013 6t 12103.43 Gue to: Not Specifed

—rrre— |

The following table lists and describes the fields on the Intake Worklist - Rejected tab.

Field Description

Priority Allows the user to view the priority of the case.

Initial Date Allows the user to view the initial receipt date of the case.

Intake Date Allows the user to view the date the system imported the attachment

within the Intake Worklist.

Product Name

Allows the user to view the Suspect Product in question.

Generic Name

Allows the user to view the generic hame of the suspect product in
guestion.

Event PT

Allows the user to view the Primary Event and Verbatim as Reported.

Event Verbatim

The following format will be used:Primary Event (Verbatim as Reported)

Serious Allows the user to view the case-level assessments.

F, LT orH Displays the status as Fatal (F) or Life-Threatening (LT) or Hospitalized
(H). If the case is neither of the above, it displays 'No'.

Case Type Allows the user to view the report type information.

Study ID Allows the user to view the Study ID of the study cases. For cases where
the Study ID is not present, this field is empty.

Reporter Type Allows the user to view the Reporter Type of the study cases. For cases
where the Reporter Type is not present, this field is empty.

Country Allows the user to view the country of incident.
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Field Description

Central / LAM Site Allows the user to view the current site (Argus or Affiliate) of the case.

Attachment Allows the user to view the attachment which is associated to the case. If
there are multiple files, these shall be separated by a comma.

Classification Allows the user to view the attachment classifications which is associated
to the attachment.

Description Allows the user to view the attachment description which is associated to
the case.

Rejected Date Allows the user to view the date when the case was rejected.

Rejected By Allows the user to view the name of the user who rejected the case.

Status Details Allows the user to view the details of the status associated to the case.

Accept/Reject Local Event  Allows the user to accept/reject the Local Event associated to the case.

Print List Allows the user to print the list of cases displayed on this screen.

Reviewing Incoming Events

You can review incoming events from the Incoming Review page. The page has two
tabs:

e Initial
e Follow-up

For more information, see:

* To review incoming events

To review incoming events

1. Select Local Affiliate > Incoming Review to open the Incoming Review page.

OHRaCLE s Tty e FFECome Admarsatrmior, Seteedey, 4501 34, 2010 [PRITOMN)
Aciivs Canan h Wbl J [T [ [ J Lol Aol e | Wi ] [ l Argers Connole l g Innighi . Argars P caplive
roemeg e
Personal Argus Stitus gt i

Cane Duick Lawnch =

I Coven mnnigrmi 1y
Hoaey] Case Masslee Bepan] Trse Pt Vit e Sl

sl
1080 204D T Eteagend e Tegreae o Patety kvt L Dot Doy merh
=
Covincs Date B
R IR Fr e il
Pl L] -
HLACI008 Wi Leoe
o3 B L0 3es L=y D L

oy Cads Baslebi T S Carid et

vl Al Siie 1S Ame T O Bt B Tt ~
vl ARARH S DN) Cabh et Ml

ol £ SROLDR RLETR Y e v B T

v CLP SicACl [T ——
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2.

3.

The system opens the Initial tab by default. On this tab you can review new incoming

events.

Argus Safety Web

Welcome abhij, Friday, April 23, 2010 (EXP60STD)

h ORACLE

Active Cases | Worklist Case Actions

Reports Local Affiliate Utilitie s Dashboards I Argus Console

Local Affiliate > Incoming Review
Incoming Review
| mnital | Foiiow-up |

Search Conditions

Local Affiliate

I v [ search

Total Number of Rows (1) Displaying Rows [IREEA page size KIIILE [ —
# Receipt Dat Primary Suspect Product Country of Incidence

» Local Tracking Number - © '!'m“ & - o .
Action Local Affiliate Hame Primary Event Patient Initials.
23-APR-2010 Active Moiety Drug 0100 UNTED STATES
1 SHALESHLAN et
B LAMGroup fever

The following table describes the fields on the Initial tab.

Field Description
# Displays the serial number of each search result.
Action Enables you to perform an action item.

Central Case Number

Displays the central case number of the event.

Local Tracking Number

Displays the local tracking number of incoming events.
Click the link displaying the local tracking number to view
the follow-up information.

Receipt Date

Displays the date when the incoming events was received.

Local Affiliate Name

Displays the name of the local affiliate.

Primary Suspect Product

Displays the name of the product that is most likely to have
caused the adverse event.

Primary Event

Displays the name of the primary event.

Country of Incidence

Displays the name of the country where the adverse event
occurred.

Patient Initials

Displays the initials of the patient.

Print List

Displays the list of follow-up events in a PDF.

If you wish to review follow-up events or information click the Follow-up tab.

ORACLE"
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[ OHRACLE arges Sadey e Wiminte b Saterdiy. donl 20 2500 [PRSTONGY I.':.E:’.'.-_l
Aitben Caies | Wiebit Cane Miliwirs | Bepeits Lomal dTiade | i Bastiesaiits || dupis Consele || i Mrisid —
Incoming Review
b
Lo At
Sonal it o8 B 131 P L -2 ] e =~ T
¥ Coniral CaveWumber ~ Finospd Duie Primary fanpet Prouct Couniry of incidlence
At Lima Bk Sl Limiad AMate Raver Py Feerd Paterd Wit
os 150004 viagg- Rubger . 1801 WTED SIATES
CeCAL-GE LAN Grsp T
— 1Ak J00 e ST TATRS
g LA G e

The following table lists and describes the fields on the Follow-up tab.

Field Description

# Displays the serial number of each search result.
Action Enables you to perform an action item.

Central Case Number Displays the central case number of the event.

Local Tracking Number Displays the local tracking number of incoming events.

Click the link displaying the local tracking number to
view the follow-up information.

Receipt Date Displays the date when the incoming events was
received.

Local Affiliate Name Displays the name of the local affiliate.

Primary Suspect Product Displays the name of the product that is most likely to
have caused the adverse event.

Primary Event Displays the name of the primary event.

Country of Incidence Displays the name of the country where the adverse
event occurred.

Patient Initials Displays the initials of the patient.

Print List Displays the list of follow-up events in a PDF.

4. Under Local Affiliate, select the local affiliate whose events are to be reviewed.

Click Search. A list of matching search results is displayed.

The following table lists the columns that appear in search results:

Initial Events Follow-up

Local Tracking Number Central Case Number
Receipt Date Local Tracking Number
Local Affiliate Name Receipt Date

ORACLE"
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Initial Events Follow-up

Primary Suspect Product Local Affiliate Name
Country of Incidence Primary Suspect Product
Primary Event Country of Incidence
Patient Initials Primary Event

Patient Initials

6. To view the incoming event or follow-up information, click the link associated with the

Local Tracking Number. The following review screen is displayed.

ORACLE"  Argus Safety Web \ieleome rakesh, londay, January 2, 2012 (ASENTNY) et IR LT
Active Cases | Worklist I Case Actions | Reports Local Affiliate Uilities Dashboards I Argus Console
= 5]
LAM Event - 1201005LAM (Read Only)
EE @ Local Info
7 -
General Information Bl LAM Use Only u —
Central AE Case Number Report Type Receipt Date Affiliate Date Country of Incidence Local Reference Number il
g s [ozan2012 | [o0-MmK-0000 | [unmeD STATES | [1201005LAR =
Case Narralwe@ Case Comment@ # Follow-up Received Safety Recel Significant LA
Patient Information u
Initials Date of Birth Age Age Units Gender Pregnant Ethnicity Weight Height
| | | — —
Relevant History (0)
# StartDate Stop Date Condition Type Description as Reported Hotes
&l |l | T on ‘ |
going
||

The event information viewed from here cannot be modified.

