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Preface

Preface

This preface contains the following sections:
e Documentation accessibility
* Related resources

e 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.

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.

Related resources

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

Access to Oracle Support

ORACLE

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.

Contact our Oracle Customer Support Services team by logging requests in one of the
following locations:

e English interface of Oracle Health Sciences Customer Support Portal (https://
hsgbu.custhelp.com/)

e Japanese interface of Oracle Health Sciences Customer Support Portal (https://
hsgbu-jp.custhelp.com/)

You can also call our 24x7 help desk. For information, visit http://
www.oracle.com/us/support/contact/health-sciences-cloud-support/index.html or visit
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs if you are hearing impaired.
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Preface

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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About Oracle Argus Interchange

Oracle Argus Interchange provides pharmaceutical manufacturers with a simple,
efficient way to comply with electronic standards for transferring regulatory information
through the use of an Electronic Data Interchange (EDI) gateway. It also enables you
to view E2B reports in different formats, such as I-SGML, J-SGML, I-Decoded View,
J-Decoded View, and PMDA Report Form. These reports can be submitted to trading
partners or to regulatory authorities.

For more information, see:

*  Oracle Argus Interchange Process Overview

Oracle Argus Interchange Process Overview

The following flowchart shows the steps to follow when using Oracle Argus

Interchange.
L aacka 55 Schedule View
99ing E2b Report E2b Report
Transmit View View
E2b Report Statuses Acknowledgement

The following table describes each of the steps in the preceding flowchart.

Task Description
Logging on Explains how to log on to Oracle Argus Safety.
Schedule E2B Report Explains how to schedule an E2B Report for a case using the

New Expedited Report dialog.

View E2B Report Explains how to view a scheduled E2B Report in the E2B
viewer and check for validation errors.

Transmit E2B Report Explains how to transmit E2B reports by using the Bulk
Reporting features in Oracle Argus Safety.
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Oracle Argus Interchange Process Overview

Task Description

View Statuses Explains how to view and understand the status of a
transmitted E2B report.

View Acknowledgement Explains how to view the detailed acknowledgement
information from a trading partner or a regulatory authority.

The following flowchart displays the steps to import E2B Reports through Oracle Argus

Interchange:
Incoming E2B > View Report —»| Duplicate Search —
Reports

View Processed E2B
Reports

View Difference N .
Ly Report »|  Accept/ Reject |—»

The following table describes each of the steps in the preceding flowchart.

Task Description

Incoming E2B Reports Explains how to view Incoming E2B Reports.

View E2B Reports Explains how to view an Incoming E2B Report in the E2B
viewer.

Duplicate Search Explains how to search for possible duplicate cases in the

Oracle Argus Safety system.

View Difference Report Explains how to view differences between the current XML
being imported (a message not yet imported into the
database), the current case data in the database and the last
imported case.

Accept/Reject Explains how to accept or reject single/multiple E2B Follow-up/
Initial reports.

View Process E2B Reports Explains how to view the processed E2B Reports.
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Configure Oracle Argus Interchange

This section is intended for Oracle Argus Interchange Administrators. The flowchart
shows the steps to follow when configuring, reviewing, and administering Oracle Argus

Interchange.
Configure Configure Configure
ESM Mapping —» Regulatory —» List Maintenance

Profiles I Authorities I Items I

.

Review
Incoming E2b  |—

Reports I

For more information, see:

Monitor View
E2b Reports Audit Log

*  Oracle Argus Interchange Mapping Utility
* E2B Extensions (Applicable for R2 only)

e Web Console

Oracle Argus Interchange Mapping Utility

Oracle Argus Interchange mapping utility enables you to configure the Oracle Argus
Interchange Service.

< Note:

Most features of the Interchange have been moved to the web-based
console.

For more information, see:

» Configure the Oracle Argus Interchange Service

* Add a Database for Oracle Argus Interchange Service
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Oracle Argus Interchange Mapping Utility

Configure the Oracle Argus Interchange Service

You can configure the Oracle Argus Interchange Service by updating the initialization
(IN1) file from the Oracle Argus Interchange Mapping interface.

1. Inthe Windows 2012/2012R2 server, navigate to Apps and click the ESM
Mapping tool. This opens the Service INI Set up dialog box.

2. Use the items in the Service INI File Setup dialog to configure the Oracle Argus
Interchange Service INI file.

3. Enter the data for each field as required.

= Service INI File Setup -
EMAIL Section EDI Section
IT Email I EDI Gatewsy [Axway Cycione _'__]
Business Email | EDI Database Name |CYCLOHE
User Email [
EDI User ID |cycione
Sender Email [ms exchange settings
EDI Password |m.m
MNote: Use ! sign in the email fields if you do not want to send
emails
DTDLOG
DTD Path |C:\Prcgram Files (x86)\Oracle\Argus\interchangeService\DTDFiles
Enter Full Fath
Log File Path - )
Enter Full Path |13.\Pr0gram Fiies (x86)\Oracle\Argus\interchangeService
Multiple Database Section
Database | User Name Elapse Time EDI Tx Time Out Media Tx Time Out XML Tx Time Out
{Ej add New Process
‘/ ASB1CS ESM_LOGIN 1 Min. 10 Min. 10 Min 10 Min.
< (1] | >
Ok | Cancel ‘

For more information, see:

»  Service INI File Setup Dialog Box

Service INI File Setup Dialog Box

The following table lists and describes the fields in the Service INI File Setup dialog

box.
Item Description
IT E-mail Enter the e-mail address that Oracle Argus Interchange Service

should use to send e-mails, if the transmit time out occurs for Physical
Media or EDI Gateway.
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Oracle Argus Interchange Mapping Utility

Item

Description

Business E-mail

Enter the e-mail address that Oracle Argus Interchange Service
should use to send e-mails, if the Receive ACK time-out value is
reached.

User E-mail

Enter the e-mail address that Oracle Argus Interchange Service
should use to send e-mails, when the user does not process the
E2B Report within the time-out value. The Oracle Argus Interchange
Service uses SMTP as its mail system.

Sender E-mail

Enter the e-mail address that Oracle Argus Interchange Service
should display, as the 'From' address in the e-mails that it sends.

EDI Gateway

Select the name for the EDI Gateway - from either Axway Cyclone or
Oracle B2B.

EDI Database Name

Enter the database name for the EDI software.

EDI User ID

Enter the user name for EDI database.

EDI Password

Enter the password for the user name associated with the EDI
database.

DTD Path

Enter the path for the DTD file.

Log File Path

Enter the path where the Oracle Argus Interchange Service will write
the log files.

Multiple Database
Section

Displays all the configured databases for ESM Service.

Delete Button

Click Delete to remove the entire Database Configuration from ESM
Service INI File.

Add a Database for Oracle Argus Interchange Service

You can configure the Oracle Argus Interchange Service to support multiple database.

ORACLE

To configure a database:

1. Inthe Setup INI File dialog box, double click Add New Process to open the
Service DB Setup dialog.
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Chapter 2
Oracle Argus Interchange Mapping Utility

5 Seves D3 5o L]
~ Datahase Section '
Database Name [assics Unique Database 1D [a2c
User ID [Esm_Logm Password f -------
Process IL‘,:\Prn gram Files (x86 \Oraclg\ArgusiinterchangeService\EsmProc.e» Browse I
Receive Process IC:‘.F‘ru gram Files {x86 \Oracle\ArgusinterchangeService\EZBReceive Browse |
Archive Folder [cAESM_IN_OUTwArchive
Receive Processes |1 Process Elapse Timef17 Minutes
Time Out Section
EDI Transmit Time Qutvalug (File is not picked up by Gateway) [l Minutes
Physical Media Transmit Time Qut value (File is not picked up manuaiy) Fm— Minutes
Receive ACK Time Out value (ACK is duefor transmitted reparts) ﬁ Minutes
Processing Time Outvalue (E2B Reportnot Processed by Usen) F Minutes
XML Transmit Time Qut value (Fileis not picked up by Gateway) Fm_' Minutes
Binary Transmit Time Outvalue (Fileis not picked up by Gateway) l'_m_— Minutes
MDMN Time Out Value (For E2B Reports which have received Bus ACK) ﬁ Hours
oK Cancel I

2. Use the items in the Service DB Setup dialog to configure the ESM Service INI

file.

3. Enter the data in the fields as required.

»

#" Note:

ESM Service.ini can be configured for MAX_FILES IMPORT_PER_RUN
at database level under the Database section. This should be set to

a number. This determines how many files are read from incoming

folder so as to allocate to Receive Process(es). This includes both ICSR
reports and Acknowledgments. If it is not defined, an internal limit of
1000 is assumed.

For more information, see:

*  Service DB Setup Fields

Service DB Setup Fields

ORACLE

The following table lists and describes the fields in the Service DB Setup dialog box.

Item

Description

Database Name

Enter the name of the Adverse Event database.

Unique Database ID  Identifies each database uniquely. In the case of multiple databases,
the value of this field should be unique.
User ID Enter the user name for the Service.
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Oracle Argus Interchange Mapping Utility

Item Description

Password Enter the password associated with the User Name entered in the
USER ID field.

Process Enter the full path of the ESMPr oc. exe file. The system uses this

path to locate the ESMPr oc. exe file.

Receive Process

Enter the full path of the E2BRecei ve. exe file. The system uses
this to locate the E2BRecei ve. exe file.

Archive Folder

Enter the full path where the system places the file processed by
Oracle Argus Interchange.

Receive Processes
Count

Enables you to specify multiple E2B receive processes
You can specify from 1 to 5 E2B receive processes
The default is 1.

Process Elapse Time

Enter the time interval for the Oracle Argus Interchange Process to
run.

Enter EDI Transmit
Time out Value

The amount of time, in minutes, that must pass before the system
sends an e-mail message when an E2B Report has not been
transmitted within a specified time period.

# Note:

The minimum value for the time-out is 10
minutes.

Enter Physical Media
Transmit Time out
Value

Enter amount of time, in minutes, that must pass before the system
can send an e-mail message when an E2B Report has not been sent
manually by a specified person within a specified time period.

# Note:

The minimum value for the time-out is 10
minutes.

Enter Receive ACK
Time Out Value

Enter the amount of time, in minutes, that must pass before the system
can send an e-mail message when an ACK message has not been
received within a specified time period.

# Note:

The minimum value for the time-out is 10
minutes.

ORACLE
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Chapter 2
E2B Extensions (Applicable for R2 only)

Item Description

Enter Processing Time Enter the amount of time, in minutes, that must pass before the system
Out Value can send an e-mail message when an Incoming Report has not been
processed within a specified time period.

# Note:

The minimum value for the time-out is 10
minutes.

Enter XML Transmit Enter the amount of time, in minutes, that must pass before the system
Time Out Value can send an e-mail message when an XML file is not picked up by the
Gateway.

# Note:

The minimum value for the time-out is 10
minutes.

Enter Binary Transmit Enter the amount of time, in minutes, that must pass before the system
Time Out Value can send an e-mail message when a binary file is not picked up by the
Gateway.

¢ Note:

The minimum value for the time-out is 10
minutes.

Enter MDN Time Out  Enter the amount of time, in hours, that must pass before the system
Value stops polling the MDN information from the EDI server after receiving
the Business ACK for a transmitted report.

E2B Extensions (Applicable for R2 only)

You can use the existing reporting destination configuration to choose an extended
E2B profile. The system uses the agency and company identifier to identify the profile
to use and sends the information in the following XML elements:

<nmessagesenderi dentifier>Conpany X</ messagesenderidentifier>
<messager ecei veridentifier>Agency Y</nessagereceiveridentifier>

The Oracle Argus Interchange mapping utility also supports the defined extended E2B
elements as follows:

* A switch in the Interchange mapping tool identifies a profile as either a standard
profile or an extended E2B profile but only for the Receive tab. The additional
fields are formatted as follows:

ORACLE 2-6
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E2B Extensions (Applicable for R2 only)

<XXX>_EXTENSI ON []

where:

XXX is the tag name followed by EXTENSI ON to indicate that this is an extended
E2B tag element

When using this switch:

Do not enter any blank spaces or underscore characters (_) in the XXX
naming convention.

In the extended E2B tags, the element number in the brackets ([]) is
always empty. For example, Patient Ethnicity, Event Hospitalized
Start Date / Stop Date.

This switch is enabled only for profiles copied from the Factory profiles (default
unchecked). This flag is disabled for all factory profiles.

During configuration, GPS updates the DTD profile with this information before
it adds any additional E2B elements.

The system maps extended E2B fields are mapped to existing Oracle Argus
Safety fields or to user-defined fields, as appropriate. For example, the system
maps the following extended E2B fields to the following Oracle Argus Safety
tables.

E2B + Field Argus Case Form Ul Field Argus Field Label
Name Description

patientethnicity_extension PATIENT | Patient Ethnicity ~ Patient Ethnicity

reactionintensity_extension EVENTS | Event Intensity Event Intensity

reactionhospstartdateform Argus Date entry format Hospitalized Start Date
at_extension YYYYMMDD or YYYYMM or Format
YYYY

reactionhospstartdate_exte EVENTS | Hospitalized Start Hospitalized Start Date
nsion Date

reactionhospstopdateform Argus Date entry format Hospitalized Stop Date
at_extension YYYYMMDD or YYYYMM or Format
YYYY

reactionhospstopdate_exte EVENTS | Hospitalized Stop Hospitalized Stop Date
nsion Date

The system sends an acknowledgement if the message import is successful
and a rejection if the message import is not successful.

