ORACLE

Oracle® Argus Safety

Japanese Administrator’s Guide
Release 8.0
E54655-01

January 2015



Oracle Argus Safety Japanese Administrator's Guide, Release 8.0
E54655-01
Copyright © 2015 Oracle and/or its affiliates. All rights reserved.

This software and related documentation are provided under a license agreement containing restrictions on
use and disclosure and are protected by intellectual property laws. Except as expressly permitted in your
license agreement or allowed by law, you may not use, copy, reproduce, translate, broadcast, modify, license,
transmit, distribute, exhibit, perform, publish, or display any part, in any form, or by any means. Reverse
engineering, disassembly, or decompilation of this software, unless required by law for interoperability, is
prohibited.

The information contained herein is subject to change without notice and is not warranted to be error-free. If
you find any errors, please report them to us in writing.

If this is software or related documentation that is delivered to the U.S. Government or anyone licensing it
on behalf of the U.S. Government, the following notice is applicable:

U.S. GOVERNMENT RIGHTS Programs, software, databases, and related documentation and technical data
delivered to U.S. Government customers are "commercial computer software" or "commercial technical data"
pursuant to the applicable Federal Acquisition Regulation and agency-specific supplemental regulations. As
such, the use, duplication, disclosure, modification, and adaptation shall be subject to the restrictions and
license terms set forth in the applicable Government contract, and, to the extent applicable by the terms of
the Government contract, the additional rights set forth in FAR 52.227-19, Commercial Computer Software
License (December 2007). Oracle USA, Inc., 500 Oracle Parkway, Redwood City, CA 94065.

This software or hardware is developed for general use in a variety of information management
applications. It is not developed or intended for use in any inherently dangerous applications, including
applications that may create a risk of personal injury. If you use this software or hardware in dangerous
applications, then you shall be responsible to take all appropriate fail-safe, backup, redundancy, and other
measures to ensure its safe use. Oracle Corporation and its affiliates disclaim any liability for any damages
caused by use of this software or hardware in dangerous applications.

Oracle is a registered trademark of Oracle Corporation and/or its affiliates. Other names may be trademarks
of their respective owners.

This software and documentation may provide access to or information on content, products, and services
from third parties. Oracle Corporation and its affiliates are not responsible for and expressly disclaim all
warranties of any kind with respect to third-party content, products, and services. Oracle Corporation and
its affiliates will not be responsible for any loss, costs, or damages incurred due to your access to or use of
third-party content, products, or services.



Contents

PUROIACE ... e e et eenaeen v
| gk gl (<o NN E s KL< a Lol <P SRRTT Y,
Documentation AcCeSSIDILItY ........cccciiiiiiiiiiiiiiiiiii s Y
ADOUL THIS BOOK ...uviiieeiiceiieeeieeeeeee ettt ettt ettt e ettt eeat e et e e esaeeateesaeesnseessessnseenseesnseenteesneesnnes Y,
(@03 4 T£<3 015 (o) o - IR R R ORPURRRPRRN %

1 Introduction

2 Business Configuration

2.1 Configuring Product Family ........ccoooiiiii e 2-1
22 Configuring LICENSES.........c.cuiuiiiiiiiiiiiiiiiiiiiiiici e 2-1
2.21 PMDA Device Reporting Support in Console...........cccoeeueueueiervirenrrnrnrrneecrreeenn. 2-1
222 Literature Intake Updates..........cccoouoiiiiiiiiiii 2-3
2.3 Configuring STUAIES........c.coviiiiiiiiiiiiiii e 2-5
2.4 Configuring Expedited Reporting RUIES............ccovvvivirirrininininnriree e 2-5

3 System Configuration

3.1 Configuring Commmon Profile SWitches ..o, 3-1
3.1.1 Common Profile SWItChEs ........ccvcvieiieiiicececeeeee et 3-1
3.1.11 Profile Switch for Incompletion Report Submission - Auto Action item ......... 3-12
3.2 Configuring Field Level Validations...........cccccoveiiiiiiiniiiiiiiiccn 3-13
3.2.1 Field Label Configuration (J Specific) .........ccecvvrviiininiiiiiiiiiincinnii 3-13
3.2.1.1 PMDA Downgrade/nullification Report Scenario when All Events are
Non-Reportable 3-14

3.3 Configuring Field Labels ... 3-15
3.3.1 User Defined Fields Updates ..o 3-15
3.4 Configuring Local Reports - Local Reporting Rule and Local Reports ............ccccoceeee. 3-15

4 Code List Configuration

4.1 €L LISES ...ttt 4-1
4.1.1 General Functionality Changes ...........cccoiiiiiiiiiicc s 4-1
4.1.2 Device Reporting Category .......cceiiuiuiiiiiiiiiiiiciciciciii e 4-2
4.1.3 EIMPETOT ...t 4-2
4.1.4 J Reportable Product Keyword ..o 4-3
4.1.5 License CategOry .......ccceeieieieiiieiiieieiieiec s 4-4



4.1.6
41.7
41.8
41.9
4.1.10

Literature TYPe....coovoviiiiiee e 4-5
Reporting CategOry ......covvviviuiiieieiciiecc s 4-6
Literary Citation ..o 4-7
IMANULACEUTETS ..ottt ettt et et e et et e et e saeesaesseessesseessesaessasssassesssansesssensenses 4-8
Reporter INformation ... 4-10



Preface

This document describes the steps for installing and configuring the components of
the Argus Console (Japanese) application.

Intended Audience

This document is intended for administrators of the Argus J Safety system for
configuring Argus Safety.

Documentation Accessibility

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

Access to Oracle Support

Oracle customers 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.

About This Book

This guide contains the following chapters:
Chapter 1, "Introduction”

Chapter 2, "Business Configuration"
Chapter 3, "System Configuration”
Chapter 4, "Code List Configuration"

Conventions

The following text conventions are used in this document:



Convention

Meaning

boldface

"between quotation
marks"

Note
Important
Tip

Bold Underline
ALL CAPITALS

Initial Capitals

Boldface type indicates graphical user interface elements associated
with an action such as Buttons, Dialog boxes, Check boxes, Combo
boxes, Drop-down lists, Labels, Option (Radio) buttons, Tabs, Text
boxes, etc.

Information that may appear as-is on screen, or information provided
by the user.

Information that should be noted before proceeding with the
instructions.

Important information that must be noted to ensure accurate, reliable,
or safe behavior of the system.

Information that enables easier completion of the current task or helps
in completing other tasks.

Link indicating that additional "pop-down" information is available.
Keyboard keys

Names of user interface elements, modules, applications, proper nouns,
etc.

vi
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Introduction

This guide lists the Japanese-specific (J-specific) features in Argus Console.

These features have been covered as per the modules where they are displayed, in the
following chapters:

= Business Configuration
= System Configuration

s Code List Configuration
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Business Configuration

This chapter lists lists the Japanese-specific (J-specific) features in the Business
Configuration module of Argus Console.

2.1 Configuring Product Family
The following is the list of changes in Product Family Configuration:

Product Family Configuration: "Comments (J)" text area field has been added right
below the English "Comments" text area:

This field is displayed to only an Argus J user when Japanese module is enabled.

It is printed in the Product Family Configuration print PDF right after the English
Comments field.

It is audit-logged and is covered by the back-end PL/SQL APIs for Product Family
Configuration data table updates and audit-logging.

2.2 Configuring Licenses

The following is the list of changes in License Configuration:

2.2.1 PMDA Device Reporting Support in Console
The following is the list of changes for PMDA Device Reporting Support in Console:

1. Three new dropdown fields have been added to Console > Business Configuration
> Products and Licenses.

a. These dropdowns list fixed dropdown options, as specified below in the same
order.