Q Tip:

You can accept follow-up information, and accept or reject local events, from the list
of incoming events.

Duplicate Search

When performing a duplicate search, be aware of the following:

*  You can perform a duplicate search for incoming follow-up cases.

*  When you click the Duplicate Search dialog, the system performs a duplicate search on

the selected case.

e The user can search a maximum of 1000 cases.

* The system performs the duplicate search in the same way it performs the Central AE

Bookin Dialog Dup search.

*  The system runs the duplicate search against cases in the Central AE database.

* The Receipt Range Limits checkbox enables the user to restrict the search to the last 3

months. If the checkbox is unchecked, the system runs the search against all cases.

ORACLE"
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» The Select All and Deselect All buttons allow all the checkboxes associated with
the Search fields to be checked/unchecked (respectively) in Duplicate Search.

* The system uses the Oracle Text profile settings for the duplicate search in
Affiliate.

For more information, see:

e Searching for Duplicates

Searching for Duplicates

1. Review incoming events from Local Affiliates.
2. Click the icon associated with the required case and select Duplicate Search.

3. The Oracle Argus Safety Duplicate Search dialog opens.

™ Product Hame ™ Report Type ™ Receipt Date
[Doxorubicin HCL-0401 || spontanecus )| [25-DEC-2008
™ Generic Hame I study D I Reference ID I Keyword
[ooxoRuscH 1 I =
I sal ™ First Name ™ Lastame ™ sutfix ¥ Country of Incidence ™ state ™ Postal Code
‘ [ I UNITED STATES v 1
™ nitials [ Pat.1D ™ Age ! Units ™ Gender ™ Onset Date/Time ™ Event Description
T ] 1 v V| [72-722-0000 00:00 ] [cough ]
Select Al Deselect &1 I Receipt Range Limits  26.0CT-2008 - 23-FEB-2003 [_searen ][ Cicsa |
Total Number of Rows (1000) Displaying Rows |AIRIG) vm 100 v- [ ‘
Status Case Number . patID Country Products Project Report Type
Pat Initials Date . Events Study 10 Reporter
4 200709 UNITED STATES Doxerubicin HCL-0401 Spontansous &
SDFSD 36-JUL-2008 fever saf
;4 135600000607 123.56 UNITED STATES Tegretol or Piacebo TEG Sponsored Trial
0
CFP 24-DEC-15%€ Heart Failure: MEG2001 Mrs. Jil Smith

4. Select the check boxes associated with the items by which the duplicate search is
to be executed. Clear the check boxes that are not to be considered for duplicate
search.

5. Click Search. A list of search results matching the specified search criteria is
displayed.

Inspect the search results to determine if the event is already associated with a
previously entered case.

Accepting Local Events

ORACLE"

1. Before accepting an event, search for duplicates to check if a similar event is not
associated with a case at Central.

2. Click the icon associated with the incoming event and select Accept Local Event.

3. Ifthe system is configured for manual numbering of cases, enter the Case ID
Number and click OK.

4. If the system is configured for automatic numbering of cases, a Case ID Number is
automatically allotted to the case.

5. Inthe Accept Local Event dialog, click OK.

When the case is accepted, the Accept icon appears next to the case.

For more information, see:
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Accepting Events for Initial Cases
Accepting Events for Follow-up Cases

Entering Follow-up Information

Accepting Events for Initial Cases

You can select the fields that need updating after clicking Accept Local Event. The following
is an illustration of the Incoming Review page.

Be aware of the following when accepting local events:

After you accept the local event, the system displays the Affiliate Acceptance dialog
box.

By default, the system checks all the elements for the affiliate event so they will be
accepted in Argus Central.

If an element does not have any data, the system does not display it.

The field labels are configured in the same manner as the field labels in the Central
Case Form fields in the Console.

If the section is checked, all child elements are checked.
You can check or uncheck individual entities.

The system does not enable the Accept Case button until the following fields contain
data:

— Initial Receipt Date

— Country of Incidence

— Report Type

— Any single Product Name Information
— Any Single Event Verbatim

When you click Accept Initial, the system displays the Justification dialog for
acceptance.

When you click Reject Initial, the system rejects the affiliate event.

Accepting Events for Follow-up Cases

When accepting events for follow-up cases, be aware of the following:

ORACLE

In the Affiliate Acceptance dialog box, you can select the fields that need to be updated
in the Oracle Argus Safety Central case.

By default, the system checks all the elements for the affiliate event to be accepted in
Oracle Argus Safety Central.

The acceptance order is the same as the order defined in the Oracle Argus Safety Case
and the affiliate event for multiple entities (e.g., Products/Events/Reporters are compared
against as entered in Oracle Argus Safety case and Oracle Argus Affiliate case).

The system displays the elements for deleted entities in red.
The system displays the elements for updated entities in yellow.

The system displays the elements for added entities in grey.
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*  The system displays the affiliate field labels in the Acceptance dialog.
*  The number of follow-ups are the total number of follow-ups in the affiliate event.

*  When you click Accept Follow-up, the system displays the Justification dialog
for acceptance.

*  When you click Reject Follow-up, the system rejects the follow-up affiliate event.

* The system attaches the difference report to the case after you accept the Oracle
Argus Affiliate event.

Entering Follow-up Information

1. Click the icon associated with the incoming event and select Accept Follow-up.

Adtive Cases | Worklist | Case Actions | Repets  |Locs Afliate | nimies | Dashibomds |

Lol Affiliats « lmconing Peviaw
INCOMING REVIEW
e e
Lol ARt
a oyl Caser Bummibesy Fecegd Dute M-ﬂﬂ_
Action  Local Tracking lunabes Locsl Allae lleme Primaary Fwertt
= BOFIET (1258 2006 Cure AJ_PY
| Acoept Folowlls LS Grongs Terwer

2. The follow-up information appears in a new window in PDF format.

Bl svescopy (Pt P emat ) Sewen || 2 o O ¥ mevew B Conment. = Sgn -
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Local Affiliate Followup Event for Case 8033467
Ak 10 Saplarbar 208

e Fraar drpun Cme Datn Lac Frvar Suts

Cana Naraes EVALLWTION B LT CF *Adcas T
SRFLAR PVENTE

]

N Commants ™ [ Poger Y Lovers J Sgratues “f Bockmaaka ™,

%

L 1 x0%n

Acoapt Can

3. Review the follow-up information in the follow-up report. You can then make the
appropriate changes to the case information from the Oracle Argus Safety Case
Form.
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< Note:

The follow-up information appears in the Additional Info tab of the Case Form

4. Refer to the Oracle Argus Safety User's Guide for further information on entering case
information on the Case Form.

For more information, see:
*  Accepting Follow-ups from Oracle Argus Affiliate for Archived Cases
*  Accepting Follow-ups from Affiliate for Locked Cases

*  Accepting Follow-ups for Open Cases

Accepting Follow-ups from Oracle Argus Affiliate for Archived Cases
® Enter the password and required notes, to reopen the case from the Archived Case
dialog.
If you are able to unarchive the case successfully, the standard routing dialog is displayed.