You can view the extended elements for the following:

« E2B Viewer

ORACLE

No updates to the CIOMS / MedWatch Reports

The Decoded View / SGML View displays the additional elements added as a
part of the Extended E2B
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Chapter 2
Web Console

£ ESM Mapping [shailesh Log on to AS60] database]

administrator Help

Profile [ICH-ICSR 2.1 MESSAGE TEMPLATE - EMEA EXTEND =1

TRANSMIT RECEIVE |

ICHICSR
- ICHICSRMESSAGEHEADER [M.1] Mapping/ Translation Logic: PL/SGL Code [~ Enable Post-Save on Import [ Extended E26
= SAFETYREPORT [A.1] DECLARE ;I
-~ SAFETYREPORTYERSION vl varchar2t3z767);
SAFETYREPORTID [4.1.0.1] v_notes varchar2(32767);
< PRIMARYSOURCECCUNTRY [4.1.1] |_return number := 0;
OCCURCOUNTRY [4.1.2] BEGIN
o TRANSMISSICNDATEF CRMAT [A.1.3] bv_mil := ESM_IMP.F_READ(:REPCRT_ID,:DTD_ELEMENT);
TRANSMISSIONDATE [4.1.38] if Y;:TL:;’E‘ il then
+-REPORTTYRE [A.1.4] [ESH_IMP_UTL.F_CHECK_ALIDATION(:PROFILE, :DTD_ELEMENT, v_xm,:REPORT _ID);
SERIOUS [A.1.5.1]

if vl = 1" and |_retum = D then
- SERIOUSHESSDEATH [A,1.5.2] v_notes ;= 'SERIOUSNESSDISABLING';
SERICUSKESSLIFETHREATENING [A.1.5.2] |_retun 1=

ESM:IMF‘.F,V‘VR]TE (:REPORT _ID, :PARENT_ELEMENT,:DTD_ELEMENT, PROFILE, 'CASE

SERICUSKESSOTHER [4.1.5.2]
<~ RECEVEDATEFORMAT [A.1.6a]
RECEEDATE [A.1.60]
RECEIPTDATEFORMAT [A.1,74]
RECEIPTDATE [A.1.70]
ADDITIOMALDOCUMENT [A.1.8.1]
DOCUMENTLIST [A.1.8.2]
FULFILLEXPEDITECRITERTA [A.1.9]
AUTHORITYHUME [A.1.10.1]
COMPANYNUME [A.1.10.2]
DUPLICATE [4.1.11]
CASEMULLIFICATION [A.1.13]
< HULLIFICATIONREASON [A.1.13,1]
MEDICALLVCOMFIRM [A,1.14]
< UDDATEFCRMAT_EXTENSION [A.1 193]
UDDATE_EXTEMSION [A.1.14B]
-+ REPORTDUPLICATE
LINKEDREPORT
-+ PRIMARYSOURCE [A.2]
SENDER [4.3.1]
- RECEIVER [A.3.2]
PATIENT [B.1]

| ASSESS', SERIOUS_NOTES'v_notes);
end if

lend if;

END;

I~ Current Element is part of Primary Key [~ Always Import for Initial / Followrup Reparts

Select AE Column as a part of Primary Key

|

| Save Cancel

» E2B Difference Report

— When imported, the system displays the additional fields in the current

difference report viewer.

» E2B Selective Intake for Initial and Follow up E2B Reports

— You can selectively import the additional fields the system adds to the
Extended E2B in the Oracle Argus Safety case.

— The PDF reports display the additional fields added to the Extended E2B.

*  The E2B Warnings/Errors display the warnings/errors if warnings or errors defined
for the fields added to the Extended E2B.

Web Console

The Web Console enables you to configure the Regulatory Authorities to which E2B
Reports need to be submitted. In accordance with ICH Guidelines, you can configure
additional Code List items with new E2B codes.

For more information, see:

»  Configure Regulatory Authorities

* Configure SMTP

* Configure Code List Items

Configure Regulatory Authorities

Transmitting E2B reports to an Agency/Trading Partner, requires you to create a
regulatory authority entry in the Code List. After creating the regulatory authority, you

ORACLE

can transmit regulatory reports to it.

To configure a regulatory authority:
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Web Console

1.
2.

On the Oracle Argus Safety Console, click Code Lists > Argus.

When the system opens the Code List Maintenance screen, select Reporting
Destination from the list.

- T
ORACLE Qgerwal dap, Tuesday, Augsst, »
Codetists | [ ] [ rooe
CODE LIST MAINTENANCE
e
Field Value
Organizediy | Cose List v
f [ Lab Resull Assessmert Terms ﬂ‘ I el 3 L 1
(3 Leb Test & Piatinum_FDA Reguistory Authorky _[Platioum Depariment 00 302 9494531817 N
[ Lab Test Type RECEIVER Pharmaceuticnl Compnny DG 3-D2 Manutacture 9494531817 15
R Leter ors RECEVER_{ Pharmaceutical Company 06 3-D2 Manutacture 49-453-1817
- SENDER-BINARY SEHDER-Binary-J Pharmaceutical Company OPD SENDER Reg 9484531817
[ Lierary Chation Agency_Cover_adt 13 a3
(3 Local Evalustor Comment Type o st ettoiee
(3 Manulactirers:
i Medical Agency_dept_s W‘”l‘l‘“!&%"’!‘
L Sendsr-iopan RRESEUERME copmoy aunony 1242501087088 agency_seg e [amehoaencey J
(e I (i) @it oo
[ Mature of Event mmsumesm!m
3 Ocoupetions e
(3 Packege ks L
e | T | | T -1
S
[ Reference Type of E01 SMTP
(23 Repert Mecin
:H::W ¥ Agency Name. Preferred Method Contact Type
23 Reperter hfcrmation. B e e T [
et EX5H S £ UEMREEEE Pbh) r T kmporter
57 Reportig Dustiaticn Agency Type Registration r
Type f = o Distributor
(23 Routes of Aamivstaton e paerend
[ stusy Certer [agency_dept_avdtasd (23412541 2341 85 U6~ 4 4@ basdinsdte_end agency_fax_sisaf_end
e | | ¥ Emait Address FAX Cover
LEZED 71| | agency_emad_sksxinlasiiia ischfissdhtiend net Asency_Cover ol 5 asdl asdia sdinsdtasdasdiasd [ offine Recipiont
Help Text
This screen helps in capturing Reporting N e
Dectinslion information, eguistory reperts sre -
- o &2 — - - —
p Msnnernided 7 -

¢ Note:

If a report has already been generated for a Regulatory Authority, the
system disables the Delete button in the Code List dialog box for the
particular Regulatory Authority. However, it is still possible to modify
these reports there.

Refer to the Oracle Argus Safety User's Guide for information on using the first
three tabs of the Reporting Destination.

Click the EDI tab, select the appropriate data for each item, and enter the data in
the fields as required.

ORACLE’ Welcome Aditl Aggarwal Jap, Tsesday, August 6, 2013 (PRTOICER-DEFAULT) | bome _tietp _Cicse |
Code Lists Business Configuration Access Mansgement System Configuration Toots.
CODE LIST MAINTENANCE
Reporting Destination Fiter
Organized by | Cods List Fleld Value
raentredly JCodel =&
I =] [cortans =1 ]
[ Lob Resull Assessmert Terms Iyt
30 Lo Tt Group Piatioum FDA Regustory Authoety | Platium Depertment DG 302 345.453.1817 -
(Lot Test Type FECEVER, Phamaceitical Carpany 06302 Manatacture 484531817 15
- RECEVER 1 Pramaceis Catpany 06302 Manutacture sesassaEr 15
(3 Leter Configuration -
|SENDER-BINARY SEMDER-Binary-J Pharmaceutical Company CPD SENDER Reg 8494531817
(23 Lkerary Clation
- ,_Cover_salt 13 a3
23 Lol Evalustor Cormment Type i nsdita safesdtasdasat
(3 Manutacturers. asPS( A I 6N
p o Agency_sept_sstasdr? LR GH(ERED
- Sendsr-tapan REBPRUETHE popmayaunarty  SZATHAICESA Agoncy_1og Ay IS g eesen
[ Message Type @ssascrasats _ena g ™
[ Nature of Evest. BshilganifeEe5e1 323
(23 Cceupatons 2132132132132 32655
[ Pockage Unks a1 et
0 Prodct Grcnes P T | —r—
(aprepern Madify Raporting Destination
G eferoace Type | Ageney Information | Lecal Company Contoct SMIP -
[ Repcrt Mo
(23 Repent Type: © somL © xmL
(24 Reporter Type % Agency Identifier  Wentification Code: Code Qualifier
& " ISENDERPHOA 7hz
Message Profile
21 Routes of Administration [ICHICSR V2 1 MESSAGE TEWFLATE - FMDA -1 =] I Tranem €28 Attschments I mark o8 o Submit
(38 Study Center Message Profilc 2
3 Sty Development Prisse L[| hepiesr-v2 MESSAGE TENPLATE - FWDA- 4 =] T se Japanese Aware Date for Reporting -
(23 User Stes - Allow mutiple reports for
= [ At muttiple reports for Marketed Drugs. dgational
ACK Profie
This screen heips in capturing Reporing 21| | [IoraCSR w1 1 ACKNCWLEDGMENT TEMPLATE - PNDIA =] 7 Primary Receive Ay I Auto Accept ICSR's. >
information. Reguiatory reports are Imparted ra o geney o [+
‘submate 1o Reporting Destinston, Local = =

For more information, see:
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EDI Tab Fields

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

ORACLE

Chapter 2
Web Console

For Oracle Argus Safety Japan users, an additional field called Message Profile 2
shows up for the configuration of the PMDA - J profile. This field is required for PMDA

agency to specify PMDA - J profile.
Field Purpose
SGML/XML Enables you to select whether to send the report in SGML or XML

format.

Mark as Auto Submit

Enables you to mark the report for auto submission.

Imported Cases are
assigned to

Enables you to select the country where imported cases need to
be assigned.

# Note:

This list contains the configured
Oracle Argus Safety sites. The
default value is the site of the
importing user.

Initial Workflow State

Enables you to configure the initial workflow state for the case.

# Note:

This list contains Oracle Argus
Safety workflow states. The default
value is blank. If you select blank
as the workflow state, the system
treats the case as a new case being
booked-in.

Agency ldentifier

Enables you to enter the routing ID configured in Cyclone for the
sender community.

Identification Code

Enables you to enter the agency Duns code, a unique code that
identifies a trading partner.

Code Qualifier

Enables you to enter the code qualifier. The system uses the code
qualifier to interpret the identification code.

XML Source Classification

Defines the E2B source file classification during the E2B import.
The system populates this drop-down from the Attachment
Classification code list.

Selection Source
Classification

Defines the classification of the PDF for initial intake or the
difference report during E2B import. The system populates this
drop-down from the Attachment Classification code list.

Message Profile

Enables you to select a message profile.
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Field

Purpose

Message Profile 2

Enables you to select a message profile for Oracle Argus Safety
Japan elements. This profile is enabled for Oracle Argus Safety
Japan users.

ACK Profile

Enables you to select the acknowledgement profile.

Primary Receive Agency

Indicates that this is the primary agency receiving E2B reports.

Auto Accept ICSR's

Enables or disables the auto-accept E2Bs for the agency.

Transmit E2B Attachments

Enables or disables transmission of E2B attachments for the
agency.

Use Japanese Aware Date
for Reporting

Check this checkbox to use Japanese Aware Date for reporting.

Allow multiple reports for
Marketed Drugs

Check this checkbox to allow multiple reports for Marketed Drugs.

Allow multiple reports for
Investigational Drugs

Check this checkbox to allow multiple reports for Investigational
Drugs.

Identification Code

Enables you to enter the company Duns code, a unique code that
identifies a trading partner.

Company Identifier

Enables you to enter the company identifier.

Code Qualifier

Enables you to enter the code qualifier. The code qualifier is used
to interpret the identification code.

File Name

Enables you to enter the file name

SGML Declaration File

Enables you to enter the SGML Declaration File.

Maximum # of reports to
include in the msg

Enables you to enter the maximum number of reports that will be
transmitted in one message.

Method

Enables you to select a method. This field contains E2B-EDI
Gateway, E2B Physical Media, and E2B-XML Transmission values.

EDI Header Required

Enables you to generate the required EDI Header.

XML Version

Enables you to enter the XML Version.

URL of Message DTD

Enables you to enter the path where the message DTD resides on
the Internet or to enter the full path, if it is located on the disk.

Encoding

Enables you to select the character set encoding used in XML

Use Japanese Aware Date
for Reporting

Enables you to ensure that reporting is based on the Japanese
Aware Date. If this checkbox is not checked, reporting is based on
the English Aware Date.

Allow multiple reports for
Marketed Drugs

Checking this checkbox allows the system to schedule multiple
reports for marketed drugs.

Allow multiple reports for
Investigational Drugs

Checking this checkbox allows the system to schedule multiple
reports for investigational drugs.

URL of ACK DTD

Enables you to enter the path where the ACK DTD resides on the
Internet or enter the full path, if it is located on the disk.

# Note:

In the File Name field, be sure to enter the appropriate naming convention
followed by #### before the transmission extension.

ORACLE
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Configure SMTP

Oracle Argus Interchange Mapping Utility can be configured to send emails to notify
the appropriate people on the occurrence of some incidents or errors while processing
E2B reports. These emails are sent using Oracle Argus Safety Service. You can use
Oracle Argus Safety Console if you need to configure these emails to be sent using
SMTP.

To enable Oracle Argus Safety Service to use the SMTP protocol to send e-mail to the
e-mail server, use the SMTP Configuration Utility in the following way.

To configure SMTP:

1. Open Oracle Argus Safety Console.

2. When the system opens the Code List Maintenance screen, click System
Configuration > SMTP Configuration.

a System Configuration : SMTP Configuration -- Webpage Dialog

SMTP Configuration

Enable SMTP?

Server IP or Name |internﬂ Fmail-router.oracle.com |
Port | o5 |
Authentication | No Authentication v
SMTP UserName | |

SMTP Password | |

Custom SMTP Header |Cunﬂdential : Pleaze Treat thiz a= confidential |

| OK [| cancei |

3.  When the system opens the SMTP Configuration dialog box, enter the
appropriate data in each field.

For more information, see:

*  SMTP Configuration Dialog Box Fields

SMTP Configuration Dialog Box Fields

The following table lists and describes the fields in the SMTP Configuration dialog box.

Item Description

Server IP or Name The SMTP server IP address or name.

Port The port number. The default port number is
25.
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Item

Description

Authentication

The authentication type to use.

Basic Authentication -- The user must enter a
user name and password in the Username and
Password fields.

No Authentication -- The Username and
Password fields are disabled.

NTLM Authentication, the authentication of
the OS user logged into the system

is automatically passed. Additionally, the
Username and Password fields are disabled in
this authentication.

SMTP Username

The SMTP username.

SMTP Password

The SMTP password.

Enable SMTP?

Select this check box to ensure that AG
Service uses SMTP to send e-mail.

Configure Code List Items

Oracle Argus Safety is currently shipped with E2B Codes for the applicable factory
data items. If you enter new items, E2B codes must be derived from ICH guidelines
and entered as described here.

ORACLE

" Note:

From Oracle Argus Safety Console, click Code Lists > Argus to open the

Code List Maintenance screen.