PMDA Device Classification 1:

High Level Controlled Medical Device
Controlled Medical Device

Generic Medical Device

PMDA Device Classification 2:
Biogenous

Specific Biogenous

Other

Business Configuration 2-1



Configuring Licenses

PMDA Device Classification 3:
Single Use Medical Device

Reiteration Use Medical Device

Figure 2—-1 Console License Configuration - PMDA Device Classifications

¥ Trade Name Aweard Date \iithdrawn Date

Fugones oy D1eJ Ak 1560 00-MMU-0000

¥ Trace Name(J} PLIDA Re-examination Date

¥ Market Autharization Holder I Biclogic | Vaccine I Wot in Tradename Lookug  liot Auto-Scheduled

Falyys international - Germany [™ Labeled For Single Use I™ oTC Product (US MedWiaich)

Datasheet URL Countries List Noaity
BEL

¥ Autharization Country ¥ License Type

| eLoum =] [ rvestgatonas Deviee =l

Datasheet Name License & Compary ltem Number

[BE Cakgehear; =] LB N iiehanl

FRAS10(K)S Nomenclature Code Medical Device Information Chinscal Compound Humber
o

b. These fields have <Blank> as the default value for these drop-down lists.

c. These fields are displayed to only an Argus J user when Japanese module is
enabled.

d. These fields are editable only when Authorization Country is selected as Japan
and License Type is selection as either of "Marketed Device " or
"Investigational Device". Otherwise, these are displayed as blank and
disabled.

e. The dropdown option values are displayed in English even to the Argus J user
as this is an English base screen. The Japanese value specified for these
dropdowns is used to populate these in PMDA Device Expedited Form 8 and
10.

f.  Existing fields - "Medical Device Information" and "Clinical Compound
Number" have been adjusted in the user interface of the application.

g. These three fields are printed in License Print PDF in three different rows,
right below Clinical Compound Number field in alternate-colored rows
thereafter.

h. These fields are audit-logged.

i. These fields are covered by the back-end PL/SQL APIs for License
Configuration data table updates and audit-logging.
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Configuring Licenses

Figure 2-2 Console License Configuration - Print PDF

Clinical Compound

Number

121140101

PMDA Device
Classification 1
PMDA Device
Classification 2
PMDA Device
Classification 3

] Mot in Tradename / Not Auto - Scheduled

[ Biologic/Vaccine

[] Labaled for Single Use

[J oTC Product (US MedWatch)

CTPR Group Name

Comments

2.

A separate Japanese Comments field is supported for the following in Console '

Business Configuration.

License Configuration: "Comments (J)" text area field has been added right
below the English "Comments" textarea:

This field is displayed only to Argus J users when Japanese module is enabled.

It is printed in the License Configuration print PDF right after the English
Comments field.

It is audit-logged and is also covered by the back-end PL/SQL APIs for
License Configuration data table updates and audit-logging.

2.2.2 Literature Intake Updates
The following is the list of Literature Intake Updates:

A new checkbox - "Exclude from Report Candidates” field has been added to

Console ' Business Configuration ' License Configuration screen as shown below.

This checkbox is displayed to only an Argus J user and when Japanese module
is enabled.

By default, this field is unchecked.

This checkbox will only be enabled when the Authorization Country = Japan.
Otherwise, it is unchecked and displayed as disabled.

This field value is printed in License Configuration print PDFE.

The updates to this field value is audit-logged.

| A W |

LGIUM) L_BE_mV (A

¥ Trade Name
lxonea v

¥ Trade HamelJ)

¥ Mariet Authorzation Hodder

Beays reratons - Germaty

Dutasheet URL

Award Date
QU-JAN-1989

itharaewn Date
(R R

PUIDA e eramination Date

|’_ Exclude from Report Candidates
1 Mot in Tradename Lookup | ot Auto-Scheduled

™ o7C Proguct (us MeWaich)
Moty

I Buologic / Vaccine
™ Labetod For Sngie Use
Conantries List

When the product is populated in the case created through J Literature Intake

module, it populates only one record in the Case Form Products tab for each
Product in the matching Product Family. If there are multiple Japanese licenses for
a product, then the correct license is picked up based on the following logic:

License Authorization Country = Japan

Withdrawn date is blank or >= current system date
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Configuring Licenses

— "Hide" checkbox is not marked as checked for that product license
combination

- "Not in Tradename lookup/Not Autoscheduled" checkbox is not marked as
checked

- "Exclude from Report Candidates" checkbox is not marked as checked

— If multiple licenses exist matching this criteria, then Earliest award date license
are considered

- If multiple licenses still exist matching this criteria, then the license with the
lowest internal sequence number are considered.

The following describes the change in logic that is used to populate Japanese
licenses on Event Assessment and PMDA tabs. There is no change in logic for
other country licenses. Manually Added Products through Bookin or Case Form or
Case Intake or Affiliate Event Acceptance:

—  If the user selects a Japanese license during product selection in Bookin / Case
Form / Affiliate Event, then only that license is considered for Event
Assessment and PMDA tabs irrespective of the value of "Exclude from Report
Candidates" checkbox.

—  If the user selects a non-Japanese license during product selection in Bookin /
Case Form / Affiliate Event, then only the Japanese licenses for which
"Exclude from Report Candidates" checkbox is not marked as checked is
considered for populating Japanese licenses in Event Assessment and PMDA
tabs.

Products Added through Literature Intake:

—  Only the Japanese licenses for which "Exclude from Report Candidates"
checkbox is not marked as checked are considered for populating Japanese
licenses in Event Assessment and PMDA tabs.

Products Added through E2B Import:

—  Only the Japanese licenses for which "Exclude from Report Candidates"
checkbox is not marked as checked are considered for populating Japanese
licenses in Event Assessment and PMDA tabs.

- While identifying the product license to be used to populate the Products tab,
only those Japanese licenses are used for which "Exclude from Report
Candidates" checkbox is not marked as checked.

— This is applicable to all the E2B factory profile logic - ICH, FDA, EMEA and
PMDA.

PMDA Event Assessment section on PMDA General tab:

—  Only the Japanese licenses for which "Exclude from Report Candidates"
checkbox is not marked as checked are considered for populating Japanese
licenses in Event Assessment and PMDA tabs.

Manual Report Scheduling dialog > License # dropdown displays only those
Japanese licenses which are available on Event Assessment tab.

The following change has been made to the system while populating product
licenses data in Case Form > Analysis tab > PMDA > General as well as Comment
sub-tabs.
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Configuring Expedited Reporting Rules

— Marketed or Investigational Japanese Device Licenses is not populated, as
PMDA General and Comments tab is not relevant for Device Reporting to
PMDA.

- Existing customer case data where Marketed or Investigational Japanese
Device Licenses are already populated in PMDA General and Comments tab,
have also been removed.

- Removal of Marketed or Investigational Japanese Device Licenses from PMDA
tab for existing customer data is audit logged with the "System" user.

2.3 Configuring Studies

The application now allows the user to select a particular license that will be used to
fetch the CCN and other related data.

The following changes have been made in Argus Console > Business Configuration >
Study Configuration:

The Product Grid in both the English and J Study Configuration pop-up screens has
been updated as follows:

Product, Dosage, Unit, and Formulation have been merged into one column called
Product Name (Dosage Form / Strength / Unit), as shown below:

MP_STUDY1 MP_CSPSR (OTH1 | > -
FiEAE

C s du-toa [B1E =
HEERLHRES WBES (FERIEH) BEAOEHOEE

C_P1-Lic1 | [e_Pi-tic1 [ |

F—ia (1)

wiiltiE A i 2 HROI1EA

MP_STUDY EEEE = | =

B Product .
¢ A (FIR 00 /G ) presas mR ol Ttense i
il. Product | F7 [Trvestizat =] [@PN 1) DH_Prodz = |
|

[MP_STUDY1] ]

As listed above, a new license selection drop-down list has also been added in the J
pop-up Product Selection grid. This drop-down lists all the ] Licenses that are present
for the respective product.

This license is used as the primary selected license when you select the product as the
study drug in the Case Form, in the following format:

Trade name<space>(License Type)<space>Clinical compound Number or License
Number

The License Type is printed as "MKT" for Marketed Drug/Device/Vaccine and "INV"
for Investigational Drug/Device/Vaccine.

This license should be used as Primary license if the case is accepted as
Initial /Follow-up from E2B, Literature Intake or Case Intake.