The system auto-populates the "Current State" field with the state it was archived from
(such as Work in Progress).

The system auto-populates other values in the Routing dialog based on the current state
following the normal or current functionality of the Routing dialog.

Accepting Follow-ups from Affiliate for Locked Cases

® Enter the password and required notes, to unlock the case from the Locked Case dialog.

If the case is unlocked successfully, the system opens the standard routing dialog. The
Current field is auto-populated in this dialog with the state it was currently in.

The other values in this dialog can also be auto-populated based on the current state.

Accepting Follow-ups for Open Cases

The preceding functionality of the Current State is the same for accepting follow-ups for open
cases. In all scenarios, the last follow-up date entered in Oracle Argus Affiliate is auto-
populated in the Oracle Argus Safety accepted case.

An Oracle Argus Affiliate Follow-up case is identified by a red exclamation mark in the
Worklist > New section of Oracle Argus Safety.
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This icon is cleared automatically after the case is routed.

Rejecting Local Events

1. Click the icon associated with the incoming event and select Reject Local Event.

2. Enter ajustification for rejecting the event in the Action Justification dialog box
and click OK.

Action Justification

Please enter a justification for performing this action:

User Hame =shailezhlam

Select a standard justification for this field:
Not =pecified

| SpeliCheds || ok || cancel

3. Inthe Reject Local Event dialog, click OK.
4. When the case is rejected, the Reject icon appears adjacent to the case.

5. When the case is rejected, the action item is displayed within LAM Worklist -
LAM Action Items from Central in both Initial and Follow-up rejection scenarios,
with the following attributes:

Initial Events Follow-up
Date The local date of the person rejecting the case
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Initial Events Follow-up

Action Item Code The action item code that can be configured through List
Maintenance.

Action Item Description "Case rejected by central due to" followed by the notes/
reason entered by the Oracle Argus Affiliate acceptor.

Responsible User Set to "any".

Due Date The due date, which is populated automatically.

Encoding Events

After a case related to the local event is created in Oracle Argus Safety, the events for the
case must be encoded.

Refer to Oracle Argus Safety User's Guide for information on encoding events.

Locking Cases

After the events for a case are encoded, the case can be locked so that local labeling can be
performed by the Oracle Argus Affiliate Users.

Refer to the Oracle Argus Safety User's Guide for instructions on locking a case.

Viewing Oracle Argus Affiliate Report Submission

To submit a report:

1. Select Report Submission from the Local Affiliate menu to open the Report Submission
page.

2. Select whether you want to view Submitted Reports only or Non-Submit Reports or
reports that are Pending Submission.

3. Enter a custom date range or select an appropriate date range under Range.

4. Click Search. A list of submitted or non-submitted reports appears as per the option you
selected.

5. To view report details, click the icon associated with the report and select Report Details.
6. To open a report, click the icon associated with the report and select View Report.

For more information, see:

e About the Report Submission Page

About the Report Submission Page

In this section:

e Submitted Reports Only Tab
*  Non-Submit Reports Tab

*  Pending Submission Tab
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Submitted Reports Only Tab

The following is an illustration of the Submitted Reports Only tab.
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The following table lists and describes the fields on the Submitted Reports Only tab

Field Description
Local Affiliate Enables you to select the local affiliate to be viewed.
Date Range Enables you to specify a date range for searching report
during a period.
# Note:
If a Date Range is selected,
the From and To fields get
populated automatically.
From Enables you to manually enter the start date for the
search period.
To Enables you to manually enter the last date for a search
period.
Action View Report

Report Details

Enables you with the option of viewing report details.

Unsubmit Report

Enables you to un-submit the selected reports.

Local Event Number

Displays the Local Event Number of submitted reports.
Click this link to view the report in a PDF.

Central Case Number

Displays the Central Case Number of submitted reports.

Central Country of Incidence

Enter the country where the adverse event occurred.
Enter the partial two-character code, the country name,
or the three-character code. Oracle Argus Safety will
decode the entry. The Administrator can adjust the
information in this list.

ORACLE"
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Field

Description

Destination

Displays the destination of submitted reports.

Report Form

Displays the type of report form for the report. Click this
link to view the report in a PDF.

Days Late

Displays the days by which the report had been delayed
in its submission.

Submission Date

Displays the date when the report was submitted.

Blind Study Product

Enables you to blind the study product on the Submitted
Expedited reports.

Print Submitted Reports

Enables you to print the submitted reports.

Non-Submit Reports Tab

The following is an illustration of the Non-Submit Reports tab.
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The following table lists and describes the fields on the Non-Submit Reports tab.

Field Description
Local Affiliate Enables you to select the local affiliate to be viewed.
Date Range Enables you to specify a date range for searching report during
a period.
# Note:
If a Date Range is selected, the
From and To fields get populated
automatically.
From Enables you to manually enter the start date for the search
period.
To Enables you to manually enter the last date for a search
period.
Action View Report

Report Details

Enables you with the option of viewing report details.

Local Event Number

Displays the Local Event Number of unsubmitted reports. Click
this link to view the report in a PDF.

Central Case Number

Displays the Central Case Number of unsubmitted reports.

ORACLE"
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Field Description

Central Country of Incidence Enter the country where the adverse event occurred. Enter the
partial two-character code, the country name, or the three-
character code. Oracle Argus Safety will decode the entry. The
Administrator can adjust the information in this list.

Destination Displays the destination of unsubmitted reports.

Report Form Displays the type of report form for the report. Click this link to
view the report in a PDF.

Days Late Displays the days by which the report had been delayed in its
non-submission.

Non-Submission Date Displays the date when the report was not submitted.

Pending Submission Tab

The following is an illustration of the Pending Submission tab.
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The following table lists and describes the fields on the Pending Submission tab.

Field Description
Local Affiliate Enables you to select the local affiliate to be viewed.
Date Range Enables you to specify a date range for searching

report during a period.

# Note:

If a Date Range is
selected, the From and
To fields get populated
automatically.

From Enables you to manually enter the start date for the
search period.

To Enables you to manually enter the last date for a
search period.

Action View Report
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Field

Description

View Draft Report

Enables you to view the draft report.

Report Details

Enables you with the option of viewing report details.

Local Event Number

Displays the Local Event Number of unsubmitted
reports. Click this link to view the report in a PDF.

Central Case Number

Displays the Central Case Number of unsubmitted
reports.

Central Country of Incidence

Enter the country where the adverse event occurred.
Enter the partial two-character code, the country name,
or the three-character code. Oracle Argus Safety will
decode the entry. The Administrator can adjust the
information in this list.

Destination

Displays the destination of unsubmitted reports.

Report Form

Displays the type of report form for the report. Click this
link to view the report in a PDF.

Days Late

Displays the days by which the report had been
delayed in its non-submission.

Submission Date

Displays the date when the report was due for
submission.

Medical Review

Use the Medical Review function to quickly and efficiently view important information in a
case. The following is an illustration of the Medical Review screen.