For more information, see:

Configure an Action Taken
Configure Age Groups

Configure Age Units

Configure Attachment Classifications
Configure Dosage Units

Configure an Event Outcome
Configure Gender

Configure Report Type

Configure Reporter Type
Configure Routes of Administration
Configure a Message Type

ICSR Length Check

E2B Code Validation
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Configure an Action Taken

Use the following procedure to configure an action taken:

1. From the Oracle Argus Safety Console, select Code Lists > Argus > Action
Taken.

2. When the system opens the Code List Maintenance screen, click Action Taken in
the Code List in the left pane.

3. The system puts the corresponding data for the selected item in the right pane.

ORACLE oo Adel Aggarveal Jap, Tuesday, Az9sst 5, 2013 (PRIDSCER DEFAULT)
CodoLits | busiese Contigurstion | | System Configuration | Tonis
CODE LIST MAINTENANCE
[oomust <]y e Value
I ] [Containa =
1 Accidental Exposure |
5 o
(3 Action Type Action Taken Action Taken (J) E28 Code Display.
(D Age Groups | Begin action taken action End BRJ Action takiTEREA EESEMME LS HERE 2 es
(3 Age Unts Change of Doctor Bichanze doctoriTiliEA B EREMMHESHME Ves
[ Abwaya Strioun Torn Lit Concomant Erug Crange HATOTE 5 ez
L3 Anstomical Locatons Dose Decressed s 2 es
23 Aftachinant Classificaton Doss creased S 3 =
(8 Atimwent Keywerds Mo Changs FEEL ‘ Yes
(3 Autosignais | | Mon-Dnug Therapy XL 8 ves
(2 Botch Reports T T G ves
CaonnTys Ve B5F.L 1 Yes
L3 Case Classitication
L3 Caussity Category
(23 Causaity Source
L3 Cinkcal Retevence Type:
3 Condtion Type
23 Contact Type:
3 Courtries:
23 Dote Ranges
L3 eivery Types
it \ Ll ] i
Cadvis sl lls ]
3 v Type
(G2 Oosags Frecusncy ]|/ | ¥ Action Taken €20 Code
I ¥ Display
The vatoes enered here arut merkes a3 iy wi || | ¥ #6600 Taken () Iy
‘agpear nthe Action Taken drop-dwn ks, in the
[

4. Click Add New and enter the E2B code for the new action in the Add New Action
Taken section.

5. Click Save.

Configure Age Groups

Use the following procedure to configure age groups:

1. From the Oracle Argus Safety Console, select Code Lists > Argus > Age
Groups.

2. When the system opens the Code List Maintenance screen, locate and click Age
Groups in the Code List in the left pane.

3. The system places the corresponding data for the selected item in the right pane.
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5.

ERACLE = 5

CodeLists |

Jap, Tussday, August 6,
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CODE LIST MAINTENANCE

Organized by |Coe List -] | Pete =
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(3 Balch Reports sty bl e &8 139

infort (LE i 2

Bt

jcmwomb.m || [reanate WER 0 1

&a ; Puberty 12 7 ves

(23 Cousalty Source

L3 Chrical Refesence Type

(3 Comttion Type

(2 Contact Type

(3 Courtries

(23 Date Renges I

L4 Detvery Types

(3 Device Prelminary Comenerts

(23 Devica Subsompanarts

(2 Device Type

A 0
2 attachnert Cisssiicaton MiaBE EXRERRE o
e 2

Caposese unts ey

3 Bectonic TrnsmissenRecrert < || [ Grous

entered hare and marked 83 “dispiay” wil ¥ Group ()

[The vates
appear inthe Patient nformation Screen, Age Grow
drop-don st T

Click Add New and enter the E2B Code for the new age group in the Add New
Age Groups section.

Click Save.

Configure Age Units

Use the following procedure to configure age units.

1.
2.

5.

From the Oracle Argus Safety Console, select Code Lists > Argus > Age Units.

When the system opens the Code List Maintenance screen, click Age Units in the
Code List in the left pane.

The system places the data for the selected item in the right pane.

ORACLE Wiekcome Aditl Aggarwal Jap, Tussday, August 6, 2013 (PRIGICERDEFAULT)

Code Lists

Business Configuration Access Management System Configurstion Tools
CODE LIST MAINTENANCE

Organized by |Coge List -

23 Ape Orops 2

I
i

Total Humber of Raws (10)
Uit bame:
Bageune i

i
B

E 2828
i

{
HIHT
i

[ Causaity Category Trimester =t 3 Yes
(3 Cousaty Souree weeks 5 52
3 Cinical Refiasie Type Yows = i

L
H

Add Hew Age Units

=1 _=|/|| ¥ unit Hame

| L
The vakues eneved hre and mecke os “uglay-wi ||| 7 UnH Hame ()
agpear nthe Age Lt drop-do it inthe Pabet
ntcemabon Sereen r— |

Click Add New and enter the E2B Code for the new age unit in the Add New Age
Units section.

Click Save.

Configure Attachment Classifications

Use the following procedure to configure attachment classifications:

ORACLE"
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1. From the Oracle Argus Safety Console, select Code Lists > Argus > Attachment
Classification.

2.  When the system opens the Code List Maintenance screen, click Attachment
Classification in the Code List in the left pane.

3. The system places the data for the selected item in the right pane.

oRrACLE [
Code Lisl 2] pusiness Canfiguration Aceess Management System Configuration ools

CODE LIST MAINTENANCE

@rganized by |Code List >]jq | Fetd Pl
(3 Anstorical Locations -] I =] [eartans =l
& S
(23 Atachmert Keywords s 5
ﬂ:m:m, Segr achement cirssi end By AL clalRINE, ERGEEREESWA ., ves Unied Staes
(3 Birth Type E20 Diferences Report E2b MBS Mo Yes.
3 Case Casaiteston P B AU cloZBaTiREA EXRERRBEINA ., [ves kg Saten
(23 Cousalty Categgory
L3 Cousalty Scurce
(3 Clrical Reference Type
(23 Conction Type
(3 Cortact Type
(3 Courtries
(2 Date Ranges:
(3 Detvery Types
(23 Device Prelrinary Comments
(24 Device Subcomponerts
(3 Device Type
(3 Dosage Frequency
(23 Dosage ks
(3 Blectronic.
(3 Extricty
(3 Evaiuation Reason [ 2B Agattional Doc ¥ Display

i
5
i
£
i
i
:
!
:
:

prrrem | e |

[Epta=[wsisie ]

-4
H
3

(3 Event Frequency ¥ Attachment Classifieation (J)
(3 Event Groups |

The wakues entesed here and marked as "display” wil
‘sppear inthe Addtional Information Screen,
Attnctment Clasaification.

4. Click Add New and click the E2B Additional Doc check box in the Add New
Attachment Classification section.

5. Click Save.

Configure Dosage Units

Use the following procedure to configure dosage units:

1. From Oracle Argus Safety Console, click Code Lists > Argus > Dosage Units.

2. When the system opens the Code List Maintenance screen, click Dosage Units in
the Code List in the left pane.

3. The system places the data for the selected item in the right pane.

ORACLE" Aggarwal Jop, Tussiey, Augpist5, » T
Coeuists | | [ [ voor=
CODE LIST MAINTENANCE
T —
Field Value
by | Code List -
el || =] [Cortans =] gl
i Uosage Frequency =
{25 Dosaga ks =
1 Bloctronic Transmission Recpient VCLLI RS EERIEE) = ENCl|em
[ Etricty unitHame Uit Name () 28 Code Dosage Unit Lab Test Unit Display
(3 Evantion Rsason % % 020 Yes ves ves
(23 Evert Frequency % (V1) (A% Yes No Mo
R Evet v % W) (*A)% ves o No
(28 Event resnsty % )% o] : :
23 Event Occurmed. t L
j!vm Emo e < U0 s et o &
Fetel Guscome: ol uei L= ves ves ves
o vian wtidug ve Mo Mo
T Vet wGiul ves No Mo
i = Wiz ves No No
i ik WCifke ves No Ho
roreaets wcu i/l e 3 o
(9 bt tian wcimg uCi/ng Ve 3 (3
[ wermedary i uCi/ul ves No Mo,
(23 dustcations s sg o0 Yes ves ves
[ Lan Resua Assessment Terms | we/ul ves No. Mo
(L Test Group vk vefke 008 ves ves Ve
(L8 Test Type st ug/1 ves No 3
(8 Letter Configuration a2 UE/nZ. 010 Yes. e, Yes. =
[ LRerary Chation [pd e ] Il L Funt
s ot e
R ||| | ¥ unktame. e8cose .
| ¥ Dassge uit ¥ Lab Test unit ¥ bisplay.
The vakues entered here ond marksd s “dspiay” wil ||| ¥ U Home O
sppase i tha Dosage Uk drop.down £, i the
Case Fom» ‘ 7
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4. Select an existing Dosage Unit and enter the new E2B code in the Modify
Dosage Units section.

5.

Click Save.

Configure an Event Outcome

Use the following procedure to configure an Event Outcome:

1.

5.

From the Oracle Argus Safety Console, select Code Lists > Argus > Event

Outcome.

When the system opens the Code List Maintenance screen, click Event Outcome
in the Code List in the left pane.

ORACLE

lcome AGHS Aggarwal J4p, Tusssy, st 5, 213 (PRIIICER DEFAULT) L C TRl

[ cosetists | musiness | Access [ [ reos
CODE LIST MAINTENANCE
Evont Outcome: Filter
Organized by | Code List ~ || Field Value:
Seves e wCaEAEE e (| || =] [Cortains =
(5 Event Outeome
- T ——
2 Formuetion Event Outcome Event Outcome (1) 20 Code Displey
B e  Abcrtion cus 1o AERction AEBE/BEIC L BB ves
BE ot EMEXROBLLRAXMETEOERRRUER
[ Hobomy Caiender Begin Event Qutcome Event Ouicame Event Oucom END BB A T BRI £ o Tk T . £ Yer
i noredents Congental Aromey es
L nettuticns [Desth dus to ABMnfection AEBE/BRICEIRC Yes
[ rtermediary Desth ot cas 10 ABRtection AEBE/TRICLSTLREC ves
= Fan s Yer
(3 Lab Resltasses sment Term: mproved o 2 Yes
3 L Test Group Lasting Damage #BREORE 4 Yes
23 Lab Test Type Mok Reported FRE ] Yes
[ Letter Configuration Rrecoverad GElix ; 1 Yer
2 Lkevary Castion Fecovered win Treatment BFICE DEIR 1 Yes
(23 Local Evakustor Commart Type: sl ol i ot
Manufact ResohredRecovered 1 Yer
:m-;:: TN 3 Yes
Unknown TH & Yes
[ Messoge Typs
e |Worsened Eit 3 Yer
(3 Ocoupations
L3 Packege Unts —
(3 Proshuct Grow [ | 5 | —TT—|
A
S8 Referenca Type ~|| | Event outcome meoE .
I ¥ Display
¥ Event Outcome (J)

Holp Tex

The wahiss: endered hare anc marked s “dspisy” wil
sppentin the Evert nformation Screen Event
Cutcome drop-down st

The system places the data for the selected item in the right pane.

Enter the E2B Code for the new event outcome in the Add New Event Outcome

section.

Click Save.

Configure Gender

Use the following procedure to configure Gender.

1.
2.

From Oracle Argus Safety Console, select Code Lists > Argus > Gender.

When the system opens the Code List Maintenance screen, click Gender in the
Code List in the left pane.

ORACLE"

2-1

\I



Chapter 2

Web Console
SRR e Rt gyt oy oneir g s e e, T
B cosies | [ iocoss [ [ oo

CODE LIST MAINTENANCE

Organized by |Code List ~]lq [ Petd. daks
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The system places the data for the selected item in the right pane.
Enter the E2B Code for the gender in the Add New Gender section.
Click Save.

Configure Report Type

Use the following procedure to configure Report Type:

1.

From the Oracle Argus Safety Console, select Code Lists > Argus > Report
Type.

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

ORACLE' iekcore Adith Aggarwal Jup, Tussday, Augst 5, 2013 (PRTOICER DEFALLT) LS C STt
CodeLists |

i

CODE LIST MAINTENANCE

P Report Type Fiter
Field Value
I by [code List Ty e 5
[1Lob Resua Asseasment Terms B
S reacron
(Lo Test Type Inchudes Inchudos
[ Letter Coniguretion Report Type Report Type (4) Abbresistion Chinical Litersture £20 Code Display
3 Lterary Crston o Cases Cases D
[ Local Evakiator Comment Type begin Report Type Repod EHD g"gég,&%“mﬁf T ves Yes No 3 Yes
B et Campassionale Use PR Com Yes o 3 2 ves
e Eosdemiokogicn Study Epidesialozical Study s o 3 3 1 ves
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= Qccupatns Mol Avadabie 10 Senvder EEHITHBOIBSNT nas o No No 4 Yes
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[ Product Group. Post Marketing Surv. iR E Pos Yes No. No 2 Yes
A Project D Regubstory Authorty NS Reg o No No 3 Yes
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(21 Report Media [N Sportaneous: BRRE Spo ) no No 1 Yes
L5 Report Type
(24 Reporter Information
(4 Reporter Type - - —
Casine ]l Tt ]
Sttt 5m
j;.::m Adminisirsticn = = - o £25 Code
Cente ~
2 Study Developmert Phase Ll I L3
[ User Stes. w|f|| I This tye inchaies coses from Rerature I This type inchudes cases from clricaltrials I Tris type includes cases tor Research Reporting
Holp Tot = ‘Consklered cases fos report type
¥ Report -
The values ertered here and markes! a5 “Display” wil Towe ¢ bz
‘sopearin General Screen, Repod Type drop down
3 —
L

The system places the data for the selected item in the right pane.
Enter the E2B code for the new report type in the Add New Report Type section.
Click Save.

Configure Reporter Type

Use the following procedure to configure Reporter Type:

ORACLE"
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5.

From the Oracle Argus Safety Console, select Code Lists > Argus > Reporter
Type.

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

The system places the data for the selected item in the right pane.

ORACLE coms Al Aggerwal ap, Tussay, st , 2013 PRISICER DEFAULT) B IR T
CodelLists | | | Tools
CODE LIST MAINTENANCE
s (s e
‘Organized by | Code List iy | Fleld Value o
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L Literary Clation Company Rrepeesentative. ERERE 5 ez
{2 Local Evastor Commert Type Consumer AR s Yes
C Marufacturers. Fosptal Lz 3 Ve
(2 Medical Sttus. Lawyer AWML 4 [es
(8 Messagn Type: o Heallh Professionsl KR 71 L0 O EERMPTE 5 s
(23 Nature of Event Mrse ARHER 3 ves
(1 Occupations oy Tofk o o)
(Ca Packags Unts Other Heath Protessional FOEOEREFE 3 s
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sereen, Reperter type's trog-drwn st
—

Enter the E2B Code for the new reporter type in the Add New Reporter Type
section.

Click Save.

Configure Routes of Administration

Use the following procedure to configure Routes of Administration:

1.

From the Oracle Argus Safety Console, select Code Lists > Argus > Routes of
Administration.

When the system opens the Code List Maintenance screen, click Routes of
Administration in the Code List in the left pane.
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The system places the data for the selected item in the right pane.

ORACLE"
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4. Enter the E2B Code for the new route of administration in the Add New Routes of
Administration section.

5.

Click Save.

Configure a Message Type

Use the following procedure to configure a Message Type:

1. From the Oracle Argus Safety Console, select Code Lists > Argus > Message
Type.
2. When the system opens the Code List Maintenance screen, click Message Type
in the Code List in the left pane.
ORACLE Welcome Aditi Aggarwal Jap, Tuesday, August 6, 2013 (PRIDICER-DEFAULT) L ome e cone ]
oot | s | \ [ rece
CODE LIST MAINTENANCE
e pr—— =y = = [ewiors I i
Suatesceun
j:;':;‘:h Message Type - Descrintion Expedited /Pesiodic Auto Submit Display.
T —— = o o Vo
v = i s o e
g — == - &
Boon
il
Peerr rmon
(3 Rreporter Type
{23 Reporting Destination
{2 Reporting Destination Type
Pl
[ [ | I e
D
ey [ ocrption o
W11 Tl tranemitted in the E20 Fie header ‘ l ‘
3. The system places the data for the selected item in the right pane.
4. Enter the new message type and other relevant data in the Modify Message Type
section.
5. Click Save.
ICSR Length Check

When you select ICSR Length Check, the system generates a report that prints the

code list item length check and M2 validation warnings. This menu item has been
added under Oracle Argus Safety Console > Tools > ICSR Length Check.