2.4 Configuring Expedited Reporting Rules

The following is the list of changes in Expedited Reporting Rules Configuration:
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Configuring Expedited Reporting Rules

A new dropdown field - "Device Reporting Category" has been added to Console >
Business Configuration > Expedited Reporting Rules screen as displayed in the screen
mockup below:

Figure 2-3 Console Expedited Reporting Rules Configuration - Device Reporting
Category

AF EXP Rule 1 ]
¥ Report Name ¥ Report Destination
AF EXP Rule 1 ABC

¥ active ™ At Distrbute Reports r Biind Study Products: r Protect Reporter and Patient Confidentialty - HCP Case

b ¢ Origin of events to include: C Report on Study Drug not Admanistered

¥ Domestic [~ Foreign ¥ Timeframe 7 days [ Active Moty I Mo Folowup Downgrade
I Force Distribute | days before due Listedness (Event)
¥ Form e =
| US FDA MedWatch 35004 Drug Bl
Local Comment Type Clinical Reference T
. - l L _’:_J FatallLife Threatening  Serious (Event)  Serious (Case)
Language [ignare =] [1gnore =) [ves =l
| English -1 Severity (Event)
Ilgnure :I
Product Specific
Product Group Family Name
= [ar =]
Causality
I Most Conservative [ include Non-Cinical Trial Cases
As Reported (Event) As Determined (Event) As Reported (Case) As Determined (Case)
||gnore d Ik,‘nore ;I |iqnnre ;I ]iqﬂore :’
Advanced Condition . _ Responsible Group Cover Letter
[1cases = [3] [ae E |
Reporting Category License Category
_vJ I [Euper Rule - Cease evaluation
.Cmmem’ bof normal rules upon match

»  This dropdown field is displayed to English as well as Japanese users only when
Japanese module is enabled.

s This dropdown displays the English values as specified in the "Device Reporting
Category" Code List and marked as "Display".

= It contains <Blank> as the first option and it is also the default value.

»  This field is printed in Expedited Report Rules Print PDF right below License
Category field in alternating colored row.

= This field is audit-logged.

= Itis covered by the back-end PL/SQL APIs for Expedited Reporting Rules data
table updates and audit-logging.

Figure 2-4 Console Expedited Reporting Rules Configuration - Print PDF

Reporting Category
License Category
Device Reporting Category

O Super Rule - Cease evaluation of normal rules upon match
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System Configuration

This chapter lists lists the Japanese-specific (J-specific) features in the System
Configuration module of Argus Console.

3.1 Configuring Commmon Profile Switches
This section describes the functionality for the J specific Common Profile switches.

A new tree-node has been added under Console > System Configuration > System
Management (Common Profile Switches) >Argus ] > Reporting as "Device Report
Responsible Officer" with the following new switches in the exact same order as
specified below:

s Company Name: Textbox, Maxlength = 100
s Department: Textbox, Maxlength = 100

= Address: Textbox, Maxlength = 60

»  Telephone: Textbox, Maxlength = 50

= Fax: Textbox, Maxlength = 50

s Email: Textbox, Maxlength = 255

The existing common profile switch - "Offset from GMT used to calculate Japanese
date/time fields for Interchange-J (in hours)" under Console > System Configuration >
System Management (Common Profile Switches) > Argus ] > Reporting has been
renamed to "Offset from GMT used to calculate Japanese date/time fields (in hours)"
to remove the reference of "Interchange-]" and use it for device reports as well as in
addition to E2B.

3.1.1 Common Profile Switches

This section explains the Common Profile Switches for Argus J.

The following figure is displayed when you navigate to Common Profile > Argus J:
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Configuring Commmon Profile Switches

/2 System Configuration : System Management - Argus J - Windows Internet Explorer

Home  Help  Close

ORACLE’ Vielcome Vipin Kumnar Bharadwaj !!, Tuesday, May 24, 2011 (AS6025)

Codmie | unens coosgrion | _feoes [ oo comtaurion | 7o0e_ [

CDMIViON PROFILE - Argus J

Organized by | Common Frofile =14

E-EF Commen Profie

[¥ Enable halft-width Alphanumeric characters forced input for Alphanumeric only fiekds

(13 Advanced Conditions Default viewing format of the PMDA E2B report (used with Interchange-J)
[ Argus Dossier ©156ML
=} E Argus J fogerH

€ | DECODE VEW

(3 Case Form Configuration € J DECODE VEW

[#.[3 Case Processing & PMDA Paper Form
[ Document Management

ae: Shared Path for the Literature Intake
(23 Local Labeing I
(2 MedWaten Configuration
(23 Network Settings

- Reporting

&3 Security

(2 Workflow

Default Report type to be selected when Literature Intake item is booked-in
-~

Default name of the Regulatory Agency for New Draft Expedited PMDA Reports from Analysis Tab of the Case Form

Help Text

The following table explains the fields used in the screen:
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Configuring Commmon Profile Switches

Field Name

Description Field Options

Enable half-width
Alphanumeric characters
forced input for
Alphanumeric only fields

In the Argus J application, if
this Profile Switch is on, the
system automatically forces
the input method to fixed
half-width English when
you enter data in the
Alphanumeric only fields.

For example, ] user sets
Japanese as input method
on the client system, and
without changing the input
method, they can work
through ArgusJ.

Case Form:

The following items are
always alphanumeric input
only regardless of the profile
switch:

All the fields in English UI
are forced to enter
half-width alphanumeric
characters.

Login fields are forced to
enter half-width
alphanumeric characters.

All non-Japanese fields in
the multi-language pop- up.

The following items are
forced to input
Alphanumeric characters by
profile switch:

All global fields

PMDA tab

General > Japan first
information received date
General > Japan follow-up
received date
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Configuring Commmon Profile Switches

Field Name

Description

Field Options

Default viewing format of
the PMDA E2B report (used
with Electronic Submission
Module (Interchange-]))

Shared Path for the
Literature Intake

This field represents the
default viewing format of
the PMDA E2B report (used
with Electronic Submission
Module (ESM))

When PMDA Paper Form is
selected, the system
determines the correct paper
format from the Reporting
Category E2B item and
creates paper draft image.

Default Value: 1

This field represents the
shared path for the
Literature Intake

Default Value is blank

ISGML

J SGML

I Decoded View

] Decoded View
PMDA Paper Form

Maximum Length: 255
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Configuring Commmon Profile Switches

Field Name Description Field Options

PSR configuration Ul

Subject of Report/Report
Number

Investigation
Timeframe/ Assigned Date

Investigation
Timeframe/International
Birthdate

Investigation
Timeframe/Japanese Aware
Date

Investigation
Timeframe/Report is due __
_days after specified end
date

Investigation
Timeframe/Start Date

Investigation
Timeframe/End Date

Report Batch Printing
popup / Run at

Report Batch Printing
popup / Due Date

Console J:

The following items are
forced to input
Alphanumeric characters by
profile switch:

All the ] pop-up fields
marked as S (Share same
value as English one. So
there is same database field
for both) in Console ] SRS
Population Rule section.

All the regular fields that
have A (Alphanumeric
only) in Input Lang Type
classification of Console J
SRS.

Default Value is checked.

Default Report type to be This field represents the Report Type configured in
selected when Literature default report type value for Console ]
Intake item is booked-in Book-in screen for cases

booked-in through
Literature Cases.

Default Value is blank
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Configuring Commmon Profile Switches

Field Name

Description Field Options

Default name of the

Regulatory Agency for New

Draft Expedited PMDA
Reports from Analysis Tab
of the Case Form

This field represents the
defulat name of the
regulatory agency for new
draft expedited PMDA
reports.

Reporting Destinations
configured in the Console J

The following figure is displayed when you navigate to Common Profile > Argus J >

E2B:

/2 system Configuration : System Management - Argus J - E2B - Windows Internet Explorer N [ 1
ORACLE' Welcome Vipin Kumar Bharadwaj !, Tuesday, May 24, 2011 (A56025) ‘e SL TRl
e T ———— [ commmesion | 7oo0 N

COMMON PROFILE - Argus JIEZB
Browser

Organized by | Common Profile -

-

for Interchange-J

E{Z5 Commen Profie
Advanced Conditions

[ Argus Dossier
EE5 Argus )

& 28

[ Reporting

Case Form Configuration

Case Processing
[ Document Management
E28

[ Local Labeling

[ MedWatch Configuration
[ Network Settings

H. Reporting

[ Securty

----- L Workfiow

E28 filename exten
[scm

Drug assessment source for reported causality (used by E2B/Interchange-J module)
ERt ] |

Drug assessment source for determined causality (used by E2B/interchange-J module)

stz |

Drug assessment method (used by E2B/Interchange-J module)
Fo—rnsrrnarsyar |

¥ perfarm Japanese character validation at E2B Check and E2B Report Generation

Additional invalid character to be checked in Japanese character validation

Characters to be allowed to use in AN (Alphanumeric) E2B items
|ABCDEFGHIKLMNOPQRSTUVWXY Zabedefghijkimnoparstumocyz0123456 789 E+-I"#5% "+ - =?@[\* /(|

Seriousness criteria in Event Reportability Matrix
© Case Level Serousness
& Event Level Serusness
Save

The following table explains the fields used in the screen:

Field Name

Description Field Options

E2B filename extension for

Interchange -J

Perform Japanese character
validation at E2B Check and

E2B Report Generation.