ORACLE
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Medical Review - Case Form - 2020-04-SP0-0000031 "BJD"

| Medical Review | Temporal View | Action items / Addl Info |

Case Narrative ..
i G " ‘Case Comment v | enera

Narrative - show Ditterence \ .B @\ Generate | IE Genesate

[This spontaneous case was reported in the medical literature by other healthcare professional This i a spontaneous report received from a consumer regarding a male patient, currently 30 A,

from the United States and concemns a 30-year-old male patient who experienced serious A | |years-oid who started to receive Xyrem (sodium oxybate) oral solution at 2.25 grams (g) twice

adverse reactions of tumor lysis syndrome, sepsis, hypotension and acute renal failure ninhiiv for nAreolensy with catanlexy e
with oxalipiati itabine and rituximab. < >

The patient was admitted for a 4-month histery of dry cough, malaise, intermittent fever, night Company Comment hd s ‘E Eenpiale,

sweats, and unintentional weight loss. The patient was febrile, ill-appearing and icteric on

examination. Initial blood work-up showed anemia and elevated liver enzymes. The infectious

work-up including bacterial and fungal cultures, viral panel, tick-bome illness serology, and HIV v

serology was negative. The bone marrow exam was consistent with infravascular large cell

Case Assessment H
Case Serious Company Agent Gausal Listedness Determination Case Outcome
ves | Yes ol Unlisted o | Worsened v

Product Causality as Reported Source / Method / Result Dis Seriousness  Data Sheet License As Determined
Causality as Determined Source / Method / Result Severity Listedness
Other Causality Source / Method / Result Duration
Event PT iption) / LLT
[—A- v A V] [ v | —Assigned— V| [—assigned- v
w3 D MS iste o
e D Primary Source R| Possible &25::” Jp— Unlisted -
RabiesVac IMAH Possible 3 days 8 hrs
"~ RABIES VACCINE 12 min
Ocular hyperaemia (red eye) US (MK 654321) [ jiabeled v
~ Red eye
Primary Source R| [Probable D Dis CORE Uniisted %
MAH Brobabie 1 day (Rev #1 . 27-APR-2020)
Arthralgia lﬁﬂl’lﬂ:’ﬁam) US (MKL 654321) | niabeled W
= Joint pain
Primary Source R| Possible s Non-serious CORE Unlisied Vv
] ] e 1 montn (Rev#1 : 27-APR-2020) v
T 1 1 1
Print Medical Summary. H View Draft £ | Retumn Case || Forward Case \ | Save and Close H Cancel |

# Note:

The Medical Review section from Local Affiliate Module is a read-only
section. You can view the information related to a case but cannot edit it from
the Oracle Argus Affiliate's Medical Review.

For more information, see:

* To Access Medical Review

* Common Features in Medical Review
*  About Medical Review

e About Temporal View

«  About Action Items

To Access Medical Review

® Select Case Actions -- > Medical Review to open the Medical Review screen.

The system opens the Medical Review screen.

Common Features in Medical Review

The following table lists and describes the common features under Medical Review.
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Field

Description

Generate

Click Generate in either of the narrative fields to enable Auto
Narrative Generation.

Return Case

Click Return Case to open the return route dialog and save the
information.

Forward Case

Click Forward Case to open the forward route dialog and save
the information.

When the case has been routed and the form is closed, you
cannot route from the case form Activities tab till the case has
been closed and re-opened.

View Draft

Select a report and click View Draft to generate a draft version of
the report based on the open case.

" Note:

This report form type is saved as a
default and the next time the user
opens the Medical Review for
another case, this is defaulted to the
Report Form selected previously.

The Draft report does not display all the changes made to the
Case until the case has been saved in the database.

Zoom/un-zoom icon

Click the Zoom icon to view the selected dialog on a much bigger
scale.

Click Un-Zoom icon to revert back to the earlier view.
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About Medical Review

Medical Review - CaseForm - 200608-0000003509

| Medical Review | Temporal View | Action tems | CIOMS-|

| [_viswpuatt

EVALUATION Il LIGHT OF SIMILAR EVENTS =L @ [PsuR e Commennt ] ) (@] [cenerate]

o Compny Comerts %] [l

Case Serious Company Agent Causal AListednessX XOutComeX
ho ~ I ~| v v
Product Causality as Reported / Determined s L = L
Event PT (I JLLT Severity
|-l L ETE v | —Al- v | Duration | A1 v | |-assigned- v |

Enter information in the Case Narrative, Case Assessment and Event Assessment
sections.

# Note:
An (S) is displayed for Serious events.
An (F) is displayed for Fatal events.
An (LT) is displayed for Life Threatening events.

An (H) is displayed for Hospitalized events.

For more information, see:

e Case Narrative Section
 Case Assessment

¢ Event Assessment

Case Narrative Section

The Case Narrative section is read-only and cannot be changed.

However, you can choose from the drop down options in other fields to view any of the
other narrative fields.
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This view is saved as a default and the next time the user opens the Medical Review for
another case, this is defaulted to the narrative fields selected previously.

You cannot choose the same Narrative field in the drop down options available. The first
selected narrative field is disabled in the second drop down option.

Case Assessment

The Case Assessment section assesses the case details.

1. Select whether the case is serious or not from the Case Serious drop-down list.

2. Similarly, select relevant informatio about Company Agent Causal, Listedness and
Outcome from the drop-down lists.

Event Assessment

The Event Assessment section enables you to understand more about the events.

The following table lists and describes the fields in the Event Assessment section.

Field Description

Recalculate Refreshes the Event Assessment section with the newly
entered data if new suspect products or events are entered,
or the Event Relationship is modified.

Event This field is populated when events are entered in the
Events tab and is displayed in the following format:
*  FirstLine - Event PT
*  Second Line - Verbatim
e Third Line - LLT

Products This field is populated when events are entered in the
Products tab and is displayed in the following format:
*  First Line - Product Name
e Second Line - Generic Name

Datasheet Displays the datasheet(s) and its corresponding revision
number and activation date that were used in assessment of
the product and the event.

License Displays the license(s) for the agent.

Reported Causality Indicates the degree of reported causality.

Determined Causality This field is populated automatically, along with the
information entered in the Reported Causality field.

Determined Listedness Indicates whether the system found the event on the
datasheet for this product.

D/S Displays the Diagnosis/Symptom details by D or S in line with
the Events.

Seriousness Severity Duration Display the Seriousness, Severity and the Duration of the
Event.

Filtering in the Event Assessment Section

The following table describes how each field of the Event Assessment screen is filtered.
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Field

Description

Product

The product filter drop down list contains all products
listed in the event assessment. The user can filter on all
the products which are present in the Event Assessment
dialog.

Event

Contains a drop down of values of distinct Event PT. The
user can filter on all the products which are present in
the Event Assessment dialog.

Diagnosis

Contains a drop down values of D for Diagnosis or S for
Symptoms.

Datasheet

Contains a drop down of values of distinct Datasheets.
All the blank datasheets shall be displayed as a single
row of <Unspecified>.

Licenses

Contains a drop down of values of distinct Countries of
the Licenses. All the Licenses which are not associated
to a Datasheet shall be displayed under <Unspecified>
else aligned with the Datasheet view.

# Note:

the filtering results.