ORACLE"
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ORACLE ICSR Reports

HEALTH SCIENCES

ICSR Report Data Check Errors & Warnings
As of 28 June 2018

List Maintenance
CBER EVAERS V1.0 MESSAGE TEMPLATE
'CDRH EMDR V1.0 MESSAGE TEMPLATE

ICHICSR V2.1 MESSAGE TEMPLATE

1

2

3.

4. ICHICSR V2.1 MESSAGE TEMPLATE - EMA

5. ICHICSR V21 MESSAGE TEMPLATE - FDA

8. ICHJCSR V2.1 MESSAGE TEMPLATE - FDAPIP
7.

ICHICSR V2.1 MESSAGE TEMPLATE - PMDA- |

Other Validation A2 OCCURCOUNTRY Invalid E2B Code - EU EUROPEAN UNION

A2 OCCURCOUNTRY fenerdl B0 C inwalid E2B Code - S5 SOUTH SUDAN

EUROPEAN UNION

A2 OCCURCOUNTRY " Invalid E28 Code - EU
A2 OCCURCOUNTRY Invalid E28 Code - CW CURAGAO
A2 OCCURCOUNTRY Invalid E2B Code - BQ EOMAIRE SINT ELSTATILS AND
A2 OCCURCOUNTRY Invalid E28 Code - SX SINERALRERS PLICHIEARD
B1 REPORTTYPE P a,_c,,/:‘,f}‘c"‘}[',r_:,m__:._ Invalid E28 Code -1 Literature
Probiem and Adverse
Evert /
B1 REPORTTYPE o el | - Invalid E2B Code -2 Campassianate lse
Problem and Adverse
Fuent
| ORACLE
madanj e Page 1 of4

The following table lists the Code List items the length check is run on.

Data LM Field Argus Field DTD Allowed

Element Length Length

A.2.1.1d LM/ Clinical Studies / Study Information / Study = 2000 100
Description.

The application needs to consider the EUDRA-CT
length (35) while displaying the message.

A.3.1.3b LM/ Regulatory Authorities / Local Company 40 10
Contact / Title

A.3.1.4a LM/ Regulatory Authorities / Local Company 120 100
Contact / Address

A.3.1.4f LM/ Regulatory Authorities / Local Company 20 10
Contact / Phone

A.3.1.4g LM/ Regulatory Authorities / Local Company 10 5
Contact / Phone / Ext.

A.3.1.4i LM/ Regulatory Authorities / Local Company 50 10
Contact / Fax

A.3.1.4j LM/ Regulatory Authorities / Local Company 10 5
Contact / Fax / Ext.

A.3.2.2c LM/ Regulatory Authorities / Agency Information/ 40 10
Contact Information / Title

A.3.2.2f LM/ Regulatory Authorities / Agency Information/ 40 35

Contact Information / Last Name
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Data LM Field Argus Field DTD Allowed
Element Length Length
A.3.2.3a LM/ Regulatory Authorities / Agency Information/ 120 100
Contact Information / Address
A.3.2.3f LM/ Regulatory Authorities / Agency Information/ 20 10
Contact Information / Phone
A.3.2.3g LM/ Regulatory Authorities / Agency Information/ 10 5
Contact Information / Phone / Ext.
A.3.2.3i LM/ Regulatory Authorities / Agency Information/ 50 10
Contact Information / Fax
A.3.2.3] LM/ Regulatory Authorities / Agency Information/ 10 5
Contact Information / Fax / Ext.
A.2.1.2c LM/ Reporter Information / Address 120 100
B.4.k.2.2 LM/ Products / Key Ingredient 120 100
B.4.k.4.1 LM/ Licenses / License Information / Number 40 35
E2B Code Validation
The following table lists the E2B Code Validation items.
Tag Name DTD Element Case Form Field LM Field
primarysourcecountry  A.1.1 Case Form / General / Reporter LM / Countries /
Information / Country Code (A2)
occurcountry A.l2 Case Form / General / General LM / Countries /
Information / Country Code (A2)
reporttype Al.4 Case Form / General Information/ LM / Report
Report Type Type / E2B
Code
reportercountry A.2.1.3 Case Form / General / Reporter LM / Countries /
Information / Country Code (A2)
qualification A2.1.4 Case Form / General / Reporter LM / Reporter
Information / Reporter Type Type / E2B
Code
observestudytype A.2.3.3 Case Form / General / Study LM/ Case
Information / Observe Study Type  Classification /
E2B Code
sendertype A3.11 LM / Regulatory Authorities / Local LM / Regulatory

Company Contact / Sender Type Authorities /
Local Company
Contact /
Sender Type

sendercountrycode A.3.1.4e LM / Regulatory Authorities / Local LM / Countries /
Company Contact / Country Code (A2)

receivertype A3.21 LM / Regulatory Authorities / LM / Regulatory
Agency Information / Agency Type  Authorities /
Agency
Information /
Agency Type
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Tag Name DTD Element Case Form Field LM Field
receivercountrycode A.3.2.3e LM / Regulatory Authorities / LM / Countries /
Agency Information / Contact Code (A2)
Information / Country
patientonsetageunit B.1.2.2b Case Form / Patient / Patient LM / Age Units /
Information / Age Units E2B Code
patientagegroup B.1.2.3 Case Form / Patient / Patient LM/ Age
Information / Age Group Group / E2B
Code
patientsex B.1.5 Case Form / Patient / Patient LM/ Gender /
Information / Gender E2B Code
parentageunit B.1.10.2.2b  Case Form / Patient / Parent/ Age LM/ Age Units /
Unit E2B Code
parentsex B.1.10.6 Case Form / Patient / Parent / LM / Gender /
Gender E2B Code
reactionoutcome B.2.i.8 Case Form / Events / Event LM / Event
Information / Outcome of Event Outcome / E2B
Code
testunit B.3.1e Case Form / Patient / Lab Data / LM / Dossage
Lab Data / Units Units / E2B
Code
obtaindrugcountry B.4.k.2.3 Case Form / Products / Product LM / Countries /
Information / Obtain Drug Country  Code (A2)
drugauthorizationcountr B.4.k.4.2 LM / Licenses / License LM / Countries /
y Information / Country Code (A2)
drugstructuredosageunit B.4.k.5.2 Case Form / Products / Dosage LM / Dosage
Regimens / Dose Units Unit / E2B Code
drugcumulativedosageu B.4.k.5.7 Case Form / Products / Total Dose LM/ Dosage
nit to Primary Event Unit / E2B Code
drugadministrationroute B.4.k.8 Case Form / Products / Dosage LM / Routes of
Regimens / Patient Route of Administration /
Administration E2B Code
drugparadministration B.4.k.9 Case Form / Products / Dosage LM / Routes of
Regimens / Parent Route of Administration /
Administration E2B Code
drugintervaldosagedefini B.4.k.5.5 LM / Dosage Frequency / Unit LM / Dosage
tion Frequency / Unit
actiondrug B.4.k.16 Case Form / Products / Product LM / Action
Details / Action Taken Taken / E2B
Code
mhlwadmicsrcasenumcl J.4a Case Form / Analysis / PMDA / LM / Reporting
ass General / Report Category Category / E2B
Code
mhlwadmicsrnewdrugcel  J.8 Case Form / Analysis / PMDA / LM/ License
ass Comments / Category of the new  Category / E2B
drug Code

ORACLE

2-23



ORACLE

Chapter 2

Web Console
Tag Name DTD Element Case Form Field LM Field
mhlwphaseofstudies J.12.i.2 Business Configuration / Studies/ LM/ Study
Study Development Phase Development
Phase / E2B
Code
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ICSR Check

In order to successfully transmit any E2B Report, it must validated for its mandatory
components before transmitting the report.

For more information, see:

*  Why perform an ICSR Check

Why perform an ICSR Check

ORACLE

You can run an ICSR check by clicking the ICSR icon from the Quick Launch menu
shown below.

s e/ B e)EEE R 92

" Note:

The ICSR check icon is visible on the Quick Launch Toolbar ONLY if a case
is open and active on the user session.

Running an ICSR check validates if the E2b report has all these mandatory elements
present that is required for its successful processing.This check performs the function
that prints the “E2B Report — DTD Length Check Warnings" and “E2B report — DTD
Validation".

The following illustration shows a sample ICSR check report that is generated in PDF
format:
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ORACLE
MEALTH SCIENCES

ICSREET—%« Fxv 7+ =5 —LEH

2018/08/28 0033 GMT -5.00

§iE 7 E 5 18]JP0O00019
BIEEhi=7o 77 A 1

1. ICH-ICSR V2.1 MESSAGE TEMPLATE

2. ICHICSR W2 1 MESSAGE TEMPLATE - EMA

3. ICHICSR W2 1 MESSAGE TEMPLATE - FDA

4. ICHICSR V2.1 MESSAGE TEMPLATE - FMDA - |
5. CBER EVAERS V1.0 MESSAGE TEMPLATE

6. CDRH EMDR V1.0 MESSAGE TEMPLATE

7. ICHICSR 3.0 MESSAGE TEMPLATE

8. ICH-ICSR 3.0 MESSAGE TEMPLATE - EMA

F—#HE

DTDM B

EF7+—A- P41

T OEOHRIE Bil.22a FATIENTONSETAGE ER7 2 —L BB " TR @F=yrdly P ATERE N TEEAS, PATIENT 4
BEOER il (ONSETAGE (B.1.2.2) #Ah& hTvE i,
BZiB REACTIONOUTCOME Events Tab { Event Information /| Value of element tag [REACTIONGUTCOME] doss not satisfy the |1, 2, 3
Outcome of Event condition [At least one outcome must be recorded. Addifcnally, if the
outcome (Fatal) is recorded against any of the reacfions, One of the
following must be reported Causs of Death or Determine Autopsy]
AZ13 REPORTERCOUNTRY ERT+—L — R BE AR L rOREOARE-—HNE RSN D LBlR) £T. |4
= ountry (4.2.1.3). qualification (4.2.1.4). os
(A.2.2), studyname (A.2.3.1), spensarstudynumb (A 2.3.2),
observestudytype (A2.3.3).
5 —F Cic 2 MiE Ez.m b REACTIONMEDDRALLT [Events Tab f Event Information /_|Encoded value of element tag [REACTIONMEDDRALLT] missing. |1, 2, 3
LLT
BZilb REACTIONMEDDRALLT EWT = — L BERE HME # # [REACTIONMEDDRALLT
HEED HERREE B211E))dx = k= AT HEEREE |
HEEROS —F L TRE TR (LLT) (=2
(LLT)
B2iZb REACTIONMEDDRAFT Events Tab / Event Information | _|Encoded value of element tag [REACTIONMEDDRAFT] missing 123
’7 |;re1en-en Tem |7
ORACLE
madanj HEALTH SCIENCES 10of9

As can be seen in the PDF, the sample report displays the case form fields where the
validation error has occurred.

Apart from the case form location where the error occurred, the report lists the type of
error, data elements, DTD elements, the actual message/cause of the error, and the
profiles which were tested for each validation type.

The validation checks are profile-dependent but every ICSR check report tests for
Mandatory Elements check and Mandatory Optional Elements check.

For more information, see:

* |CSR Validation

ICSR Validation

This report has 5 main sections:

g H @ b P

Mandatory Elements

Do Not Enter Elements

Other Validation Errors

Mandatory Elements for Completed Reports

Elements for which English Characters are not allowed

ORACLE"
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Transmit and Monitor ICSR Reports

Oracle Argus Safety provides utilities that enable you to schedule and transmit E2B
reports. Using these utilities, you can also track the status of the transmitted E2B
reports.

For more information, see:

Log In and Out of Oracle Argus Safety
Schedule an E2B Report

View a Scheduled E2B Report
Transmit E2B Reports

Log In and Out of Oracle Argus Safety

Before starting Oracle Argus Safety, ensure that your company's Oracle Argus Safety
Administrator of your company has created an account for you and that you have the
correct Username and Password for the system. Be aware of the following:

ORACLE

If you enter an incorrect username or password three (3) consecutive times, the
system disables the Login button and displays the following message:

The login button has been disabled due to 3 consecutive incorrect entries of
Username or Password. Please refresh the page to enable the Login button.

The Date/Time format is DD-MMM-YYYY HH:MM:SS to reflect the 24-hour format
used by the Web server.

When you click the name of an enabled/disabled module, the system opens the an
Oracle Web site page in a new Internet Explorer window to enable you to access
product information:
http://www.oracle.com/us/industries/health-sciences/resources/overview/
index.htm#Datasheets

To log in to the Oracle Argus Safety application:

1.

Open Microsoft Internet Explorer and enter the Uniform Resource Locator (URL)
of Oracle Argus Safety Web in the Address bar.

When the Oracle Argus Safety login screen opens, enter your username and
password in the appropriate fields.

# Note:

Available modules appear in bold text on the log-in screen. Once the
system authenticates your log-in information, you will be able to access
these modules.
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3. Select the appropriate database from the Database drop-down list and click
Login.

HEALTH SCIENCES

oracLe  Argus Safety

Orscie Health Soences Satety Sule

- Argus Safety - Argus Analytcs - Empinca Topes
- Argus Safety Japan - &g nsaghl - Empirica Sgnal
- Argus Affiate - Argus Man - Erpincs Study

- Argus interchange - Argus Dosser - WebSDMW

- Argus Unbinding - Argis Reconcliation - Saeel AECU

Copyright @ 201) Oracle Corporation. Al rights reserved

4. Once the system authenticates your log in, you can access the modules whose
names are in Bold text.

For more information, see:

e To Log Out of the Oracle Argus Safety Application

To Log Out of the Oracle Argus Safety Application

Click Logout on the top-right frame of the window to log out of the application.

Schedule an E2B Report

Oracle Argus Safety enables you to schedule your E2B reports. In addition, it
allows you to generate E2B reports that comply with the adverse event reporting
requirements of different regulatory agencies.
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# Note:

To schedule an E2B report:

When you generate an E2B report, some characters entered by the user in

the case form may not be display in the same way in the E2B report. Some
characters are represented differently in the E2B report.