This field represents the E2B SGM
filename extension for

ESM-]

Default Value: SGM

If this is checked, the
Japanese language check is
performed during E2B
Report Generation.

This option is in the same
section as Additional
invalid characters to be
checked in Japanese

Default value is checked. character validation.

System Configuration



Configuring Commmon Profile Switches

Field Name

Description

Field Options

Additional invalid
characters to be checked in
Japanese character
validation

Characters to be allowed to
use in AN (Alphanumeric)
E2B items

Drug assessment source for
reported causality (used by
E2B/Interchange-] module)

Drug assessment source for
determined causality (used
by E2B/Interchange-]
module)

This field allows you to add
invalid Japanese characters
to be checked in Japanese
Language check in the
profile switch.

In this field, you can enter
English characters allowed
in Argus J. When this is
entered, the English
characters E2B check
validates if AN fields
(Allow Japanese
Characters=No) has
undefined characters in the
Profile Switch.

The E2B check displays
following error message
when invalid character(s)
(characters not configured
in the Profile switch) are
found in the E2B item:

Value of element [element
tag] has invalid English
character(s).

Default Value:
ABCDEFGHIJKLMNOPQR

STUVWXYZabcdefghijklmn

opqrstuvwxyz0123456789.E
+- I"#$%'()*+,-.,=2@[\]"_
/{1~

This function for the
B.4.k.18.2 is different from
EMEA rule, as in EMEA
these values are hardcoded
in the application while in
PMDA they come from the
CMN_Profile switch.

This function for the
B.4.k.18.2 is different from
EMEA rule, as in EMEA
these values are hardcoded
in the application while in
PMDA they come from the
CMN_Profile switch.

This option is in the same
section as Perform Japanese
character validation at E2B
Check and E2B Report
Generation

When the Perform Japanese
character validation at E2B
Check and E2B Report
Generation checkbox is
unchecked, this field is
disabled.

Field Length: 120]
Audit Log: Yes

Field Length: 120]
Audit Log: Yes
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Configuring Commmon Profile Switches

Field Name

Description

Field Options

Drug assessment method
(used by E2B/Interchange-J
module)

Seriousness criteria in Event
Reportability Matrix

The field value chosen in the Field Length: 70]

Case Form > Event
Assessment tab is
populated for B.4.k.18.3
DRUGASSESSMENTMET
HOD field for the Product
Event combination selection
for E2B report mapping. If
you have the Drug
Assessment Method field
hidden for the Case Form,
the value for B.4.k.18.3
DRUGASSESSMENTMET
HOD is set to the value in
this field by default.

The Event Reportability
algorithm used by the
PMDA E2B and Paper
Reports considers
seriousness criteria value as
Case Level or Event Level
seriousness based on the
value set for this common
profile switch.

Default Value: Event Level
Seriousness

Audit Log: Yes

Case Level Seriousness

Event Level Seriousness

The following figure is displayed when you navigate to Common Profile > Argus J >

Reporting:
ORACLE Weicome palakj, Monday, August S, 2013 [ASDEV4) —“"
Cose st c | hccesa [ spremc [ oo
COMMON PROFILE - Argus J|Reporting
Modify Argus J[Reporting
Organized Co Frofie -l s
o —— 4 Follow-Up Action ltem for Incompletion Report Submission
5% Commen Profie o
(3 Advanced Condtions:
o [23 Argus Dossier Duen | dnys l
[ Argus Experience
o5 Argusd [ ) "
a2 Follow-Up Action ltem for : Report 1]
+ (5 Reportng 15
[ Case Form Configuration !
+/- [ Case Processing Auto Di i ission Ci (1]
[ Document Management
=] |
4Ll Local Labaing Text to display as v reportis I
[ Medwateh Configuration R E B B AR e
[ Metwork Settings |
+|- 3 Reporting [ . 2
o (3 Securty Auto (1]
[ User interface
(23 Workfiow |
Event counting logic for PSR Form 3, 4 and Re 50 Form 4, &
Count each event as réported in that meframe
@ Count each event from a case with the timeframe where the case was reporied first
Listedness Assessment Source for PSR and ReSD
Configured Datasheets
@ Case Event Assesament
Help Text

Offset from GMT used to calculate Japanese dateitime fields (in hours)

The following table explains the fields used in the screen:
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Field Name

Description

Field Options

Auto Distribution
Transmission Comments (J)

Auto Distribution
Submission Comments (J)

Offset from GMT used to
calculate Japanese
date/time fields for
Interchange-J (in hours)

Text to display as comment
when a downgrade report is
scheduled

"Follow-Up Action Item for
Incompletion Report
Submission"

"Due In days"

Major Developed Countries
for Approval Status in
J-DSUR

Follow-up Action Item for
Incompletion Report
Submission Group
Assignment

This field allows you to
enter the Japanese
Transmission comments
used for Expedited Reports
Transmission, which are
auto-distributed by the
system based on Expedited
Reporting Rules or
Reporting Destinations.

These comments are used in

the same way as Auto
Distribution Comments,
but when J user is on the
system.

This field allows you to
enter the Japanese

Submission comments used

for Expedited Reports
Transmission, which are
auto-distributed by the
system based on Expedited
Reporting Rules or
Reporting Destinations.

These comments are used in

the same way as Auto

Submission Comments, but

when J user is on the
system.

This field represents the
offset from GMT that is
used to calculate Japanese
date/time fields. ESM-]

Default Value: 7

The field length is 2000 J.

The text appears in the
Report Detail > Comment
tab.

This field lists the countries
to be considered as major
developed countries for
J-DSURSs.

This field represents the
user group to which the
Incompletion Report
Submission Action Item is
assigned.

Default value is blank.

Field Length: 1000
Audit Log: Yes

Field Length: 1000
Audit Log: Yes

Populated based on Action
Type Code list values (not
deleted and not hidden)

Text box with 1000
characters limit, without
any default value.

Users can also configure
comma-separated A2
country codes.

User Groups from Console
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Field Name

Description

Field Options

Count each event as
reported in that timeframe

Count each event from a
case with the timeframe
where the case was reported
first

Configured Datasheets

Case Event Assessment

Event counting logic for
PSR Form 3, 4 and ReSD
Form 4,5

Event counting logic for
PSR Form 3, 4 and ReSD
Form 4,5

Enables you to count each
event as reported in the
specified timeframe.

Enables you to count each
event from a case with the
timeframe where the case
was reported first.

Enables you to configure
datasheets as per your
requirements.

Enables you to assess the
case event.

Default option is radio
button option #1. If this
option is selected, then PSR
form 3,4 and ReSD Form 4,5
shall count all events from
the timeframe reported.

If radio option #2 is
selected, then the PSR Form
3, 4 and ReSD Form 4, 5
shall be updated to count /
print all the events from
case only under the
timeframe where that case
was reported first. Even if a
new event (new event_seq_
num) from a case has been
reported in an E2B / Paper
Report to PMDA in the
current reporting period,
still it shall be counted /
printed under the original
timeframe

If this common profile
switch is set to "Yes", then
when the case is locked
from any point in Argus
Safety application, it shall
trigger the fresh calculation
of the PMDA Event
Reportability data.

Count each event as
reported in that timeframe

Count each event from a
case with the timeframe
where the case was reported
first.

Yes, No (Default).
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Field Name Description Field Options

Listedness Assessment When switch is set to Configured Datasheets,

Source for PSR and ReSD "Configured Datasheet”, the Case Event Assessment
listedness shall be (Default).

determined based on the
configured Datasheets.

When the switch is set to
"Case Event Assessment”,
the listedness is considered
from the Case Event
Assessment data in the
following sections of the
report:

a.PSR Form 3 (and ReSD
Form 4)

b.PSR Form 4 (and ReSD
Form 5)

c.ReSD Tabulations

i.Tabulation for UnListed
Events

ii.Tabulation for Listed
Events.

PIP PMDA Profile Integration for No Reportable Events

The existing Argus Safety application applies a check for existence of reportable events
for PMDA E2B generation for transmission and import process. Due to this check,
cases with un-encoded events or missing causality cannot be accepted successfully
during follow up import process as reportable events scenario is not met for such
follow ups. The Inform-Argus PIP profile has removed the check of reportable events
from their profile SQLs. However, because of the 'No reportable' events check during
E2B generation for follow up import, it is not possible to accept any follow-up report.