Only the assessment rows that match the selected criteria are displayed in

User Actions within Event Assessment

The following tables describes user actions and their results.

Field

Description

Click the Datasheet column's "plus”
icon

Displays the license and datasheet views and displays
the License Column and enable the "-" for the License
Column.

Click Product Name

Displays the Product Information dialog for the selected
product

Click Event Description

Displays the Event Information dialog for the selected
event

Click License Description

Displays the Product Information as defined in the
License Configuration

Click Datasheet Description

Displays all the configured terms in the datasheet

About Temporal View

Click Temporal View to view a read-only version of the case before routing.

ORACLE

The information displayed in the Temporal View tab is taken from the information

entered in the Case Form section.

For more information, see:

* Temporal View Fields: Summary Section
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» Temporal View Fields: Displays Options Section
*  Temporal View Fields: Event Assessment Section

* Temporal View Fields: Relevant Tests Section

Temporal View Fields: Summary Section

The following is an illustration of the Summary section of the Temporal View tab.

[ Primary Suspect Product Cure-All | Patient Gender Male ReportType  Spontansous Company Diagnosis Tachycardia
Generic Name Amoxeillin Patient Age 53 Yean Reporter Type  Physician Case Serious Yes
Indication Pain Case Causality Yes
Dispiay Options =
[¥] Suspect Products [¥] Patient History
Non-Suspect Products [#] Patient Lab Data £
Relevant Tests (%) Serious Events Only

Event assessiment EETR— B

D Info Mem Start Stop Duration 01-SEP-04 08-SEP-04 15-SEP-04 22-SEP-D4 29-SEP04 05-OCT04 12-0CT-04 19-0CT-04

SMED o Wonder Drug-Regimaen 1 01-SEP-2004 13:04 = 02-SEP-2004 1304 1 day

SMED () Cure All- Regimen 1 01-SEP-2004 1304 02-SEP-2004 1304 1 day 0

s-MED () ASPIRIN

SEV @) Techycardia(Disgnosis)  12-FEB-2004 0000  12-SEP-2004 0000 =

ns-Ev @ = Dyspnoea (Symptom) 30-AUG-2004 1304 30.AUG-2004 13:04 }

NE-EV o (=l Asthenia (Symptom) 30-AUG-2004 13:04  30-AUG-2004 13.04 —

Ng-EV @ # Eventd(Symplom)  30-AUG-20040000 30-AUG-200400:00 Q

HOsP (@) Patient Hospitalized 30-AUG-2004 1304 30-AUG-2004 13:04 ‘

DTH (@ PatientDesth )

BRTH o Fatient >

HST (@ Smoker 4 ]

Notes |
[_Clese ]

The following table lists and describes the fields in the Summary section.

Field Description

Primary Suspect Product Displays the name of the primary suspect product
Generic Name Displays the generic name of the primary suspect product
Indication Displays information about the product indication.
Patient Gender Displays the gender of the patient.

Patient Age Displays the age of the patient

Report Type Displays the report type.

Reporter Type Displays the type of reporter reporting the event
Company Diagnosis Displays the company diagnosis

Case Serious Displays whether the case is serious or not

Case Causality Displays the case causality status

ORACLE"
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Temporal View Fields: Displays Options Section

The following table lists and describes the fields in the Display Options section.

Field

Description

Suspect Products

Select the checkbox to view Suspect Products in the
Event Assessment Section

Non-Suspect Products

Select the checkbox to view Non-Suspect Products in the
Event Assessment Section

Patient History

Select the checkbox to view Patient History in the Event
Assessment Section

Patient Lab Data

Select the checkbox to view Patient Lab Data in the
Event Assessment Section

Relevant Tests

Select the checkbox to view Relevant Tests in the Event
Assessment Section

Events - All Events, Serious Events  Select the checkbox as required to view All Events/

Only

Serious Events Only in the Event Assessment Section

Temporal View Fields: Event Assessment Section

The following is an illustration of the Event Assessment section of the Temporal

View tab.

The following table lists and describes the fields in the Event Assessment section.

Field Description

Time Scale Displays the time period pertaining to the event assessment
like weekly, monthly, etc.

ID Denotes the type of event. For example, HOSP means
Hospitalized

Info Click the Info icon (i) to view details about the selected
entity.

Item Displays the item name

Start Displays the date from when the event assessment began

Stop Displays the last date of the event assessment

Duration Displays the duration of the event assessment

Temporal View Fields: Relevant Tests Section

ORACLE

The following table lists and describes the fields in the Relevant Tests section.

Field

Description

Notes

Displays the notes entered, if any

Zoom/Un-zoom icon

Click the Zoom icon to view the report on a bigger scale.
Click the Unzoom icon to revert to the earlier view

Flag icon

This icon displays the language text that is supported
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Field

Description

Notes icon

Click this icon to view/enter notes.

Save and Close

Closes the dialog, saving any changes

About Action Items

The following is an illustration of the Action Items tab.
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The following table lists and describes the fields on the Action Items tab.

Field

Description

Date Open

Enter the date the action item was created. Open action items
appear in the Worklist of the user who is responsible for the
action item. They also appear in the Open Action Items
Report.

Code

Select an Action Item code from the drop-down list. This will
display the description of the selected Action Item Code. The
Administrator can adjust this list.

Description

Selecting an Action Item code automatically enters information
into this field. The text can be modified as required. The
Administrator can adjust this list.

Group/User

Select a group responsible for the Action Item from the given
drop-down list. From the drop-down list below this, select a
user from the selected group who will be responsible for the
action. The Action Item will appear in the Worklist for the
selected user. If "Any" is chosen as the group, the Action Item
appears in all the users' Worklist. The Administrator can adjust
these lists.

Due

Enter the date on which the action item is to be completed.

Completed

Enter the date on which the action item was completed.

ORACLE"
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Oracle Argus Affiliate Configuration

The Oracle Argus Affiliate Administrator is responsible for configuring Oracle Argus Affiliate.
This section includes discussions of configuration tasks.

For more information, see:

e About User Groups
e Creating User Accounts

*  Viewing the Audit Log

About User Groups

Each Oracle Argus Safety user can be a member of one or more user groups. The access

rights of each user group to the menus in the user interface and specific sections of the Case
Form can be configured when the group is created.

The Administrator can configure user groups from Argus Console > Access Management >
Argus > Groups. Because user group configuration can only be done from Oracle Argus
Safety application, the Administrator must be logged on to Oracle Argus Safety application.

The following is an illustration of the Groups and Users page.
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This section enables the Administrator to configure the security levels for each work group.

Radio buttons enable you to view the group and assign access rights for several specific

sections of the case form, menu, case workflow, and report workflow.

ORACLE
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If a user belongs to multiple groups, the access rights for the user will be the
sum-total of the individual group access rights.

Example: John Smith is an Oracle Argus Safety User and his profile has
been added to 2 user-groups with different access level permissions for each
group. John has access rights to the Patient Tab in one group and access
rights to the General Tab in another group. In this case, John will be able to
access both the Patient and the General tabs of Argus.

To add/copy/modify/delete user groups navigate to the Access Management > Argus

> Groups section.

The following table lists and describes the fields on the Groups and Users page.