Argus Perceptive

1. Open a case in Oracle Argus Safety and click the Regulatory Reports tab.
2. When the system opens the Regulatory Reports tab, click Schedule New Report
ORACLE Argus Safety Web Welcoms ayesha, Tuesday, Apri 20, 2010 (PRSTD60)
IA:ﬁnc--“ | Worklist | CaseActions | Reports |  Local Affiliate Wiiities | Dashboards || Argus Console || Argus Insight
‘i Case Form - AF TEST "FP"
General | Patient | Products | Events | Analysis | Activities

E-=> Reports (1)

Aditionsl Informaion | _ Reguiatory Reports |

HUeE DaEg=eEEERYE

Case Status: SUS Non Exp Data Entry

B Expedited (1)

&£ Pending (1) by Destination

) Marked as Non Submit (0) by Destination
H-{2 Periodic (1)

2002

Auto Schedule | [ ScheduieiewResen | [ Auto Schedule Later

Status Destination License Type Generated Submitted Due

sea TEST Report Type License # Local Comment  Notes
B oram  emea-om Marketed

Initial Final E28

£ Submitted (0) by Destination

Responsible

30-JUN-2009 17:16 05-JUL-2009
N

Manuat: (UNITED STATES (Marketed Drug) 2002)

3.  When the system opens the New Expedited Report dialog box, enter the relevant
information and click OK.
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/A Schedule New Expedited Report -- Webpage Dialog

New Expedited Report

Report Information

Cover Letter |

Product | Somberin{Soemobrin} Tablet 200 mg - Headache b d |
License # UNITED STATES (Investigational Drug) 2001 E
Destination FRAMNCE (Marketed Drug) 2005
GERMANY (Marketed Drug) 2004
s RELAND (Investigational Drug) 2006
JAPAN (Marketed Drug) 2002
A Dat
ware Late UNITED STATES (Investigational Drug) 2001
™ Protect Confidentiality of Reporter and Patient
™ Blind Study Product
Group | Adminiztrators s |
Notes |I'|'Ianual: Somberin{Somobrin) Tablet 200 mg - Headache (UNITED STATI1
vl

| Days

¥ In 5 Days
T in |
" In 15 Days
" On [00-MMM-D000 |
" In 30 Days
[.ok | | cancel ]

For more information, see:

 New Expedited Report Dialog Fields

New Expedited Report Dialog Fields

The Schedule New Expedited Report window has a drop-down list on the top section.

T Scheeiluibe Hew | apgdiied Regoit - Webpape Diibig

B 1 [ e

Frodu AP Lganoy myaF Prooec Taok o r——r—
Liwpraa & JAPAN Marhated Deugl -
et by B3 R 1 -
Bt Form U PO MR S D -
Aivgra Cane kPRI -

2 Proten) Contabrristy ol Begster srel Petend
= e Sy Proshat

Gt S RESCATRG w
anen sl AF Lopngs miciAF Prosucr) Tabist (hRsn (danssed Dreg) b
Cower Latiar Ko =
| pwetite |
= ey & Dy
Ly fus.
r“'-llu[lﬁl.
= on
T b 30 D
= | cmrem |

The following table lists and describes the fields in the New Expedited Report dialog

box.
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Item

Function

Product

Select the Company Suspect Product from this drop-down list.

License Number

Select the particular license for which the report is to be scheduled.

Destination

Select the Regulatory Agency to which the report is to be sent.

Report Form

Select the Report Form from this drop down list.

Message Type

Select the message type from the drop-down list, as configured in
Oracle Argus Safety Console.

¢ Note:

This field is displayed when an E2B
report is selected as the Report Form.

Aware Date List the date when you became aware of the case.
Select the Protect Confidentiality of Reporter and Patient checkbox if
you do not wish to disclose the identity of the reporter and the patient
of the case.

Group If you want to assign the report to a specific group, the group can be
selected from this drop down list.

Notes This field is directly mapped to the License but you can modify this

field to put in extra notes, as desired.

Cover Letter

You can attach a cover letter with the report, if desired.

Due Date You can decide to schedule a report to be due in either 5, 15, or 30
days or any number of days or even on any specific date.
New Report Select this option to schedule a new report.
Non-Reportable Follow- Select this option to schedule a downgrade report.
up Report
< Note:

report.

Product, License Number, Destination, Report Form (E2B), and Due Date
must be entered in the New Expedited Report dialog to schedule an E2B

The system allows you to generate E2B reports through AG Service
irrespective of the your access rights for blinded information. However, the
Blind protected users are not allowed to view E2B reports despite having an
Oracle Argus Interchange license. If such a user tries to view the E2B report,
the system generates the message: Report i s generated but system
is unable to show the report as user is protected from
study information.

View a Scheduled E2B Report

Use the following procedure to view a scheduled E2B report.
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1. Inthe Regulatory Reports tab, click the row (draft/final) that corresponds to the
scheduled E2B Report to generate the report.

The report is generated and can be viewed in the E2B Viewer. If a validation error
occurs during E2B report generation, the validation details are stored in the Report
Details dialog.

2. Right-click the report icon and select View Report Details to open the Report
Details dialog box.

Transmit E2B Reports

Oracle Argus Safety enables you to simultaneously submit multiple adverse event
reports to ease the submission process. This section describes how you can use the
Bulk Reports by Case and the Bulk Reports by Form features to transmit E2B reports.

For more information, see:

e Transmit Bulk Reports by Form
¢ Monitor ICSR Transmit Status
*  Monitor ICSR Receive Status

e Nullification Reports

* View Status

e View Acknowledgement Information

Transmit Bulk Reports by Form

Use the following procedure to transmit Bulk Reports by Form:

1. Click Reports > Bulk Reporting.

ORACLE' Argus Safety Web Welcom ayesha, Tussday, Apri 20, 2010 (PRSTDG0) ‘et LR
Active Cases | Workiist | Case Actions Reports. Local Affiliate ilities Dashboards || Argus Console || Argusinsignt || Argus Perceptive _
Reports > Bulk Reporting
BULK REPORTING
Bulk Reporting Filter
Destination Filiee | Report Form
[e28 v
Report Status Print Regulatory Report
| seneauieniceneraten | [Transmit v as  [Final v
™ Approved Reports Only I~ view Al
Specific Case# Study ID Product Family
[ I | [ |
Total Humber of Rows (5) Displaying Rows KEEIEA poge sizcfEINE] .
Selected | Case Number Suspect Product SR Report Form Due Date
Lock State Country of Incidence Diagnosis FILT Destination Days Past Due
Status Report Type (Event Verbatim) 7115 Initial | Follow-up (#) Downgrade
r 1004045 £28LavMar YV 28 21-APR-2010 ~
& JAPAN Pain No ESN_PNDA 0
Generated Spontaneous (Pain} T Initial Ne
1002-011 invic(+) Yy E28 07-FEB-2010
& JAPAN Pain F ESN_PHDA 7
Aporoveq | SPonsoreaTrial (Pain) 7 inttal o
] E28 CASE-50 Somborin i E2b 29-JUN-2009
& UNITED STATES Rash No EMEA - XUL 20
Generateg | SPontancous (rash) 7 Iniial No
E28 CASE-S0 Somborin Y = 29-JUN-2009
& UNTTED STATES Rash No MAX Agency Name Begin Detaiss Detaits De 20
Scheduled SEETEE (rash) 7 Initial No a

I Biind Study Product ¥ Mark as Submitted [, Print Medical Summary. .| [ Transmit. | [ Print List

2. When the system opens the Bulk Reporting dialog box, enter the appropriate
data in the fields.

ORACLE"
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In the Report Form list, select E2B.
Under Printing Options, select Transmit.

Select the Mark as Submitted check box if it is required to mark the report as
"submitted" after the transmission is successful.

Click OK after all the required items in the dialog have been entered. Use the table
at the end of this topic to understand the function of each item in the dialog.

When the system opens the Transmission Comments dialog box, enter the
notes for transmission.

& Transmission Comment -- Webpage Dialog

Transmission Comment

Comment

Thiz iz a transmizsion comment..

| ok || cancel

Click OK to transmit the report(s)
OR

Click Cancel to close the dialog box without transmitting the report.

21 Mark as submitted -- Webpage Dialog

Date [19-APR-2010 12:00 |

Notes

EZB transmigsio n|

| ok || cancel |

If the Marked as Submitted check box was selected in step 5, the system opens
the Report Submission Information dialog box.

ORACLE"
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Enter the submission notes in the Notes field and click OK.

# Note:

If the Marked as Submitted check box was not selected, the Report
Submission Information dialog does not appear automatically. In this case,
once the report has been successfully transmitted, it can be marked as
"submitted" from the Worklist as follows:

1. Go to Worklist > Bulk Transmit and verify that the View All radio button
is selected.

2. Scroll in the list to locate the required report. If the report status is
"Success", click the report icon and select Mark Report as Submitted.

3. Inthe Report Submission Information dialog box, enter the
submission notes and click OK.

Monitor ICSR Transmit Status

Use the following procedure to monitor ICSR Transmit Statuses:
1. Click Utilities > ICSR > ICSR Transmit Status

2. When the system opens the ICSR Transmit Status dialog, enter the appropriate
data.

ORACLE Argus Safety £52% madanj, 2012565288, H¥E (ASPDB1-ORACLE) WS AEEE LT

707 Ol | D—DUAF | mProvas | kS | LocalAffiiste | 2—71Uz4| Sviafi—F || AmusConsole || Argusnsight

1—5 )7+ > 0SR > CSRE{BAR
ICSR Transmit Status

[AT V]

GUN2TE | To orAN2gee [Range  [Thshiontn vl

] To [ ] Type [@ny) V] [Seash |

“Toal Number o Rows (0 Dispiaying Rows GGG oo SRR NN
Type Trading Partner Localsg # il Name EDITracking D jon status

Reports. Control # Remote Msg # Transmit to EDI EDI Transmit Date
Enter Search Criteria

For more information, see:

* ICSR Transmit Status Fields
* Message Acknowledgement Status Dialog Fields
*  PMDA ACK Import Logic

ICSR Transmit Status Fields

The following table lists and describes the fields in the ICSR Transmit Status dialog
box.
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Item

Description

Column Headers

Clicking the column header sort the data by that column alternately in
a ascending and descending order.

Agency / Trading
Partner

Enables you to filter data by selecting the Agency / Trading Partner
from the list.

Transmit Date Range
From

The search start date.

Transmit Date Range
To

The search end date

Range

A pre-defined date that you select from the list.

Message # Range
From

The beginning message number for the search.

Message # Range To

The ending message number for the search.

Type

Enables you to filter data by selecting the pre-defined Type of
Message (MSG, ACK) from the list.

Print Enables you to print the current view.
Search Enables you to perform the search.
# Note:

The EDI Header control number is shown only for EDI files.

Partner list.

Select the appropriate agency or trading partner from the AgencylTrading

Select the appropriate option, Transmit Date or Message # to search by transmit

date or by message number.

Enter the appropriate search criteria beside the selected option and click Search.
In the search results, click the appropriate report.

The Message Acknowledgement Status dialog appears.

4-9



Chapter 4
Transmit E2B Reports

e | Message Acknowledgement Status -- Webpage Dialog

Message Acknowledgement Status

ICSR Message Number

[18_007

| Sender Acknowledgement Message # |2_123

ICSR Message Date

‘1B—APR—201 012:24

| Acknowledgement Message Initiated |1(‘>APR—201 012:16:15

ICSR Message Sender ID

ICSR Message Receiver ID

[RECENER

Transmission ACK Code

|
|
|SENDER |
|
|

‘AI\ reports loaded into

Case Number

Message
JP-SENDER-1004-008A4

Authority Number

Local Case Number Other Number Report Status E2B Report Type

JP-SENDER-1004-0064 Report loaded Initial

 lultiple values in List Maintenance for table [LM_REPORT_TYPE] , DTD Element: REPORTTYPE , E2b Code: 1 ; Multiple values in List Maintenance for table
J[L_REPORTER_TYPE] , DTD Element: QUALIFICATION , E2b Code: 5

6. This dialog provides detailed information about the transmission status of the
report. Enter the data for each field as required.

Message Acknowledgement Status Dialog Fields

ORACLE

The following table lists and describes the fields in the Message Acknowledgement

Status dialog box.

Item

Description

ICSR Message #

This is the message number of the transmission from the sender.

ICSR Message Sender ID

This is the sender name or identification.

ICSR Message Date

This is the date and time the sender transmitted the message.

Acknowledgement
Message #

This is the acknowledgement message number sent by the
receiver.

ICSR Message Receiver
Identifier

This is the receiver name or identifier.

Acknowledgement
Message Initiated on

This is the date and time the receiver got the message.

Transmission
Acknowledgement Code

This code indicates whether the receiver loaded all reports or only
a portion of the reports into the database.

Case Number

This is the original case number for adverse event.

Authority Number

If the E2B report originates from a regulatory authority, this is the
report identification number assigned by the regulatory authority.

Local Case Number

The system uses this number when it retransmits a message. This
is the case number at the local organization that is re-transmitting
a report it received.

Other Number

The system uses this number when a report originates from an
entity other than a trading partner or a regulatory authority.

Report Status

Report status can be either "Report Loaded" or "Report not
loaded".
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Item Description

E2B Report Type This is one of the following report types:
Initial
Follow up
Nullification
Duplicate
Downgrade

Message This indicates whether an error message is associated with the
transmission or receipt of the report.

PMDA ACK Import Logic

ORACLE

E2B (R2) Reports
The MARK AS SUBMITTED logic has been updated for PMDA E2B reports.
The following scenario is being used to explain the requirement,

The PMDA E2B Report and PMDA ACK element are being referred using the Data
Element Numbers in the requirement:

PMDA E2B (R2) ACK:

* A.1.6 (TRANSMISSIONACKNOWLEDGMENTCODE)
Possible Values as per ICH:

01= All Reports loaded into database
02=ICSR Error, not all reports loaded into the database, check section B
03= SGML parsing error, no data extracted

* B.1.8 (REPORT ACKNOWLEDGMENTCODE)
Possible Values as per ICH:

01=Report Loaded Successfully
02=Report Not Loaded
*  B.1.9(ERRORMESSAGECOMMENT)

The application has been enhanced such that, when an ACK is received against
PMDA EZ2B report with A.1.6 = 01, B.1.8 = 02, the application treats it as a Positive
ACK with warning and marks the report as submitted.

The report submission behavior for different combination of ACK's against PMDA E2B
Reports is:

e Ack: A.1.6 =01, B.1.8 =01 - Positive Ack, Report is marked as submitted

e Ack: A.1.6 =01, B.1.8 =02 - Positive Ack with Warning, Report is marked as
submitted

e Ack: A.1.6 =02,B.1.8 =01 or 02 - Negative Ack, Report is not marked as
Submitted.

e Ack: A.1.6 =03, B.1.8 =01 or 02 - Negative Ack, Report is not marked as
Submitted.
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This behavior of marking PMDA E2B Report as submitted against the positive ACK is
applicable only when the report submission is set to any of the following values:

Use MDN Date as Submission Date and Mark report as submitted only on Positive
ACKs.

Use Business Level ACK Date as Submission Date and Mark report as submitted
only on Positive ACKs.

Use Submitted date as entered by the user and Mark report as submitted only on
Positive ACKs.