This scenario is encountered during Inform when other system sends un-encoded
events to Argus.

This problem has been fixed only for custom PMDA profile. Argus Safety is now
providing an option of excluding 'No Reportable' events check during PMDA E2B
generation for transmission and import process based on a common profile switch 'PIP
PMDA PROFILE":

1. Argus Safety now excludes the 'No Reportable' events check for a PMDA E2B
report for custom PMDA profile configured in the PIP PMDA PROFILE' switch.
This will allow a follow up report for a configured custom profile to be imported
even though there are no reportable events in the case.

2. No Reportable events check is excluded for E2B generation both for transmission
and import scenarios.

3.1.1.1 Profile Switch for Incompletion Report Submission - Auto Action item

= When this action item is configured, the system creates an action item
automatically when Incompletion report is submitted.
(Mhlwadmicsrcompleteclass, 1=Incomplete, 2=Complete, Case
Form/Analysis/PMDA /PMDA General /Incompletion checkbox)
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= Blank (Default): if this option is present in the Action Item drop-down, the
system does not create any Action Items for the Incompletion Report Submission
(current functionality).

= Action Item drop-down (Codelist):

- This option displays all the Action Items configured within the Code List
Action type which are not deleted or allowed to be viewed.

— If there is a value selected, the system creates an Action Item which would be
Due in, as defined by you.

— The Due in field allows you to enter up to 99 days.
— The group assigned to the Action Item is Unassigned.

— The Action Item is created as soon as the status of the Incompletion Report is
changed to Submitted.

s The Audit Log tracks the updates made to this field.

= Once the Follow-up Completion Report is submitted, the Action Item associated to
the report is Closed with the Close Date as the System Date (Server date).

s If the Follow-up report is still an incompletion report, the Action Item remains
open.

s If the report is nullified (Nullification Report is sent), the Action Item is closed.

= When there are multiple incompletion reports from one case, the system creates
the action items, which are same in number as that of the reports generated.

s The system prepends a default text in front of description (J): Incompletion
Report: XXX where XXX refers to the text entered in the Description (J) field.

s The Group can be assigned using the Follow-up Action Item for Incompletion
Report Submission Group Assignment profile switch.

3.2 Configuring Field Level Validations

This section lists the configuration of fields in Argus Console.

3.2.1 Field Label Configuration (J Specific)

In order to change the field labels, to hide and unhide fields in Case Form, navigate to
System Configuration > Field Validation. This displays the following screen:
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/2 Systen Condiguration : Field Level Configuration -
ORACLE
CodeLists | Busine: |

[ ———

CASE FORM FIELD CONFIGURATION
woweee |
Organireaby [Fecias x| Fietd Form Labet Freta Form Labed ()
l= = Ta]l] | ase contra satesy cate Cantral Fleceict Date £ FSLRBAEE  ne N
B {5 ARGUS SAFETY Case Cuasification Cusaicaton s [ Mo
T GENERAL Case Folowup Dasa Ciean up Diaca Clean Up T=32U=LT27 W Mo
() Case Felewsy Case el Recet Date el Aecect Date WEATE e [
[ Case mformaton Case Report Tyze Regan Type CETa T ] he No
[ Case Stusy Case Requires Felow.up Cane Rocuires Folew-up  EMBET LHWEEM  te No
[ Geneeal nformation Cane Seatus Cann Status EMIF-a2 W N
=] CLOSE BATL Closure Date EMETH L L
i Reporter Country of Intidence Country BNm e L]
= (& PATENT Dwte for Reports vwrare Daoe: NEENE L L
< Caaw Hoonaics Date for Repeets 1)) Lomare Date: WEEEE tie Mo
0 ekl Staun Foterw up Jussteaton Folw up Justfeaten LT T ™ No
- Perort iforrmginn Giokal D Gictal D M0 — 1810 ™ o
50 Pt History Maater Pricety Lovel e Pririy LY T 10 e ™
w — user Getoed Gate 1 i Gate 1 2-7F-TKAM | L Tes
e Use Detned Date 10 40 Dae 10 2-W-FREA 10w Ve
o P T User Defingd Date 11 U0 Date 11 L-Y-EREA N L] Yes
5 PaoDucT User Defined Duie 12 D Date 12 2=Y-ERE 12 L Ves
e — User Defined Date 2 D Date 2 2=v-ERBT 2 [ Yes
3 Cesape Regimen Usnex Defiesedd Dtk 3 D Date 3 2-o-EROMT 3 [ Yea
[ Eurca Device Il | user Dateed Date 4 D Lt 4 2-Y-AKEM 4 e en
3 Product Device User Detoed Date § Cue 2-t-TKAM & [ Tes
[ Priduct Drug User Datined Date & b Date & a-9-TREM ¢ [ Tea
3 Preduct Druphiaceme Usér Datined Date 7 D Date 7 2-w-EWO 7 o ves
[ Product ndicaten User Defined Date & D Date & I-Y-EROM 0 L s
3 Preduc g finin. L0 Dt & S= WAL hn s =
[ Praduct Vaccine L
3 0usty Core
[ Vaccins History Fieid Name Foetd Form Latsst
5 Vinceis Pricr AE Case Central Safety Date Ceniral Recet Dme
S &F vINTS Help Text Higden Hiad Unly
3 Event Asseasment Erter the date this case was ebaly seeehed o you cenlral safely L™ B o
(L Event Deam . © ves 7 pevice
3 Event Deats Detais I E26 il I waccine
[ Event Hosptaizaten Help Test (1] Fiedd Farm Laksed {1}
(3 Event niarmaten EERATECEMOMSERNCEALLEMTEA [ FSILMEAFE
[ Nature of Event ALELES0:
(23 Preduet Event Delnis =]
@« @l: -

Note: The Field Form Label (J) and Help Text (J) are visible on this
screen (grid, data entry, and print) only to Argus ] user, when Argus ]
module/license is enabled.

The following table explains the ] specific labels on the screen mentioned above:

Field Name Description

Field Form Label (J) This field allows you to edit the field labels. It is
valid only for the labels where label change is
allowed. This is an optional field.

Help Text (J) You can enter the help text here for a selected field.
This is an optional field.

3.2.1.1 PMDA Downgrade/nullification Report Scenario when All Events are
Non-Reportable

When reportable event is deleted from a Case Form by significant follow-up change,
downgrade report against E2B to PMDA cannot be sent. Also, user is not able to send
the nullification report when all the reportable events are deleted.

As per MHLW notification for investigational drugs, if reportable events disappears
(becomes invalid events) by follow-up information and if there are no "reportable
event" as result, it is necessary to report as nullification report. If reportable event(s)
become non-reportable by follow-up information then a downgrade report is sent.

For Marketed drugs, when events in the case are updated in such a manner that none
of the events in the case is valid then only nullification report is sent. If the reportable
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event becomes non-reportable by the follow-up information then a downgrade report
shall be sent.

1.

Definition of "Non-Reportable" and "Invalid" events:
= Non-Reportable events - same as it exists today.
» Invalid events are:

— Deleted events and

— Those events for which the "Not include for the report in Japan" (available
in the Case Form | Japan Event tab) checkbox is checked

The PMDA E2B follow-up Downgrade report is generated when all the valid
events in the case became "non-reportable”. A downgrade report shall:

s Include all the latest valid events that exist in the case.

= Ignore non-coded events as it has already been implemented in the current
functionality.

= Not reference previously submitted report's data.

For Marketed reports (reporting categories (1, 2, 3 and 4), In a scenario when
events in the case are updated in such a manner that none of the events in the case
remains valid (as described in the point # 1b above) then the PMDA E2B
Nullification report is generated.

For investigational reports (reporting categories (8, 9, 10, and 11), if all the
reportable events w.r.t. previously submitted report becomes invalid (as described
in the point # 1b above) by the follow-up information then the PMDA E2B
Nullification report is generated.

As per the existing implementation, the nullification E2B report will get its data
(including the REACTION section) from the previous submitted E2B XML.

When the nullification E2b reports is auto-scheduled for the above mentioned
scenarios:

= A new common profile switch "PMDA E2B Nullification Reason Text for No
Valid Event Scenario" is created in console under Argus ] > Reporting with
default value in Japanese - (There is no valid event available in the case). The
profile switch is a text box having a maxlength of 200 characters. It support
English as well as Japanese data entry.

s The value specified in the common profile switch "PMDA E2B Nullification
Reason Text for No Valid Event Scenario" is used for the value of E2B element
A.1.13.1 NULLIFICATIONREASON in PMDA E2B.