Field

Purpose

Group Name

Enables the administrator to enter a uniqgue name
for the group

Email

Enables the administrator to add the group email,
used for case priority notification and workflow
routing notification

Supervisor Email

Enables the administrator to add the Group's
Supervisor Email as applicable. This e-mail
address is used to send notifications when the
maximum time of a case for a particular workflow
state is exceeded

Menus

Lists the different menus and sub menus within a
Case Form and enables the Administrator to
enable or disable each of them

Listedness Determination -- Countries

Enables the administrator to assign Argus users
to the group that has the rights to change the
listedness determination for licenses originating
in the selected countries

Default report (Argus Affiliate only)

This field lists the expedited report forms in the
drop-down list

For more information, see:

e Creating a User Group

e Using Organized By

Creating a User Group

1. Inthe Access Management menu, click Argus > Groups.

2. Select the filtering criterion. The left panel now displays the list of Groups or Users

based on the filtering criterion.

The filtering criterion is essential as it helps you to search for specific items. The
Oracle Argus Safety Console provides this option for the Access Management section.

ORACLE
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Using Organized By

The filtering browser is displayed in the top-left corner of the left panel. This section can be
filtered on the basis of any of the two combinations displayed below.

Browser

Organized by Groups v

Containg

|Users

For Example: If you enable Organized by Groups, then the output generated will be visible in
a tree-format, in the left panel, based on the entire categorization of Groups and Users

Whereas if you enable the Organized by Users, then only the User list will be available in the
tree view in the left panel.

Using the "contains" or "starts with" characters enables you can specify whether your search
should contain or start with specific characters.

Browser

Organized by | Groups v

Contains % | administrator Filter

>

Starts with

For example, the filtering criterion defined above will search for all Groups that contain the
word "administrator".

1. Select a Group and click to view the group details in the right panel.

Q Tip:

Select a group under LOCAL AFFILIATE in the left panel to view the details of a
Oracle Argus Affiliate Group.

You can alternatively click Add Group to create a new group.
Use Copy to make an editable copy of an existing group.

Use Delete to delete a group.

2. Enter the Group Name. This should be a unique name associated with this Group.

ORACLE"
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3. Enter the Email address, if applicable.

4. Enter the Supervisor Email address, if applicable.

5. In the Menus section, enable or disable access of the group, to particular items in
the Oracle Argus Safety menu.

Tip:

Refer to the Oracle Argus Safety User Guide for information about the
functions of the Case Form sections and the menu items in the Oracle
Argus Safety user interface.

6. Inthe Listedness Determination section, select a list of countries. This enables the
end user to override the listedness determination in the Event Assessment section
of the Case Form for product licenses that match the countries selected in this
step.

7. Click Save or Add Group to save the newly created Oracle Argus Affiliate group.

The following table lists and describes the Groups included with factory data:

Group Description

Administrator This group has access rights to all areas and all the
functionality of Oracle Argus Safety.

Investigator Receives an e-mail alert that can be set up during Clinical
Study Configuration.

Creating User Accounts

ORACLE

The User Maintenance dialog enables the Administrator to add, copy, or delete users
for the system.

Each user must be assigned to at least one group in order to determine their security
level. Each group is assigned a specific security level, allowing members of the group
view, modify, or have no access rights to various sections of the case form, etc.

Configuration of the users is done from Argus Console > Access Management>
Argus > Users.

The following illustration shows the fields associated with this section.
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For more information, see:

* Field Descriptions

e Adding Users

»  Configuring the Oracle Argus Affiliate System Numbering

Field Descriptions

The following table lists and describes the fields in the Administrator section

Field/Control Name

Description

User Name

Enter the full name.

User ID

Enter a unique user identification (ID).

Reset Password

Reset the password of a user to a default value specified in the common
profile section.

Email Address

Enter the user's e-mail address.

Site

Assigns the user to a site.
The values in this field are populated from the codelist item User Sites.

User Group - Select

Attaches the user to pre-configured user groups.

User Type

Select the type of user, such as an Oracle Argus Safety Japan user from the
drop-down list.

Application Access

Configure user access settings for Oracle Argus Safety Console and Oracle
Argus Safety.

The default application access for the user can be selected from the list.

ORACLE"
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Field/Control Name

Description

Worklist to display at
login

Configure users to see their worklists immediately upon login. The options

are:

¢ None (default) - Does not open any worklist when the user logs into
Oracle Argus Safety. Displays personal Oracle Argus Safety status on
login.

e Action Items - Opens Worklist - Action Items screen for the user on login
into Oracle Argus Safety

*  New - Opens Worklist - New screen for the user on login into Oracle
Argus Safety

e Open - Opens Worklist - Open screen for the user on login to Oracle
Argus Safety.

e Reports - Opens Worklist - Reports screen for the user on login into
Oracle Argus Safety

Enable site security

If Enable Security is checked, the site-based data security will be enabled for
the user.

If the box is not checked, the user will have full access to data from all sites.

Enable LDAP Login

Authenticates users against the active directory server.

When Enable LDAP Login is selected, all fields inside the Access section
are disabled, excluding the Account Disabled option.

Account Disabled

When this option is selected, the user account is temporarily disabled to
prevent users from logging in. This option is different from deleting a user as
it enables the Administrator to re-activate the account at a later date.

Security Disabled
Account

*  When unchecked, the login procedure keeps track of the number of
consecutive unsuccessful attempts at logging into the system. If the
count reaches three, the login procedure will always fail the password
validation to lock the user out. Administrators with rights to user
maintenance can reset the login attempts for the user to unlock the
account.

*  When checked, the login procedure that tracks the consecutive
unsuccessful attempts at logging into the system do not apply.

Force password
change at login

If this check box is selected, the users must change the password the first
time user logs on to the system after the checkbox is checked.

Force password to
expire every

Enables the Administrator to force the user's password to expire in the
specified number of days.

Days

Enables the Administrator to enter the number of days after which the
password should expire.

__ Days remaining

The field displays the number of days remaining for the password change.

Allow unblinding of
cases

Enables the user to unblind a study case.

For example, a user without unblinding rights will not see the Study Drug
field. A user with unblinding rights sees a yellow Unblind tag next to
concentration of product field and the Broken by Sponsor option in Blinding
Status drop-down list is enabled. User will have to enter password when user
selects Broken by Sponsor' option.

Protect from unblinded

information

When checked, the user cannot view any unblinded information.

Protect from printing
unblinded information

When checked, the user cannot print any unblinded information.

Allow locking of cases

Enables the user, to lock/unlock the cases.

Allow closing of cases

Enables the user to close the cases.
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Field/Control Name Description

Route on close case Opens a routing dialog when the user closes the case.

Enable Checklist on By default, this checkbox is selected.

Route If this checkbox is not selected, the checklist for the Workflow is not displayed
to the user while routing the cases, even if the rule that is being used has a
checklist.

Adding Users

This section enables you to add, copy, modify or delete users for the system. When
managing user accounts, be aware of the following:

e Each Oracle Argus Safety user must be assigned to at least one group in order to
determine the user's security level.

e Each group is assigned a specific security level. This enables group members to view/
modify or have limited access rights to various sections of the case form, etc.

» To add/copy/modify/delete users navigate to Argus Console > Access Management >
Argus > Users section.

To Create a User Group:
1. Inthe Access Management menu, click Argus > Users.