E2B (R3) Reports

A separate ACK profile is available for the PMDA E2B R3 ACK "ICH-ICSR V3.0
ACKNOWLEDGMENT TEMPLATE - PMDA". It consists of all the Export and Import
mapping logic in the OOTB Acknowledgment profile.

The following section explains the import of ACK:

1.

PMDA Number (B.r.2)

a. PMDA number (B.r.2) element in the PMDA E2B R3 ACK corresponds to the
B.1.3 element in the PMDA E2B R2 ACK.

b. PMDA has made some modification to structure/information in PMDA Number
that is sent against the E2B R3 report as compared to the corresponding
information for PMDA R2 ACK; the PMDA number format for PMDA E2B R3
is:

XX-YYYYYYYY-ZZ
XX: represents the 2 digit E2B (R3) code of reporting category of the original
ICSR submitted by the company.

YYYYYYYY: represents the 8 digit unique PMDA ID provided to a successfully
loaded ICSR.

ZZ: represents the count of successfully loaded initial and follow-up reports for
that case and reporting category. This is sent by PMDA to the company for
information purposes only.

c. Application logic for ACK import has been enhanced such that application
identifies the ACK that is getting imported is against the PMDA E2B R3 report,
the import logic has been enhanced to handle the newly added ZZ component
in the such a way that it is loaded in the ESM schema and is available for user
to view in the Report Details Dialogue View ACK Acknowledgment Report
Tracking # and Bulk E2B Transmit Messages (tab) View Acknowledgment
(context menu).

d. The Case Form > PMDA Tab > PMDA Number displays only the 8 digit
YYYYYYYY number as it does for the PMDA E2B R2 report.

Transmission Acknowledgement Code (A.4) and Acknowledgement Code for a
ICSR Message (B.r.6)

The above elements in the PMDA E2B R3 ACK indicate the status of the PMDA
E2B R3 report, and the values for the code are in line with that of ICH. For ready
reference, below are the values for these elements:

Allowed Values for A.4

* AA - Application Acknowledgement Accept (message successfully processed,
no further action)
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* AE - Application Acknowledgment Error (error detected, error response has
additional detail, some ICSR message(s) need further action)

* AR - Application Acknowledgment Reject (parsing error, no data extracted,
re-send the entire transaction)

Allowed Values for B.r.6
e CA - Commit Accept (the ICSR message successfully loaded)

 CR - Commit Reject (the ICSR message contains fatal error that prevents the
ICSR from being loaded)

The similar codes A.1.6 and B.1.8 exists in the PMDA E2B R2 ACK file as
Allowed Values for A.1.6

e 01= All Reports loaded into database

02 =ICSR Error, not all reports loaded into the database, check section B
e 03= SGML parsing error, no data extracted

Allowed Values for B.1.8

* 01=Report Loaded Successfully

02=Report Not Loaded

a. Currently while importing the ACK for PMDA E2B R2 if the ACK File is
received such that the value of A.1.6 = 01 and B.1.8 = 02 the application
interpret it to ACK with a warning i.e. the PMDA has loaded the report in there
system but are some warnings for which a follow-up report is required.

b. As perthe PMDA E2B R3 guideline the same warning situation is indicated
with A.4 = AE and B.r.6 = CA, and application logic shall be enhanced to
handle the warning ACK similar to that of PMDA E2B R2

c. The warming ACK shall be handled across the application not limited to the
following locations:
- ACK Import

- Worklist ' Bulk E2B Transmit (Reports & Messages Tab)
- Report Details Dialogue

following table explains the possible combinations for A.4 and B.r.6 in a PMDA

E2B R3 ACK file:

A4 B.r.6 Results
AA CA Positive
AE CA Warning
AE CR Negative
AR CR Negative
AA CR Invalid
AR CA Invalid

Monitor ICSR Receive Status

Use the following procedure to monitor ICSR Receive Statuses:

ORACLE
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1. Select Utilities > ICSR > ICSR Receive Status.

2.  When the system opens the ICSR Receive Status dialog box, enter the
appropriate data in each field.

For more information, see:

* ICSR Receive Status Dialog Fields

» Message Acknowledgement Status Dialog Fields

* Validation Check of Incoming Message

The following table lists and describes the fields in the ICSR Receive Status dialog

box.

Item

Description

Agency / Trading Partner

Enables you to filter data by selecting the Agency / Trading
Partner from the list.

Receive Date Range From

The search start date.

Receive Date Range To

The search end date.

Range

Enables you to select a pre-defined date range

Message # Range From

The beginning message number for the search.

Message # Range To

The ending message number for the search.

Type

Enables you to filter data by selecting the pre-defined Type
of Message (MSG, ACK) from the list.

Control #

The control number.

Local Msg #

The local message number.

Remote Msg #

The remote message number.

Total Reports

The total number of reports.

Rejected Reports

The number of rejected reports.

File Name

The name of the received file.

Received from EDI

The date and time the file was received.

Transmission Status

The transmission status for the file.

Print Enables you to print the current view.
Search Enables you to initiate the search.
¢ Note:

The EDI Header control number is shown only for EDI files.

1. Select the appropriate agency or trading partner from the Agencyl/Trading

Partner list.

2. You can search for the receive status by either receive date or message number.
Select the appropriate option among Transmit Date and Message #.
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Enter the appropriate search criteria beside the selected option and click Search.

In the search results, double-click the appropriate report.

5. When the system opens the Message Acknowledgement Status dialog, enter
the appropriate data in each field.

Message Acknowledgement Status Dialog Fields

Status dialog box.

The following table lists and describes the fields in the Message Acknowledgement

Item

Description

ICSR Message Number

This is the sender's transmission message number.

ICSR Message Sender ID

This is the sender name or identifier.

ICSR Message Date

This is the date and time the sender transmitted the message.

Acknowledgement
Message #

This is the receiver's acknowledgement message number.

ICSR Message Receiver
Identifier

This is the receiver name or identification.

Acknowledgement
Message Initiated on

This is the date and time the message was received.

Transmission
Acknowledgement Code

This indicates whether the receiver loaded all transmitted reports
or part of the transmitted reports into the database.

Case Number

This is the original case humber for adverse event.

Authority Number

If the E2B report originates from a regulatory authority, this is
regulatory authority's report identification number.

Local Case Number

The system uses this number when it retransmits a message. This
is the case number at the local organization that is re-transmitting
a report.

Other Number

The system uses this number if the report originates from an
entity other than a trading partner or a regulatory authority.

Report Status

Report status can be either "Report Loaded" or "Report not
loaded.”

E2B Report Type

This is the report type. It can be one of the following:
Initial

Follow up

Nullification

Duplicate

Message

This indicates whether an error message is associated with the
transmission or receipt of the report.

Validation Check of Incoming Message

ORACLE

Prior to updating the transmission status of the reports, the application identifies the
type of incoming message and validates the incoming message. The E2b service
processes all the incoming messages located in a folder either in incoming EDI
directory or physical media directory. Incoming E2b Messages are retrieved as SGML
from a shared directory. The incoming folder is configurable in INI file. E2b message
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is parsed to check the validity of the SGML file using the correct version of DTD. The
incoming message is saved after checking that message is in compliance with DTD.

The recipient of the E2b message acknowledges receipt of message and notifies the
sender about the validity and usability of the data in the reports. The acknowledgment
message is called as ICSR Acknowledgment Message. When a message is
acknowledged, workflow status of the E2b report is updated with one of the following
three status:

e All reports loaded into recipient database
e ICSR Error, not all reports loaded into database
e SGML parsing error no data extracted

The acknowledgement contains two sections, one concerning the validity of the
message as a whole and the second containing comments on the validity of the
individual reports within the message. Create a folder and configure the INI file where
all the incoming messages can be stored. The E2b service processes the received
message and copies it in the incoming Physical media folder.

The message is validated based on the ICH ICSR acknowledgement specifications
and the format of the message identified by DTD version. Correctness of receiver and
sender identifier present in the message header is also validated to verify that the
message is not sent to the wrong recipient.

The content of the message is validated based on the following:

e Required Data
« Data Type

e Data Length

* Field Value

The system identifies message type (acknowledgement) and the DTD version of the
message. If the application is unable to identify the message type or DTD version,
then the error is logged in the log table and further processing is stopped. The
application sends an email to configured email address indicating the failure to read
the message.

Application checks for the presence of the duplicate in the system based on the
‘Sender identifier' and ‘Acknowledgement Message Tracking #'. Processing of the
acknowledgement is stopped, if duplicate message is found in the database and an
error is logged into the log table.

The following table describes the error messages and reasons for the occurrence of
corresponding errors.

Process Error message Possible Reason of error
Read the Incoming XML File not in path. File is removed.
message from the
folder
Identification of the <<File Name>> not a valid XML File  File format is not as per ICH
incoming message guidelines.
type
Identification of the Not valid ICH ICSR message Tag File does not contain the valid
incoming message ‘<ichicsrmessageheader>' not found ICH Message Header.
type
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Process

Error message

Possible Reason of error

Identification of the
incoming message
type

Failure to identify the type of incoming
message. Either Tag <messagetype>
is missing/misspelled or tag does not
contain valid value. The valid values

are ICHICSR, ICHICSRACK

The incoming file is
identified as a message

or acknowledgment. The
identification value is wrong.

Identification of the
incoming message
type

Record not found in CFG_PROFILE

table for DTD version '2.1', DTD

release '1.1', Active profile ="Y' and

profile type starts 'ACK%'

Profile does not exist in
cfg_profile table.

Validation of the
incoming message
type

M2 Validation failed for incoming
message. The following are the
elements and values:<<Element,
value>>

M2 validation failed on the
message header.

Identification of

Not valid ICH ICSR message

File does not contain the valid

the incoming Tag ‘<messageacknowledgment>' not ICH Acknowledgment Header.
acknowledgement found
type
Processing Record not found in MESSAGES Record is deleted from the
acknowledgment table for the ICSRMESSAGE number database.
<<MessageNum>> ICSRMESSAGE
receiver identifier <<receiver info>> for
the received acknowledgment
Processing Duplicate acknowledgment received  Acknowledgment already
acknowledgment for ICSRMESSAGE number exists for this message
<<message nhumber>> and number.
ICSRMESSAGE RECEIVER
IDENTIFIER <<receiver info>>
Processing <reportacknowledgment> section Acknowledgment does
acknowledgment is missing from the received not contain the report
acknowledgment, MESSAGE number acknowledgment body.
<<message humber>>
Processing Record not found in SAFETYREPORT Record is deleted from
acknowledgment table for company number SAFETYREPORT table from

<<Company Number>>and msg_id  database.

<<message id>>

Refer to the sample email messages that are sent to the configured email address in
case of message validation failure:

In case of invalid XML format:

From E2b service user

Subj ect: <<file name>> not valid XM. formats file

Content: This mail has been sent by the systemto notify that the system has
failed to identify the file <<file name>> as a valid XM file.

Error has occurred on Line: <<line no>> Source Text <<Error Text>> Error
Code <<Parsing Error Code>> Error Reason <<Error Reason>>

Thanks,

<< E2b service user >>

In case the application fails to identify the incoming message:

From E2b service user
Subject: Failure to Identify the Type of Incoming Message.
Content: This mail has been sent by the systemto notify that the system has
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failed to identify the type of the incom ng nessage (Acknow edgenent or a
Message) present in the file <<lncom ng Message File Name>>.

Thanks,

<< E2b service user >>

* In case of validation failure of the incoming acknowledgement:

From E2b service user

Subj ect: Validation Failure of the Incom ng Acknow edgenent.

Content: This mail has been sent by the systemto notify that the system has
failed to further process the incom ng acknow edgement present in the file
<<Inconing Message File Nanme>>.

The following are the reasons for this failure:

#<n>. <<Insert the corresponding rel evant error nessage.>>

Thanks,

<< E2b service user >>

You can view the acknowledgement information of a report such as acknowledgement
message tracking #, acknowledgement report tracking #, date acknowledge initiated,
company ICSR message, and error reported by receiver, in the Report Details dialog.

The status of the each E2b report is updated based on the information extracted
from the ICSR acknowledgment, irrespective of the transmission status (Success
or Failure). Refer to the section View Acknowledgement Information for viewing the
acknowledgement information.

Nullification Reports

The system can automatically schedule, generate, and transmit a Nullification Report
under the following circumstances:

e When a case is deleted and an E2B Report is submitted to a reporting destination
based on the Profile switch for sending E2B nullifications.

*  When an E2B report is submitted and marked as unsubmitted from Reports |
Compliance | Submitted Reports:

— The Reason for Unsubmitting the report is sent as the nullification reason for
the report.

— If the user selects the Send Nullification on Unsubmission of E2B Reports
check box, the system also sends a nullification to the reporting destination
where the E2B Report was previously submitted.

— If the user does not select the Send Nullification on Unsubmission of E2B
Reports check box, the system does not send a nullification to the reporting
destination where the E2B Report was previously submitted unless the user
deletes the case.

— If a previous nullification for the E2B Report or an unsubmitted report is sent
for a case and the case is deleted at a later date, the system does not send a
duplicate nullification for the previous report.

— When the system generates the Nullification report, the system updates the
following E2B items with updated values from the previous report.

Updated E2B Items Update Content

M.1.4 System uses a different unique number from that used in the last
report.
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Updated E2B Items Update Content

M.1.7a System enters the message date format.

M.1.7b System enters the message date.

M.2 System increments this value every time it transmits the report.
A.l.3a System enters the message date format.

A.1.3b System enters the message date.

A.1.13 System enters 1=Yes on the Nullification report.

A1.13.1 System enters the reason for the Nullification report.

When you accept a Nullification report, the system creates an Action Item in the
case. The action item tells you that the system will delete the case if you click OK
on the acceptance dialog for all unarchived cases.

— Action Item is a type ahead field and its default is blank.

— The field is populated with values from the action item configured in the code
List.

— You can assign the number of days until the action item is due in the Due In
field. The system enables this field after you select an Action Item type.

— The system calculates the due date as follows: System Date (local client date)
+ Due In number of days.

— The system puts the System Date (local client date) in the Date field.

When creating the action item, you can select a value from the Code List and the
Action Item Description. The system uses the following format: Nul | i fi cati on:
XXX

where:

xxx is the value entered in the Notes field.

By default, the system assigns the action item to the user group in the User
Group field.

— There can be a maximum of 25 user groups in the drop-down list.

— The system performs a like search when you select a value in the User Group
field.

— If the User Group field is blank, the system does not assign the action item.
— This is enabled after you select an action item.

If you do not select an action item, the system does not create an action item for
the case.

If you accept multiple cases, the system creates action items for all accepted
cases.

The system skips open, locked, or archived cases or cases you don't have
permission to access.

If the system archives a case while you are accepting the nullification report, the
system displays the Archived Case dialog to enable you to open the archived
case.

After you reopen the case, the system displays the Accept Nullification E2B
dialog.
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If you do not have permission to reopen an archived case, the system displays the
following message:

You do not have permission to Re-Qpen an archived/cl osed
case.