This enhancement is applicable for PMDA E2B Downgrade/nullification reports.

3.3 Configuring Field Labels

This section displays the updates made to the user-defined fields.

3.3.1 User Defined Fields Updates
The Argus ] system has the following:
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 Modify General Information

Field Name Field Form Label
[User Defined Number 1 | [uo umber 1
Help Text

|User defined field for entering numbers.

Hidden
| e

Read Only
I~ prug

Japanese

& Yes ™ Device

[%

- I E2BField I vaccine

[tvrnx

|| |

Help Text (J)

LT _ Field Form Label (J)
%gii\?}?btmmlgb‘giﬁantj4%le i

EEEES-E 1 L

[ save

= Argus ] allows you to enter Japanese drop-down items as well as English.

= Only the English drop-down is a mandatory field. When the English drop-down
value is not present, an error message, User Defined Dropdown English values

can not be blank is displayed.

3.4 Configuring Local Reports - Local Reporting Rule and Local Reports

In order to control which reports need to be generated only after Local data entry is
done, the application maintains a list of Report forms that are considered as Local

Reports, by storing the following data fields:

s Country - This is typically the country of license of the suspect product in a case
for which there is a local reporting obligation. This could also be the local country

expecting an active moiety reporting.

= Reporting Destination - This is the reporting destination receiving the local report.
This shall be populated based on user input during post upgrade script.

= Report Forms - This is the local report. This is stored with the following reports for

this release, as displayed in the image below:

. EEg EMHRSE FhEEHEN1 -2 (Mktd 1, 2)

i, EZEL MRARSTHERSE FIRERIA3 - 4 (Mktd 3, 4)
til.  EXELE SETOEERST HlHESXS5 - 6 (Mktd 5, 6)
iv. BRRE EMAHRSE FRESNL - 2 (v 1, 2)

v. BRE IRHSTHEHRSTE HIREI3 - 4 (Inv 3, 4)
vi. BRE SAETORERST BHEEFAS - 6 (Inv b, 6)
vil.,  #WERNAS ERFMETES - BRRYEEARSE

viil,  #HEFEAID: EEBBOMERSTHEREE HERE

ix. E2B

A reporting rule that is for the Country + Reporting Destination + Report Form is the

Local Reporting Rule.

Any reporting rule that is for the country + reporting destination + report form
configured in the above table and in addition satisfies the Truly Local Case system
criteria for the case from which these rules are triggered (i.e., the SQL or PL/SQL block
or the database function configured in the 2.3.0 returns a value > 0) is referred to as

Local reporting rules.
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Any report that is scheduled by a Local reporting rule is considered a Local report
(note that this would have already satisfied the Truly Local case switch as described
above).

For the purpose of this release, this configuration data is maintained via backend
procedures and no maintenance facility needs to be provided via UL

Note that to utilize the local locking feature, the customer is expected to maintain the
proper Reporting Destination value in this table.

Expedited Reports generated as part of Periodic Reports are not considered local
reports for this release.
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4

Code List Configuration

This chapter lists lists the Japanese-specific (J-specific) features in the Code List
Configuration module of Argus Console.

4.1 Code Lists

This section describes the functionality for the J specific Code List features.

4.1.1 General Functionality Changes

This section lists the Argus ] general functionality Code List changes:

1.

Sort Order: The sort order for display of the elements in the Code Listing is based
upon English element as default. If the element is only Japanese, Japanese is the
priority sort language.

Print: The PRINT functionality is modified to display all the Japanese fields also.

If Japanese translation is not available for any drop-down (Code list/Factory
Data), corresponding J values are shown on the Ul in the drop-down but database
values remain blank.

] Fields Display:
»  All the ] translation fields end with (J).
= All the ] specific fields are available only if | license is enabled.

»  All the ] specific fields are available only for Argus J users. For English users, it
is hidden.

The following functionality is provided when the Copy function is used. Unless it
is mentioned in each CodeList section, the following are the general rules for the
copy function of Code List items:

s When Argus Safety user copies the data, the equivalent Japanese data is not
copied.

= When Argus J user copies the data:

- Copy of is appended in front of the data in the English field (First
mandatory textbox field) which is same as current Argus Safety.

- "TBD"is appended in front of the data in the (J) field (First mandatory J
textbox field).

»  If the either English name (first mandatory English field unless specified) or
Japanese name (first mandatory Japanese field unless specified) is not unique
in the existing data table, and you click the Save button, the pop-up with a
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message A duplicate <field name> already exists! is displayed to change the
duplicate field value.

4.1.2 Device Reporting Category

A new Japan specific code list has been added under Console ' Code Lists ' Argus ]
menu option as "Device Reporting Category".

s Screen Mockup: The help text for this code list is - "The values entered here and
marked as "Display" will appear in the Case Form - Product Device tab - PMDA
Device - Medical Device Reporting Category drop-down list."

ORACLE et AdI Rfpgorvesl Jap, Tussdsy. st 6, 2013 (PRPDICER DEFAULT) SIS
N cosonms | | neeess [ | roas
CODE LIST MAINTENANCE B
R | T ——
Drganized by | Code List B (= . Ve
e il =] [Contone =
4 5 cadsum L
@ SRk oty T
i Emperar | Deviee Reporting Categary Device REporting Category (1) Dispay.
8 e Prokst Keywrord [iteckin Reguet BRI Yer
3 Licanze Category. Mealfurction wih hosth damags. BliERiRE Ve
(i Leersture Type [Malfurchon wihout heath damage FASHE es
"4 Repcrting Category Msires i Forsin Courtry Rispart SHE I R E Yes
Research Repart EHREE es

= ] - - Fint -
Add Hew Device Rnporting Categary
| ¥ Device Reporting Category
I Display
¥ Device Reporting Category (1)

Tre vaass enteres hese anamarked a3 Display &

wil agpesar i the: Case Form - Product Device: Wate: “Add Hew" anvd "Copy™ are ot sllowed for this Code List flerm,

Field Name Description

Device Reporting Category  Allows user to enter Device Reporting
Category value in English.

Display Allows user to display/hide a device
reporting category in Argus Safety Case
Form.

Device Reporting Category ~ Allows user to enter Device Reporting
() Category value in Japanese.

s This code list now opens up by default in place of Emperor code list, when user
selects Console > Code Lists > Argus ] menu option.

» Itis covered by the back-end PL/SQL APIs for Device Reporting Category data
table updates and audit-logging.

4.1.3 Emperor

This dialog box allows you to add and configure various Japanese Emperor Data/Era.
This is a ] specific LM.
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ORACLE
N cosetsts | B

Welcsms Al Aggervral Jup, Tussday, Augpst 6, 2013 PRISCER OerauL Ty TR

CODE LIST MAINTENANCE

Organizedby [<ods List ]l | et

— T ——
-

=] [Contrers -
i ot [ =T = |

(23 Devicn Fieperting Category Total Wurmber of Rows (3)

= Emperor ame (5) Emperor ame Display

o Moot ayervond. x E Toisha 10401812 T Yer

i License Category B Hezes st H Yer

(3 Literature Type LR Moy D1 ANV EES ) Yes

(2 Feparting Caleasey. L Syown Z0EC1S 3 Yea

olp |1
Tris fiekd clows the uzer to configure the valae ot
Empesar

A Hew Emperor
' Empecor Hame (1)

¥ Emporor Hame

¥ et in Office.

¥ Date Entry Abbreviation

The following table lists the fields used in the dialog box and their description:

Field Name

Description

Emperor Name (J)

Date in Office

Display

Emperor Name

Date Entry Abbreviation

PROTECTED

This represents the label for the column of text
boxes for entering the names of the Japanese
Emperors.

This represents the label for column of text boxes
for entering dates when the Japanese Emperors
assumed their offices

Date format DD-MON-YYYY

You can select to display the record in
Administrator route in the Products screen

This represents the label for column of text boxes
for entering the names of the Japanese Emperors.

This abbreviation is used as shortcut in Argus
Safety and Console Date field to Japanese Ul
screens while entering year value.

This Abbreviation is unique, and duplicate
characters are not saved. When you try to enter a
character that is already in use and save, a
pop-up error message : A duplicate Date Entry
Abbreviation already exists! is displayed, and
the save operation is canceled.