2. Select the filtering criterion. The left panel now displays the list of Groups or Users based
on the filtering criterion.

The filtering criterion is essential as it helps you to search for specific items. The Oracle
Argus Safety Console provides this option for the Access Management section.

For more information, see:

e Using Organized By

Using Organized By

ORACLE"

The filtering browser is in the top-left corner of the left panel. This section can be filtered on
the basis of any of the two combinations displayed below.

Browser

Organized by  Groups

=
Sroups

|Users

Containg W ‘

For example, if you enable Organized by Groups, the generated data will be visible in a
tree-format, in the left panel, based on the entire categorization of Groups and Users

Whereas if you enable the Organized by Users, then only the User list will be available in
the tree view in the left panel.
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Using the contains or starts with you can specify whether your search should contain
or start with specific alphabets.

For example, the filtering criterion defined above will search for all Users that contain
the word "admin".

1. Select a User and click to view the user details in the right panel.
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< Note:

You can alternatively click Add User or Add New User to create a new
user.

Use Copy to make an editable copy of an existing user.

Use Delete to delete a user.

Enter the User Name. This should be a unique name associated with this user.
Enter the User Id. This is the unique user name associated with the user.
Enter the Email Address of the user.

Select the Site from the drop-down list. The user is assigned to this site.
Select the User Type from the drop-down list.

Select the language from the drop-down list in Modify Language Narrative.

This is the language the user has access to in the multi-lingual fields.

© ® N o a0 B 0O DN

Select the following options in Access, as per your requirements.

ORACLE"
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Field Name

Purpose

Account Disabled

Enables the administrator to disable the account.

Security Disabled Account

Enables the administrator to disable the account depending upon
the number of consecutive unsuccessful login attempts.

When unchecked:

The login procedure keeps track of the number of consecutive
unsuccessful attempts at logging into the system. If the count
reaches three, the login procedure will always fail the password
validation and lock the user out.

Administrators with rights to user maintenance can reset the login
attempts for the user to unlock the account.

When checked:

The login procedure to keep track of the consecutive
unsuccessful attempts at logging into the system does not apply.

ESM Admin

Enables the administrator to give the Oracle Argus Safety user
access to the ESM Mapping utility.

Force Password change at
login

Ensures that password is changed at login.

Select this field to force Oracle Argus Safety users to change
their password, when they log in to the application for the first
time.

Force password to expire every Enter the maximum number of days for the user(s) to retain user

x days

password.

Reset Password

Select this field to reset the user password.

10. Select the following options in Case Form, as per your requirements.

Field Name

Purpose

Allow unblinding of Cases

Select this to allow the user to unblind a study case.

A user with no rights of unblinding a case cannot see the Study Drug
field.

Users with Unblinding rights see a yellow tag "Unblind" adjoining the
Concentration of product field.

The Broken by Sponsor' option in Blinding Status drop-down is
enabled.

User has to enter password when on selecting the "Broken by
Sponsor" option

Protect from unblinded
information

Allows the Administrator to protect a user from unblinding information
such as Study Drug, Concentration, Dosage Regimens and Total
Dosage.

Protect from printing
unblinded information

Select this to disable the user from printing unblinded information.

Allow locking of cases

Select this to allow the user to lock cases.

Allow closing of cases

Select this to allow the user to close cases.

Route on Close Case

Select this to disable the case routing dialog which appears when the
users selects Case Actions -- Close Case on the case form.

11. Select the User Group.

12. Enable the Application Access for different applications such as Oracle Argus Safety,
Power Reports or Console.

13. Select the Default application access from the drop-down list, for the user.

ORACLE
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15.

16.

17.

18.
19.

20.

21.

22.
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Select the default worklist to be displayed on logging onto Oracle Argus Safety
from the Worklist to display at login drop-down list, for the user.

Select the Workflow manager checkbox to give the user more rights within the
system.

Select the Enterprise checkbox to configure a 'Workflow Manager' user as an
'Enterprise user'.

The user can view cases of any site outside its site too. This field is enabled only
when the "Workflow Manager' field is checked.

Select the Enable Site Security checkbox to enable site based security data for
the user.

This is made possible through the Site Access Configuration dialog.

The Site Access Configuration section enables a user to get access to additional
sites.

The administrator can select the access level by selecting from the options
available in this dialog.

The following table describes the access levels in this dialog:

Authorizations

Site Access Level Data Access Function Access Summary Reports Workflow

No Access No None No No

View Read-Only Defined by sum of user-group Yes Yes
membership

Full Read /Write Defined by sum of user-group Yes Yes
membership (stipulated by - All
- in the User Group section)

Single Group Read /Write Defined by single user group Yes Yes

Select the Enable LDAP Login checkbox to allow the user to be authenticated
against the active directory server.

Click Save to add the newly created Oracle Argus Affiliate user.

Configuring the Oracle Argus Affiliate System Numbering

The system provides the ability to use multiple case numbering schemes for globally.
For example, if site is used in the numbering, the system provides the option to keep
separate sequences for each site. However, Oracle Argus Affiliate System Numbering
configuration can only be done from Oracle Argus Safety application. Therefore, to
configure the Oracle Argus Affiliate System Numbering, the Administrator must be
logged on to Oracle Argus Safety application, and the System Numbering menu and
the Local Affiliate sub-menu must be enabled in the User Group.

Select Argus Console > System Configuration > System Numbering > Local
Affiliate to view the Oracle Argus Affiliate System Numbering screen. The following is
an illustration of the LAM System Numbering page.

ORACLE
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The following table lists and describes the fields on the LAM System Numbering page.

Field Description

Manually Number Cases The option enables the user to manually number the cases on
booking or while copying the case, using the "save as" option on
the case form.

Automatically Number Cases On selection, the system automatically numbers the cases as
defined by the user in the numbering format.

Start at Enables the user to initialize the counter of the sequence number.

Separate sequence for each site  Enables the user to separate the sequence numbering for cases
on site by site basis. If there are cases being entered from two
different sites then each site will have different sequencing of case

numbers.
Separate sequence for each Enables the user to separate the sequence numbering for cases by
report type the report type of the case.

Separate sequence for each year Enables the user to reset the sequence numbering for cases after
each year, based on the initial receipt date of the case.

Separate sequence for each Enables the user to reset the sequence numbering for cases after
month each month, based on the initial receipt date of the case.
Separate sequence for each Enables the user to reset the sequence numbering for cases for
product abbreviation each different product abbreviation.

Numbering Format Enables the user to select the numbering format by selecting the

different placeholders.

Define the numbering format by typing in custom keywords to print
on every case number & selecting different placeholders.

[YY][MM]-[###] is the default format.
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Field

Description

Placeholder

Enables the user to enter a placeholder.

Placeholders are used to pickup values from the database to be
used in the Case numbering format.

The possible values populated in this list are:

. # -- Number: defines the digits to be used as the sequence
number in the format. The field is used to display the
sequence number on the case numbers.

CC-- Country code: When selected, this uses the A2 code for
the country of incidence for the case humber.

DD -- Day: When selected, this uses the date of the "Initial
receipt date" field of the case.

MM -- month: When selected, this uses the month of the
"Initial receipt date" field of the case.