PMDA E2B(R3) report transmits data in the nullification report based on the
nullification report conformance for that element, only if that element is eligible

to be transmitted in the Initial, FUP, Downgrade, or Amendment reports as per the
conformance for that reporting category.

For example, The Patient block (D) is not transmitted for the reporting category
AE as the conformance is X = Do not enter. Hence, when a nullification report

is generated for the reporting category AE, then the Patient block (D) is not
transmitted.

In the PMDA E2B(R3) nullification report, you need to have at least one company
product with a value populated in MHLWADMICSRNEWDRUGCLASS (J2.4.k).

If the nullification report is generated due to a change of a company product

with a Oracle Argus Safety Japan license by a company product without any
Oracle Argus Safety Japan license, then the latest case data does not have

any Oracle Argus Safety Japan product license listed in the PMDA tab with

the MHLWADMICSRNEWDRUGCLASS (J2.4.k) value. The application fetches
MHLWADMICSRNEWDRUGCLASS (J2.4.k) from the first drug block of the
previously submitted E2B report for which nullification report is being generated.

Oracle Argus Safety provides the feature to monitor the transmission status of E2B
reports.

Use the following procedure to check the status of transmitted E2B reports.

1.

2.

Select Worklist > Bulk ICSR Transmit.
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Click the Bulk ICSR Transmit tab to view the status of transmitted reports.

" Note:

Viewing the transmission status of E2B reports is a feature available only
in Oracle Argus Safety Web.
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View Acknowledgement Information

In Oracle Argus Safety, you can view detailed acknowledgement information for a
report sent to a trading partner or a regulatory authority. Use the following procedure to
view acknowledgement information.

The status of each report is updated, based on the information extracted from the
ICSR acknowledgment, irrespective of the transmission status (Success or Failure).

The acknowledgement information such as acknowledgement message tracking #,
acknowledgement report tracking #, date acknowledge initiated, company ICSR
message and error reported by receiver is displayed in the Report Details dialog.

1. On the Regulatory Reports tab of the Case Form, click the E2B report and select
View Report Details.
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2.  When the system opens the Report Details dialog, click View ACK Information
to view the acknowledgement details for that report. If the report is rejected, an
error message or a comment appears in the Notes area of the dialog

3. When the Acknowledgement Information dialog opens, perform one of the
following:

e Click Print to print the acknowledgement details

» Click OK to close the dialog box.
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The ICSR Viewer enables you to open E2B files and view them in different formats.
You can print these files from the ICSR viewer.

For more information, see:

* Open the ICSR Viewer
*  Export an SGML File

The ICSR Viewer enables you to view your E2B reports in the following views. A new
switch is added to identify the default viewing format of the PMDA E2B R3 report in the

ICSR viewer.
View Description
SGML Displays the E2B report in the SGML format. This view is applicable

for non-Japanese E2B reports.

Decoded View

Displays all the E2B elements in groups and subgroups. Elements
eligible for decoding with their decoded values in parentheses.
Decoded View supports the following Oracle Argus Safety Japan
specific views for Japanese E2B reports:

* |- Decoded View

e J-Decoded View

I and J Decoded Views display following information on the screen in
Japanese language:

*  Field Labels on the screen

*  Folder Tree Values

»  Decoded description values wherever there is a text.

In this view, the application lists the ICH and PMDA element in the
decoded formats as per the applicable decoded value based on the
allowed values set for the element against the profile. Besides, the
element number and decoded element description (both English and
J) are based on the "Data Additional Information Tab Case Form
1-28 Element R3" and Title/J Title respectively as per PMDA E2B R3
Mapping.

CIOMS For details on the CIOMS view, refer to the "E2BCIOMSMapping"
document. This view is applicable for non-Japanese E2B reports.

HL 7 View In this view, the application opens the report within the HL7 message
format as per the PMDA Guidance (as explained in the report
generation section).

MedWatch For details on the MedWatch view, refer to the "E2BMedWMapping"
document. This view is applicable for non-Japanese E2B reports.

I-SGML Displays ICSR | data items in SGML format.

J-SGML Displays ICSR J data items in SGML format.
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View Description

I-Decoded Displays the Decoded view for all the | elements of a PMDA E2B
report.

J-Decoded Displays the Decoded view for all the J elements of a PMDA E2B
report.

PMDA Report Form Displays the appropriate PMDA form, as per the reporting category.

Native XML View In native XML view, the application lists all the ICH and PMDA

specific elements as per the PMDA E2B R3 Mapping.

You can also view the E2B Report from the Oracle Argus Safety application.

Click the Draft or Final status for a report in the Regulatory Reports tab of Case
Form.

For more information, see:

PMDA E2B Report Mapping

PMDA E2B Report Mapping

ORACLE

Companies often send the expedited case reports to PMDA through E2B XML
transmission over a specified gateway. The E2B Report adheres to the guidelines
provided by the PMDA in conjunction with the ICH, which the Oracle Argus Safety
Applications need to follow.

The PMDA profile E2B transmission logic for SERIOUSNESS [A.1.5.2] tags considers
on those events which have been included in the PMDA E2B based on event
reportability criteria. This is applicable to the following tags:

« SERIOUSNESSDEATH
SERIOUSNESSLIFETHREATENING

* SERIOUSNESSHOSPITALIZATION

*  SERIOUSNESSCONGENITALANOMALI
+ SERIOUSNESSDISABLING

«  SERIOUSNESSOTHER

The E2B transmission logic for SERIOUSNESSDEATH tag which currently looks at
death details even though it is not related to any event included in the E2B has been
removed. It is transmitted as 1 (Yes), only if at least one event which is included the
E2B report has Death associated with it. Otherwise, it will be transmitted as 2.This is
applicable to all E2B profiles - ICH, FDA, EMEA and PMDA.

The transmission logic for SERIOUSNESSDEATH tag has been removed. It is
transmitted as 1 (Yes), only if at least one event which is included the E2B report

has Death associated with it. Otherwise, it shall be transmitted as 2.This is applicable
to all E2B profiles - ICH, FDA, EMEA and PMDA.

All the E2B check validations for all profiles - ICH, FDA, EMEA and PMDA, related to
the following tags will be corrected to only refer to seriousness of the events which are
included in the E2B report:

« SERIOUS
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» SERIOUSNESSDEATH
*  REACTIONOUTCOME

For PMDA EZ2B reports, if there are no reportable events for the E2B / PMDA

Paper Reports, then instead of opening PMDA ICSR Validation Report with missing
mandatory tag errors for REACTIONMEDDRAPT and REACTIONMEDDRALLT tags,
application shall display an Oracle Argus Safety standard messagebox with OK button
and error message: No reportable event exists for the report.

# Note:

For additional details, refer to the Oracle Argus Safety Report Mapping
Guide (Available from My Oracle Support) that is part of the Technical
Reference Manual, as part of this release.

Export an SGML File

The system enables you to use the following procedure to export an SGML file.
1. Click the Final E2B report type on the Regulatory Reports tab.

2. When the system opens the E2B Viewer window, Select SGML from the View
Format drop-down list.

File Edit View Favorites Tools Help

Favorites ) Argus Web E2B Viewer th ~ ~ A g v Page~ Safety~ Tools~ @~
REDE REFOEOES RTIa-vat
Tnitial (UPO10100000017 SGUL
wEDES oTo sy
WP-ORACLE ARGUS-JP010100000017AA Al

<safetyreport>
<safetyreportversion>1</safetyreportversion>
<safetyreportid>JP-ORACLE ARGUS-P010100000017AA</safetyreportid>
<primarysourcecountry>JP </primarysourcecountry>
<occurcountry>JP </occurcountry>
<trar format>102</t iondateformat> I
<trar 20130731<, iondate: >
<reporttype>1</reporttype>
<serious >1</serious>
h>1</seriol h
hr i

tion>2</seriou: italization>

ngenitalanomali>2< ngenitalanomali>
<seriousnessother>1</seriousnessother>

<rece >102</receivi
<receivedate>20110315</receivedate>

<<<<<< ptdateformat>102</receiptdateformat>
<receiptdate>20110315</receiptdate>

<additionaldocument > 1</additionaldocument>

<documen tist>B) Att da2Bsr friib A IR ERMESBEWMIE </documentlist>
<fulfi riteria> 1</fulf riteria>
<comnanvnum h>1P-ORACI F ARGIIS-1P010100000017AA</comnanvnimb>

Lotk || EnRl ;)

3.  When the system displays the contents of the SGML file, click Export.
4. When the system displays the SGML report, click File > Save As.
5. When the system opens the Save As dialog box:

a. Enter a name for the file.

b. Browse to the folder where the file is to be saved

c. Click Save to save and export the SGML file.
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< Note:

Exporting an E2B report can only be done from the SGML view
on final reports. If you select Draft, the Export button becomes
unavailable
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Import ICSR Reports

This chapter discusses the following:

e Incoming ICSR Reports
e Processed ICSR Reports

Incoming ICSR Reports

Incoming ICSR Reports can be viewed from the Incoming ICSR Report screen. This
section includes discussions on the following:

e Search for Duplicate Cases

* Use the View Differences Report

*  View the E2B Report

* Accept Single/Multiple E2B Reports

* E2B Initial/Follow-up Intake

* E2B Follow-up Acceptance for Closed/Locked Cases
* Source XML Received for the Case

* Import E2B (R3) Messages

* ICSR Pending Screen for (R3) Report

*  PMDA E2B R3 ACK

Search for Duplicate Cases

ORACLE

The Duplicate Search dialog for E2B report allows you to search for possible duplicate
cases in the Oracle Argus Safety system. You can select different combinations of
search criteria. When more than one criterion is selected, only cases that satisfy all
criteria are listed. By default, only the fields that are present in the E2B Report are
checked for the Duplicate Search.

Use the following procedure to perform a duplicate search.

1. Select Reports > ICSR Pending Report.

2. When the system opens the Incoming E2B Reports dialog, right-click a case to
perform a duplicate search.

3. The system displays the search results at the bottom of the dialog box.

For more information, see:

* Duplicate Search Dialog Box Fields

6-1



Chapter 6
Incoming ICSR Reports

Duplicate Search Dialog Box Fields

ORACLE

The following table describes the fields present in the Duplicate Search dialog.

Field

Description

Agency

The name of the primary agency.

Original Case Number

The submitter's original case number.

Message Number

The case message number.

Product Name

The name of any product on XML.

Generic Name

The active substance on XML.

Report Type

The type of report.

Study ID

The unique value that identifies the study.

Receipt Date

The date Oracle Argus Safety received the report and saved it in the
system.

Center ID The ID of the center.

Sal. The salutation, such as Mr. or Mrs.

Suffix The sulffix, if applicable, that follows the name (e.g., Jr., Sr. lll, etc.)
First Name The first name of the patient.

Last Name The last name of the patient.

Country of Incidence

The country where the incident occurred.

State

The state where the incident occurred.

Postal Code

The postal code of the area where the incident occurred.

Patient Name

The name of the patient.

Event Desc. A description of the adverse event.

Initials The initials of the patient.

Onset Date The date from the first reaction or adverse event occurred.
Pat. ID The unique value that identifies the patient.

Age/Units The age of the patient.

Pat. DOB The patient's date of birth.

Gender The gender of the patient.

Reference #

National Regulatory Authority's Report Number, used as a Reference
Number.

Journal The journal name of the literature reference.
Keyword Select the check box and enter a keyword to be searched, if required.
Title Select the check box and enter a title to be searched, if required.

Nullification Reason

The reason the case was nullified.

Accept Initial E2B as
Follow-Up

Enables you to accept initial E2B as a follow-up to an existing case.

Search

Finds results matching the specified search criteria.

View E2B

Enables you to view the E2B report.

Accept E2B Case

Enables you to accept an E2B case.
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Field

Description

Reject E2B Case

Enables you to reject an E2B case.

View Warning

Enables you to view warnings associated with the case.

View Differences

Enables you to view the differences between the XML to be imported
(a message that is not yet imported into the database), the current
case data in the database, and the last imported case.

# Note:

This button is available only for follow-
up and nullification reports.

Case Number

The case number of the case matching the search criteria.

Pat. Initials Displays the initials of the patient in the case matching the search
criteria.

Action Enables you to view the Case Summary dialog.

Project ID Displays the Project ID of the case matching the search criteria.

Study ID Displays the Study ID of the case matching the search criteria.

Date Displays the date of the case matching the search criteria.

Country Displays the country name of the case matching the search criteria.

Product Displays the product name involved with the case matching the
search criteria.

Event Displays the event involved with the case matching the search
criteria.

Report Type Displays the report type of the case matching the search criteria.

Reporter Displays the reporter involved with the case matching the search
criteria.

# Note:

The search output is displayed in the Total Number of Rows section. You
can click the Action icon to view the Case Summary dialog.

Use the View Differences Report

The View Differences Report enables you to view differences between the following:

ORACLE

*  The current XML being imported (a message not yet imported into the database)

e The current case data in the database

e The last imported case.

Click View Differences from the Duplicate Search screen to view the View Differences
report. View Differences is available only for follow-up and nullification reports only.

The following table lists and describes the fields in the View Differences report:
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Field

Description

Trading Partner

Enables you to view the name of the Trading Partner sending the E2B
report.

Note: The Lock/Archive icon displayed with this field indicates the
status of the case.

DTD Version

Enables you to view the DTD version of the follow-up E2B report.

Case Number

Displays the sender's original case number for the E2B report.

Follow Up #

Displays the sequence number of the follow-up for the E2B report.

Total Number of Rows

Allows you to select the type of E2B Difference to view from:
Current E2B vs. Current Case in Database

Current E2B vs. Last Imported E2B

Current Case in Database vs. Last Imported E2B

Import

This check box highlights import differences.

E2B Element

Refers to the data elements in the incoming E2B report or in the
existing report.

Current E2B

Refers to the data in the incoming XML that has not yet been
accepted in the current E2B.

Current Case in
Database

Refers to the data in the current case in the database.

Last Imported E2B

Refers to the data showing the last imported E2B.

Accept Follow-up

Allows you to accept follow-up reports with the corresponding fields
selected for import.

Reject Follow-up

Enables you to reject follow-up reports for import.

Print List

Provides the difference report in a PDF format.

Close

Enables you to close the window.

For more information, see:

Displaying Differences

Displaying Differences

ORACLE

The differences in the E2B reports are displayed in the following manner:

Addition - New elements on incoming XML are highlighted in grey.

Deletion - Deleted elements are highlighted in red.

Modification - Modified elements are highlighted in yellow.
For PMDA R3:

The Difference report viewer lists all the ICH and PMDA regional elements in one
single view similar to that of EMA R3 (unlike the PMDA E2B R3 where there were

two | and J views).