Internal Only - Protected Field

4.1.4 J Reportable Product Keyword

This code list allows you to associate keywords to Product Families. This is a J specific

code list.

Help text: The keyword entered here and marked Active is matched with foreign,
non-company suspected Product Name, and Generic Name. The associated Product
Family's product is used for assessment in the PMDA tab.
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‘ORACLE [ER - ———————— i
N soverms | | ] | toom
CODE LIST MAINTENANCE s
[l coco e g e Sl = i
5 covmuint - =
S ing oy i e ————————————
st | Keywond Produst Famity (1) Aetinate
L I Rapin Proht Hepweed |+ Repartatia ey 1 Ve ves
[ Licenss Categuey
S Lterate Type
(L3 Reporten Categury
5}
j | e | )
¥ Keyword

1 ¥ Actmate
This fiskd shows the utas o confiere tha vak ot ) || | ¥ Produst Famity ()
Fpertatio ot eyword ey

The following lists the fields used in the dialog box and their description:

Field Name Description

Keyword This field is used to enter keywords to search
related company Product Family from foreign
non-company suspected drugs.

Activate By clicking this, you can decide if you want to
include the keyword in the search.

Product Family (J) If the keyword matches the foreign
non-company suspected drug Trade Name or
generic name, this Product Family is the target
for assessment in Japan (in PMDA tab).

Select When you click the Select button next to the
Product Family, the Argus Product Browser is
displayed to select the Product Family.

If you type any text in the Product Family
textbox, and click Select, the entered text is
transferred to the Product Brower when you
navigate away from the Product Family
textbox.

Once a Product Family is selected in the
Product Browser, the Product Family name is
transferred to the Product family textbox.

4.1.5 License Category

This dialog box allows you to add and configure various Japanese License categories.
This is a ] specific code list.
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(= CodelList : License Category - Windows Internet Explorer

ORACLE’ Welcome Pradeep Raj Arusia (J), Friday, April 16, 2010 (ARMOD60)

T T — [ sren oo | oon

CODE LIST MAINTENANCE
Browse License Category Filter
= Field Value
Organized by | Code List v
I ¥ [conans 9] | e
E-ES Code List
[ Emperor Total Number of Rows (6)
[ Reportable Product Keyword License Category (J) - License Category E2B Code Display
(L Uissnss Category — st (FEMES. B54E%. 5 Undercinicaltrial for partial change (New activ
[ Lteraturs Type 5. memny) & ingredients, admin, formulation, modification, et 4 Yes
[ Reporting Category =il
—ERBH (FE BR/AE: BED  Under cinicaltrial for partial change (ciinical stug 7, %
) y for change on indication/istedness) =
FBEFERA Within 2 year of approval 2 Yes.
FAZ Not approved 3 Yes
T Under surveilance immediately after put on mark s
et
= A Does not apply B Yes
[ Addnen ]| o opeisien ] [oowPrint |
Add New License Category
¥ License Category (J) E2B Code
i 1 | [ bisplay
This field allows the user to configure the value of ;? Lyceriag Category
License Category |

The following table lists the fields used in the dialog box and their description:

Field Name Description

License Category (J) This represents the label for entering PMDA License
Category in Japanese.

E2B Code This represents the label to enter the E2B value
corresponding to the License Category Name.

Display You can select to display the record in Administrator
route in Products screen.

License Category This represents the label for column of text boxes for
entering the License Category in English.

PROTECTED Internal Field - Protected

4.1.6 Literature Type

Use the following procedure to configure action taken:
1. From the Argus Console, select Code Lists -> Argus ] -> Literature Type.

2.  When the system opens the Code List Maintenance screen, click Literature Type in
the Code List in the left pane.

3. The system puts the corresponding data for the selected item in the right pane.
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4. This screen enables you to view the English and Japanese names of the configured
categories. You can also set the display preferences for these code lists.

5. Click Add to add a entry in the code list after filling the required information in
the mandatory fields.

6. Click Save to save any changes.

4.1.7 Reporting Category
Use the following procedure to configure action taken:
1. From the Argus Console, select Code Lists -> Argus ] -> Reporting Category.

2.  When the system opens the Code List Maintenance screen, click Reporting
Category in the Code List in the left pane.

3. The system puts the corresponding data for the selected item in the right pane.
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i
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!
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CODE LIST MAINTENANGE
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e o

R P Faport Category Description (1)  Beseription e Cote Displey

0 Rt abie Prochsct Kywens A EMBAEEARE (Tl ‘Domestc.intecton report (Marketed anag) 1 ves

S License Category B EABENENES (HER) Comestn ADF: report (Markcted drg) 2 Yes.

[ Lteratre Type < HUBDECARE (KB Dot smasranction report (Warketod drisy) 3 vas
o AEWEASMEE (R e SRS IADR 00N (Merbatod i) . Yes
E TAGHEARE (R Rsoarchinfoction ropod (Marketed drug) s Vex
r BiEREAIEE (SRR FissearchiAO repce (Markebed tru) 5 Ve

z gy . B,
o g =N B ot e Ot > ¢ s
H OMSHEEWE Gl Domezoetntnctn rogrt (restgesonnl sl 3 Yoz
! BFBEAEARE (588 Domestc ADR 1epon (Fwvestgencosl drug) e ver
i HEDEEHRE (68 S S ———— 10 Yes
0 AENGAENEE (E8) VT oS LADR rapon (rvesbamtional dnag) " Yer
L WG EFTRE (sl Rosttechnlacon tpor (Prvestgaticnal ) 12 Ves
M Bl AEIRE (sl RbsearCIALR repcrt (Nvestgatonsl drg) 1 ves
= . @, Meanres

X s enans am el Tt " -
o EE@IEHARE Revearch repcrt (Gusss anag) i Ve
3 TERSEAREE Rosesrch report (Casmetics) 18 Yo

Faporting Cringory
¥ Neporting Category Deverioton G4} 8 Cote.

Description

Thes: fiekd v e uste 1 CONNGG the vilue of
Repaing Catogery Mote: A How™ and "Copy sre not aiowed for his Cod List Rem.
I 1
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4.

5.

This screen enables you to view the English and Japanese names of the configured
categories. You can also set the display preferences for these code lists.

Click Save to save any changes.

Note:

When the nullification E2b reports is auto-scheduled for the No valid
event scenarios, a new common profile switch called PMDA E2B
Nullification Reason Text for No Valid Event Scenario has now been
made available in Argus Console under the Argus ] > Reporting
menu.

The default value of this switch in Japanese is "There is no valid event
available in the case’. This switch can contain up to 200 characters and
it supports English as well as Japanese data entry.

The value entered in this switch is used as the value of the E2B
element A.1.13.1 NULLIFICATIONREASON in PMDA E2B.

The reason for nullification is populated when a nullification report is
generated.

4.1.8 Literary Citation
The following is the list of the J Specific Literary Citation functionality changes:

T

There is a note (only for J users) right at the end before the user action buttons
displaying Note: Clicking the SAVE button will reflect the changes made on this
English screen to the Japanese pop-up.

The main English screen has a J Data Entry button, which is available only to ]
users.

Clicking on the J Data Entry button displays a message to enter the data in the
mandatory fields (Name) in English screen before opening the Japanese
Translation Window.

Clicking on the J Data Entry button displays a pop-up window as a resizable
modal dialog with Japanese equivalent content where you are able to enter
Japanese equivalent text for the corresponding field. The Japanese screen looks
like this:

A ELOZEE - Webpage Dialog

=

D COEFEER I I AD - P TONEER IR AR T M TSR DA S - TR E T

P T

The mandatory fields need to be filled in before displaying the Japanese pop-up,
else the ] Data Entry button displays a warning message: Enter data in all the
mandatory fields!.

The Japanese pop-up contains all the fields and all of them are editable.

There is a note above the Save and Cancel button
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The following functionality is provided while navigating from English screen to ]
pop-up for Existing Literature:

= On clicking of the J Data Entry button, you are prompted to save the data on the
English screen before opening the J screen. The following is the Prompt message:

Do you want to save the changes before opening the Japanese screen?

= If you choose to save the data, the data is saved and the changes are reflected on
the J Screen.

= If you choose not to save the data, the changes made on the English screen are not
reflected on the J Screen .