P -- When selected, this uses either of the two values:

1. If report type is "Spontaneous" or " other" during booking:
the system uses the value of the "Product Abbreviation"
field specified in the Product configuration for the selected
Primary suspect product.

2. If report type is of the type "report from study" during
booking: the system uses the "Product Abbreviation" field
specified in the study configuration.

SSS -- User Site: When selected this uses the Site

abbreviation of the site belonging to the user who booked in

the case

TTT -- Report Type: When selected this uses the report type

abbreviation of the report type selected during bookin of the

case

YY -- Year: When selected, this uses the year of the "Initial

receipt date" field of the case.

To Configure Oracle Argus Affiliate system numbering:

1.

Select the Numbering feature as required. This can be manual numbering or

automatic numbering of cases.

Select the Sequencing Options as required.

Select the Numbering Format. Use Placeholders to enter the required format.

To customize the Numbering Format, use the placeholder values.

Example: To select Country Code, Month and Year (as values to be incorporated
from the database) as the Case numbering format, execute the following steps.

a.

b.

Click on Country Code. This appears in the Numbering Format field.

Click on Month. This appears in the Numbering Format field next to the
Country Code.

Click on Year. This appears in the Numbering Format field next to the
Country Code and Month.

The final data listed in the Numbering Format field is the Case Numbering

Click Save to save the changes made.
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Viewing the Audit Log

The LAM Audit Log can only be viewed from the Oracle Argus Safety application. The
following is an illustration of the LAM Audit Log.

ORACLE’ Argus Safety Web Welcome Administrator, Saturday, April 24, 2010 (PRSTDG0) iA=L AL

Active Cases | Worklist | Case Actions: | Reports Local Affiliate Utilities Dashboards l Argus Console l Argus Insight l Argus Perceptive

Utilities > Logs > LAM Audit Log
LOCAL AFFILIATE MODULE AUDIT LOG

Search Conditions

Local Event Humber Date Range From To
| [Lasts vears | [22-APR-2005 | [o1-3an-2889 | | Search ]

Displaying Rows KRGl page sicfEled .

Total Humber of Rows (87)

Action  Activity Audit Data Category User Date | Time -
Added Case: LAN-1 Local Affilate geetika_lam 31-MAR-2009 16:45:16 A
Changed Case: LAN-1 Local Affilate gestika_lam 31-WAR-2008 16:45:25
Changed Case: LAM-1 Local Affiliate geetika_lam 31-MAR-2008 18:46:12
Changed Case: LAN-1 Local Affilate geetikac 31-MAR-2009 16:47:25
Added Case: LAN-1 Cases gestikac 31-MAR-2008 16:47:25
Changed Case: LAN-1 Cases geetikac 311AR-2009 16:50:06
Changed Case: LAN-1 Local Affiiate gestika_lam 31-MAR-2008 16:53:58
Changed Case: LAN-1 Cases geetikac 31-MAR-2009 16:54:32
Changed Case: LAN-1 Local Affiiate gestika_lam 31-MAR-2008 16:55:08
Changed Case: LAN-1 Cases geetikac 31-MAR-2009 16:59:45
Changed Case: LAN-1 Cases gestikac 31-MAR-2008 17:01:48
Changed Case: LAN-1 Cases geetikac 31-MAR-2009 17:02:01
Changed Case: LAN-1 Cases gestika_lam 31-MAR-2008 17:03:24
Changed Case: LAN-1 Cases gestika_lam 31-WAR-2008 17:03:54
Changed Case: LAN-1 Local Affilate geetika_lam 01-PR-2009 09:35:42
Changed Case: LAN-1 Local Affilate gestika_lam 01-APR-2008 09:35:49
Changed Case: LAN-1 Cases geetikac 01-PR-2009 09:33.:06
Changed Case: LAN-1 Cases gestikac 01-APR-2009 09:33:07
Changed Case: LAN-1 Cases geetikac 01-APR-2009 09:38:41
Changed Case: LAN-1 Local Affilate gestikac 01-APR-2008 09:33:42
Added Case: LAM-2 Local Affilate geetika_lam 01-PR-2009 09:39:13
= ¥

To view the Oracle Argus Affiliate Audit Log:
1. Go to Utilities > Logs > LAM Audit Log to open the LAM Audit Log.
2. The following table lists and describes the fields in the LAM Audit Log.

Field Description

Search Conditions --

From Enter the initial date of the time period to be searched
To Enter the end date of the time period to be searched
Search button Displays the results of the specified search criteria.

Total Number of Rows --

Action Displays the Audit Log Details screen

Activity Displays the status of the activity. Displays whether it has changed
or not.

Audit Data Displays the audit data

User Displays the last user who made changes to the case

Field Description

ORACLE"
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Field

Description

Date/Time

Displays the last time the case was changed.

# Note:

The time displayed is as per GMT.

Print List button

Prints the list of all the logs.

For more information, see:

Searching the Audit Log

Searching the Audit Log

1.

Enter a date range for which the audit log is to be viewed. A date range can also

be selected from the Range list.

Click Search.

A list of LAM Audit Log items matching the search criteria appears in Total

Number of Rows.

Click the Action icon displayed against each search result in Total Number of

Rows to open the Audit Log Details screen.

Audit Log Details - LAM-1
Total Humber of Rows (16)

Rev User name

Parent .

Event 1

Event 1

General Information
General Information
General Information
General Information
General Information
General Information
General Information
Product 1

Product 1

Product 1

Product 1

Product 1

Product 1

Product 1

Field

Diagnosis / Symptom
Event Description
Country Of Incidence
Group D

Local Reference Number
Receipt Date

Report Type

Site ID

User ID

Co Drug Code
Country ID

Drug Type
Formulation

Generic Name:
Indication

Trade Name

Hew Value
Diagnosis

pain

UNITED STATES
L&MW Group
LAN-1
01-JAN-2003 00:00
Spontansous
LAW US Site
geetika_lam
C.TRT

UNITED STATES
Suspect

Tablet
CARBAMAZEPINE
Juvenile arthritis
Tegretol - 2001

geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam
geetika_lam

-~

~

Total Humber of Rows (9)

C

““Revisions Date
9 01-APR-2009 09:38
& 01-APR-2009 09:35
7 01-APR-2009 09:35
& 31-MAR-2009 16.55
5 31-MAR-2008 16:53
4 31-MAR-2008 16:47

* - Dates are shown in GMT Format without any local timezene adjustment.

User
gestiac

geetia_lam
geetika_lam
geetia_lam
geetia_lam
gestikac

-~

53
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The lower half of the Audit Log Details screen displays the list of all the

revisions made in the case.

The following table lists and describes the fields on the Audit Log Details screen.

Field

Description

Total Number of Rows

Displays the total number of rows in the list

Parent Displays the parent page where the change has been
made.

Field Displays the field where the change has been made.

Old Value Displays the previous value.

New Value Displays the new, changed value.

Rev Displays the revision number. The list is sorted in
descending order of the revisions that have been made so
the latest revision is displayed at the top.

User Name Displays the name of the last user who made a change.

Revisions Date

Displays the last date when the change was made.

User

Displays the name of the user who last made the revision.

Click a row displaying a revision.

The system displays the details in the upper half of the screen.

Q Tip:

Multiple selections can be made to view the details of revisions.
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