All the concepts for the R3 import frameworks such as deletion, primary key
matching of the records, and custom comparison logic are also available for
PMDA E2B R3 ICSR import.
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View the E2B Report

Use the following procedure to view the E2B Report:

1. Select Reports > Duplicate Search and right-click to the Duplicate Search
dialog box.

2. Click View E2B to view the E2B report in the ICSR Viewer.

Accept Single/Multiple E2B Reports

Use the following procedure to accept single and multiple E2B reports:

1. Select Reports > E2B Pending to open the Incoming ICSR Report dialog box.

2. When the system opens the Incoming ICSR Report dialog box, perform one of the
following:

e Select Accept ICSR to accept a single report

e Select the check boxes for each report and click Accept ICSRs to accept
multiple reports.

3.  When the system opens the Acceptance of Initial Report Confirmation dialog
box, enter the password and any relevant notes.

4. Click OK to accept the case.

< Note:

Accept ICSRs can be performed only when the system numbering is set
to Automatic.

5. If the system is configured to automatically number cases, the system opens the
case accepted dialog appears with the generated case number.

6. Click OK to close this dialog.

" Note:

If the system is configured to manually number cases, you will be
prompted to enter a case number for the case that is being accepted.

For PMDA R3:

The case acceptance procedure supports the batch import of the R3 message (unlike
PMDA E2B R2).

E2B Initial/Follow-up Intake

During case acceptance, you can access selective acceptance fields in the report.

* The Selective Acceptance feature is enabled only for single initial ICSRs and is a
right-click option.
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If you select multiple ICSRs, the system disables this button.

If you select a single follow-up or nullification ICSR, the system disables this
button.

When the system displays the E2B Difference Report dialog, you can select
the elements required to create or update a case without the system displaying
the Case Number and Follow-up Number in the difference report dialog for initial
reports.

The following changes have been made to the Initial Intake and the Follow-up
Difference Report dialogs:

— The system displays the decoded view to enable you to select the elements
(e.g., US [United States]).

— The system prints the check box options for the Initial Intake and Follow-up
Difference Report dialogs.

— The label is updated to Select when selecting elements for the Initial Intake
and the Follow-up Difference Report dialog.

You must select the following fields before the system will permit you to accept the
Initial case. By default, all the fields are selected.

— Country of Incidence (default and grayed out)
— Report Type (default and grayed out)

— Initial Receipt Date (default and grayed out)
— Any one Product

— Any one Event Term

If you fail to select these fields, the system displays the following message:
E2B cannot be inported as it does not neet m ni mum Argus
requi renents.

The system permits you to print the Initial ICSR report.

When you click Accept Initial, the system displays the Accept E2B Case dialog.
When you complete the data elements and click OK, the system displays the
Error/Warning message dialog for any elements you have selected.

Once you accepts the case as an initial or follow-up case, the system attaches the
Source XML (ICSR) and the Initial Selection PDF to the case in the Additional
Info tab.

Initial/Follow-up Source XML

— Attachment Classification - As specified in the Reporting Destination for the
XML source classification.

— Date - The system date when the case you accepted XML for the case.
— Description - The acceptance notes you entered for XML.

— When you click the Source ICSR, you can see the ICSR when opening the
ICSR View (E2B Viewer).

Initial Selection PDF

— Attachment Classification - As specified in the Reporting Destination for the
Selection Source Classification.

— Date - The system date when you accepted XML for the case.
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— Description - The date you entered acceptance notes for XML.
Follow-up Source XML

— When you click the Source ICSR PDF or the E2B Difference Report, you can
view the Initial Selection PDF or the E2B Difference Report in a different IE
window.

Once you accept a case as an initial or a follow-up ICSR, the system prefixes

the Business Level Acknowledgement Notes with the case number in the following
format:

Inported Case #: XXXXXX

where:
XXXXXX is the case number

The system attaches the current notes sent in the Business Level
Acknowledgement.

If the system receives the ICSR via the physical gateway (configured at the
reporting destination level), the system sends a low level ACK to indicate the file
was received by the Oracle Argus Interchange Service.

For Auto Accepted ICSRs, the system does not attach the source PDF in the case
because the source XML is attached.

The system places this file in the Physical Out folders as configured for the
reporting destination in the E2B Mapping Configuration.

For EDI received files, the system continues to let the EDI Gateway send the low
level ACK as it does currently.

The Oracle Argus Interchange Services does not process the low level ACK
received in the Physical In destination folder, but enters any errors in the log file
since the file will always be rejected by the Oracle Argus Interchange Service.

E2B Follow-up Acceptance for Closed/Locked Cases

ORACLE

If you try to accept follow-up information for a closed or locked case, the system
prompts you to unarchive or unlock the case for processing after entering the
password and acceptance notes.

If the system archives a case while you are accepting the report, the system
displays the Case Re-open dialog to enable you to open the case.

If the system locks a case while you are accepting a report, the system displays
the Case Unlock dialog to enable you to unlock the case.

After the you reopen the case, the system accepts all updates as defined in the
follow-up information you selected.

If the you do not have permission to reopen an archived or locked case, the
system displays the following message:

You do not have permnission to Re-open an Archived/ C osed case
or Locked Case.

If you select multiple open, locked, or archived cases or if you do not have
permission to open the case, the system skips the cases.

The system does not create follow-up actions for cases that it accepts
automatically.
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Source XML Received for the Case

Once Oracle Argus Safety accepts a case as an initial or follow-up case, the system
attaches the source XML (ICSR) and the Initial Selection PDF to the case in the
Additional Info tab as follows:

Initial/Follow-up Source XML

— Attachment Classification &endash - As specified in the Reporting Destination
for XML Source Classification.

— Date &endash - The system date when the user accepted the case for XML.
— Description &endash - The acceptance notes entered by the user for XML.

— When the user clicks the Source ICSR, the system permits the user to view
the ICSR by opening the ICSR Viewer (E2B Viewer).

Initial Selection PDF

— Attachment Classification - As specified in the Reporting Destination for
Selection Source Classification.

— Date - The system date when you accepted the case for XML.
— Description - The acceptance notes you entered for XML.
Follow-up Source XML

— When you click the Source ICSR PDF or the E2B Difference Report, the
system enables you to view the Initial Selection PDF or the E2B Difference
Report in a different IE window.

When you accept the case as an initial or follow-up ICSR, the system inserts
the case number before Business Level Acknowledgement Notes in the following
format: Imported Case #: Xxxx

If the system receives the ICSR via the physical gateway, it sends a low level ACK
to indicate that the file was reviewed by Oracle Argus Interchange Services.

— The system places the file in the Physical Out folders as defined in the
reporting destination configured in the E2B Mapping.

— When the system receives files from EDI, the system continues to let the EDI
Gateway send the low level ACK.

— The Oracle Argus Interchange Services does not process the Low Level
ACK in the Physical In destination folder but enters any errors in the log
file because the file will always be rejected by the Oracle Argus Interchange
Service.

Import E2B (R3) Messages

ORACLE

The import process for PMDA E2B R3 imports a single XML file similar to that of a
EMA R3 message (unlike PMDA E2B R2 which consists of two files | & J).

ICSR Import logic for PMDA E2B R3 enables you to import an incoming ICSR
file using PMDA E2B R3 profile that consist of only ICH elements i.e. if there are
only the ICH elements present in the incoming message, the files would still be
imported for ICH elements.
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In the incoming ICSR message for both PMDA E2B R2 and R3, if there is no
J2.1a (for R3) and J.4a (for R2) value in the incoming ICSR message then it is
considered as Marketed ADR report, and either domestic or foreign is decided
based on the COI identified on the data in the incoming ICSR (Primary reporter
country or the Reaction occur country).

Similar to that of PMDA E2B R3 export (same as ICH and EMA) the incoming
PMDA E2B R3 messages is expected to be in UTF-8 format rather than the Shift-
jis. In case of PMDA E2B R2 (in Oracle Argus Safety the encoding is governed
based on the Reporting Destination configuration).

The following are the PMDA E2B R3 specific rules applied to validation logic
during import of PMDA E2B R3 file:

— During validations, the special internal logic of considering
the Nullification report as Completion Report (J2.7.1-
MHLWADMICSRCOMPLETECLASSR3="completed") is considered
applicable for PMDA E2B R3. Additionally, the same logic is extended for the
Downgrade report for the PMDA E2B R3 message.

— The following is the Minimum case creation validation logic for Reaction for
PMDA E2B R3 Research & measure (AE, AF, DE,DF, BC, BD, AG, or DG)
category of report:

If the incoming file does not comprise a Reaction than a Dummy relation is
used during executing the minimum case validation.

(For details on the profile switch, refer to Oracle Argus Safety Japan
Administrator's Guide).

(For details on minimum case validation, refer to Oracle Argus Interchange
User's Guide, section ICSR Import Framework.)

— The following is the COI Identification logic for Minimum case validation:
If Reporting Category is AE, AF, DE, DF, BC, BD, AG, or DG, then fetch the
value based on the availability in the following order:

1. Fetch COI from the Primary Reporter C.2.r.5= 1.
2. Fetch COI from E.i.9.
3. Fetch the country from the First reporter which has valid C.2.r.3 value.

In the incoming PMDA E2B R3 message file the following date elements might
contain the time zone component. In case these date elements contain the time
zone offset, then adhere to that time zone offset in the element value while
converting it in the GMT.

— J2.2.1 - Date of Reporting

— N.1.5 - Date of Batch Transmission

— N.2.r.4 - Date of Message Creation

— C.1.2 - Date of Creation

— C.1.4 - Date Report Was First Received from Source

— C.1.5 - Date of Most Recent Information for This Report

Oracle Argus Safety supports time component for N.1.5, N.2.r.4, and C.1.2 only.

In case C.1.4, C.1.5, and J2.2.1 values are in CCYYMMDD precision i.e. without
the time component then consider the incoming value to be in GMT and store it
without any transformation.
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Sample date formats:

— 23-Jan-2017 08:30 +3.5
EMA & PMDA: +3.5 for converting it to GMT: > If Oracle Argus Safety
support's time, then save the converted date. > If Oracle Argus Safety does
not support's time, then strip the time from converted date, and save.

— 23-Jan-2017 08:30
EMA & PMDA:

> |If Oracle Argus Safety support's time, then save the incoming date as-is. >
If Oracle Argus Safety does not support's time, then strip the time from as-is
date, and save.

— 23-Jan-2017
EMA & PMDA: Save the date as-is.

PMDA E2B R3 regulation have introduced as a new concept of Urgent Report
(J2.3 (MHLWFLAGFORURGENTREPORT) = 1). The Urgent Report is treated as
regular initial or a follow-up report as applicable.

The application logic for attachment import supports the compression algorithm as
per the profile switch "Compression algorithm for file attachments in PMDA E2B
R3".

Similar to that of EMA E2B R3, if the Reporting destination is configured to
transmit the Attachments then the PMDA E2B R3 import logic imports all the valid
attachments that are allowed to be added into the case form as configured in the
profile switch "Case Processing > Valid Attachment File Types".

ICSR Pending Screen for (R3) Report

Pending screen filter displays an additional value "Urgent Report" in the existing
Reports > ICSR Pending > Report Type drop-down list.

The search grid indicates the Urgent reports by appending "(Urgent)" in the
"Initial / F-U / Nullification/ Amendment" column after the actual report type. For
example, if the Initial report is an urgent report then the column value is displayed
as Initial (Urgent).

In the Pending screen context menu, the E2B Viewer displays the same options
as in PMDA E2B R3 Report export i.e. it supports the viewing of the PMDA Paper
report. Besides, the default view settings for E2B Viewer remains same as for
PMDA E2B R3 export.

PMDA E2B R3 ACK

ORACLE

PMDA E2B R3 Acknowledgment Template profile "ICH-ICSR V3.0
ACKNOWLEDGMENT TEMPLATE - PMDA" is available in the application.

Similar to EMA R3, PMDA E2B R3 supports Batch Acknowledgement
transmission. The acknowledgements pertaining to ICSR received in the batch
are sent only after processing all the ICSRs present in the XML file.

The application supports the generation of the low level ACK for the PMDA E2B
R3 ICSR message imported in Oracle Argus Safety using physical media option at
Agency level.

The application generates PMDA E2B R3 ACK as an XML file with the following
file name format (unlike PMDA E2B R2 where it was a SGML):
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A- <Conpany's Abbrevi ati on>-<Date of Reporting>-<uni que
nunber >. xni

Attribute Description
Company's Code List > Reporting Destination > EDI Tab > Company Identifier
Abbreviation

Date of Reporting  System date in Japan Time zone (using profile switch JPN_OFFSET)
"YYYYMMDDHHMIss" format.

Unique number This unigue number must be alpha-numeric value constructed
by concatenating the Case Number and last 2 characters of
SAFETYREPORTID tag value (i.e. AA, AB, and AC etc.). For
example if the case number is "15JP000236" and Safety Report ID is
"JP-SENDER-JAPAN-15JP000236AA" then the Unique number will
be "15JP000236AA". In case of a batch ACK, use the case number
form the first case of the batch.

Processed ICSR Reports

The Processed ICSR Reports screen contains a list all processed ICSR Reports.
Click the Processed ICSR Reports tab on the Incoming Reports screen to view the
Processed ICSR Reports screen.

ORACLE Argus Safety
N o cml [D—0u=r | mprova | #s | LocalAfiate |15 UF+| Hviafi—f )| ArgusConsole | Argusinsight
45 > ABTEDICSRIRS
SIBEDOSRIES
BRRe

52 madan], 2018565298, A9EE (ASPOB1.ORACLE) L MEEIEVEETY

RS [alb2 | FTHIR B&RE Avk—k- 27 =42 FEOEE
[ ][R [mm v[F~T V]
B FHO#HE BB #78 i
[ERE | 2oiaei | 2seaniioi B VEE ]

S e - — .
oLy TEAEESTE (b AT BT
HDABAVARTIS// 59U G ompms pidmEare

ZFS2ORBI Y MBS o 9w ®

The Processed ICSR screen contains the following:
e Search Criteria
e Total Number of Rows

For more information, see:

e Total Number of Rows Fields

Total Number of Rows Fields

The following table lists and describes the fields in the Total Number of Rows section
on the Processed ICSR screen.
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Field

Description

Originated Case#

Displays the Originated Case Number of the case.

Initial/F-U/Nullification

Displays the Initial/F-U/Nullification status.

Trading Partner

The name of the trading partner.

World Wide Unique#

The World Wide Unique # for the case.

Import Status -
Warnings/Errors

The import status of the case and any associated warnings/errors.

Case # Imported As

The Case Number used when importing the case.

Accepted / Rejected
By

Identifies who accepted or rejected the case.

Notes

The case notes.

Interchange Date

The Interchange Date.

Date Imported/

The date the case was imported/rejected.

Rejected
ACK Gen Yellow indicates the case is still pending
Orange indicates the case is accepted with warnings / errors
Red indicates the user or system rejected the case.
Green indicates the case has been successfully imported.
EDI Out Yellow indicates the system is waiting to send the report out of the

EDI / XML or PHY out folders

Green indicates the report is already sent out of the EDI / XML or PHY
out folders

Red indicates that the EDI gateway failed to send the report out of the
EDI / XML or PHY out folders.
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