The following functionality is provided while navigating from English screen to ]
pop-up for New Literature:

= On clicking of the J Data Entry button, you are prompted to save the data on the
English screen before opening the J screen. The following is the Prompt message:

Data must be saved before opening the Japanese screen. Do you want to save?

= If you choose to save the data, the data is saved and the changes are reflected on
the J Screen.

= If you choose not to save the data, the ] screen does not open.

The following functionality is provided when the Copy function is used:

= When the Argus Safety user copies the data, the equivalent Japanese data is not
copied.

= When Argus ] user copies the data:
- Copy of is appended in front of the data in the Journal field of English UL
- TBDis appended in front of the data in the Journal field of Japanese UL

s If the English Literary Citation (all fields in the English section) is not unique in
the existing data table, and you click the Save button or J Data Entry button, the
pop-up with a message A duplicate Literary Citation already exists! is displayed
to change the duplicate name.

= If the Japanese Literary Citation (all fields on Japanese section) is not unique in the
existing data table, and you click the Save button in the ] data entry pop-up, the
pop-up with a message A duplicate Literary Citation (J) already exists! is
displayed to change the duplicate name in the J Data Entry field.

The following is the Print template of the Literature Citations:

n Code List Maintenance
RELSYS

Literature Citations
Az of 09 May 2007
our nal

\uthor t v Year Pages
S =~ - Al

Journal Will Smith Tile

Wol-2 2007 999
de-Tl Dl AXR RA R

4.1.9 Manufacturers

The following is the list of the ] Specific Manufacturers functionality changes:
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There is a note (only for J users) right at the end before the user action buttons
displaying Note: Clicking the SAVE button will reflect the changes made on this
English screen to the Japanese pop-up.

The main English screen has a J Data Entry button, which is available only to ]
users.

Clicking on the J Data Entry button displays a message to enter the data in
mandatory fields (Name) in the English screen before opening the Japanese
Translation Window.

Clicking on the J Data Entry button displays a pop-up window as a resizable
modal dialog with Japanese equivalent content where you are able to enter
Japanese equivalent text for the corresponding field. The Japanese screen looks
like this:

A ®E30EE - Webpage Dialog

E
vAME _  EE# BRES
L2 A2 —FraF ]| IL |
fE8R ] PERE HESS
\ I I |
= ZHES Fax

| | I J

The mandatory fields need to be filled in before opening the Japanese pop-up,
else the J Data Entry button displays a warning message:

Enter data in all the mandatory fields!
The Japanese pop-up contains all the fields and all of them are editable.

There is a note above Save and Cancel button.

The following functionality is provided while navigating from English screen to ]
pop-up for Existing Manufacture:

On clicking the J Data Entry button, you are prompted to save the data on English
screen before opening the J screen. The following is the prompt message:

Do you want to save the changes before opening the Japanese screen?

If you choose to save the data, the data is saved and the changes are reflected on
the J Screen.

If you choose not to save the data, the changes made on the English screen are not
reflected on the J screen .

The following functionality is provided while navigating from English screen to ]
pop-up for New Manufacture:

On clicking the J Data Entry button, you are prompted to save the data on the
English screen before opening the J screen. The following is the Prompt message:

Data must be saved before opening the Japanese screen. Do you want to save?

If you choose to save the data, the data is saved and the changes are reflected on
the J Screen.

If you choose not to save the data, the ] screen does not open.

The following functionality is provided when the Copy function is used:
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s When the Argus Safety user copies the data, the equivalent Japanese data is not
copied.

= When the Argus ] user copies the data:
- Copy of is appended in front of the data in the Name field of the English UI.
"TBD" is appended in front of the data in the Name field of Japanese Ul

s If the English name is not unique in the existing data table, and you click the Save
button or J Data Entry button, the pop-up with a message A duplicate Name
already exists! is displayed to change the duplicate name.

s If the Japanese name is not unique in the existing data table, and you click the
Save button in the J Data Entry pop-up, the pop-up with a message A duplicate
Name (J) already exists! is displayed to change the duplicate name in the J Data
Entry field.

4.1.10 Reporter Information
The following is the list of the ] Specific Reporter Information functionality changes:

»  Thereis a note (only for ] users) right at the end before the user action buttons
displaying Note: Clicking the SAVE button will reflect the changes made on this
English screen to the Japanese pop-up.

»  The upper grid does not have Phone, Alt.Phone, Fax column (for Both English
and Japanese users), and has a new 2nd column for First Name (J), Last Name (J),
and ID (J) for Japanese user only.

s The main English screen has a J Data Entry button, which is available only to |
users.

s Clicking on the J Data Entry button displays a message to enter the data in
mandatory fields (Name) in English screen before opening the Japanese
Translation Window.

s Clicking on the J Data Entry button displays a pop-up window as a resizable
modal dialog with Japanese equivalent content where you are able to enter
Japanese equivalent text for the corresponding field. The Japanese screen looks
like this:

A HEETEHROZE -- Webpage Dialog

X
E. http: /10,7, 12, 150/Argus % 20Console fCodelist/ReportarInformationPoplp .aspx 710 = 10000302 v

HHE & v HI1uBA D B
I = | [#e 21 JEES | 004 |[E8m vl
5 E DI =g
= v PE#smz [ |
&P i HBAE HiFEES
1-2-3Z0HHT [HREE T | 233 ]
THES TOBOTEES
EES v l03-333-9999 I |
FAX Est—Jls BT DERAE
I | OEFEROZMA

& iR

i COHARBRITIASU-DETITOhEEEIL “RE" A2 0 EERTOICCICLURBDAN AU -VICEBBINETY

1575 F ot

http:/f10.7.12, 150 /Argus Y 20Conscle /{CodeList/Reporter InformationPoplp, aspx? [D= 10000302 & [nternet
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s The mandatory fields need to be filled in before opening up the Japanese pop-up
else the J Data Entry button displays a warning message:

Enter data in all the mandatory fields!
s The Japanese pop-up contains all the fields and all of them are editable.
s There is a note above Save and Cancel button.

The following functionality is provided while navigating from English screen to the |
pop-up for Existing Reporter:

= On clicking the J Data Entry button, you are prompted to save the data on English
screen before opening the J screen. The following is the prompt message:

Do you want to save the changes before opening the Japanese screen?

= If you choose to save the data, the data is saved and the changes are reflected on
the J Screen.

= If you choose not to save the data, the changes made on the English screen are not
reflected on the J Screen .

The following functionality is provided while navigating from English screen to the |
pop-up for New Reporter:

= On clicking the J Data Entry button, you are prompted to save the data on the
English screen before opening the J screen. The following is the prompt message:

Data must be saved before opening the Japanese screen. Do you want to save?

= If you choose to save the data, the data is saved and the changes are reflected on
the J screen.

= If you choose not to save the data, the ] screen does not open.
The following functionality is provided when the Copy function is used:

= When the Argus Safety user copies the data, the equivalent Japanese data is not
copied.

= When the Argus ] user copies the data:
- Copy of is appended in front of the data in the Name field of the English UI
"TBD" is appended in front of the data in the Name field of the Japanese Ul

s The Duplicate last name can be saved. If the English ID is not unique in the
existing data table, and you click the Save button or the J Data Entry button, the
pop-up with a message A duplicate ID already exists! is displayed to change the
duplicate value.

= If the Japanese ID is not unique in the existing data table, and you click the Save
button in the J Data Entry pop-up, the pop-up with a message A duplicate ID
already exists! is displayed to change the Duplicate ID in the J Data Entry field.

The following is the Print template of the Reporter Information:

Code List Configuration 4-11



Code Lists

RELSYS
Reporters
As of 09 May 2007

g
Reporter ID Reporter Type

Code List Maintenance

Adrress Electronic Transmission Receipt

Occupation Department E:’- State, Postal Code Preferred Method
&H EmuPR B Ex—lk
HLH OB S BIELORRA
EL] BT DA
) ) 123 Main Srest
Dr First Last Mo Kaiser Hospital City, CA 8976
121 Company Represertative | Tokyo University Hosptsl | UNITED STATES
Investigator Safety Division Wakohama Liniversity Hosptal 341-808-3087
#E 453-905-9087 abo@yahoocom
or.Fit HE Lz ayonadan =978 564-755-087
121 2iHE B BT PR A DT
MEA T ram IRREF AR A4VARU-F 123

The Japanese print out of Name section consists of:

Title
Last Name
First Name

Suffix

The Japanese print out of Address section consists of:

ZipCode

State

City

Street Address

The Institutions are printed with line feed.
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