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Preface

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

e Access to Oracle Support

Documentation accessibility

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

Related resources

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

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

Access to Oracle Support

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

Cloud customers receive support assistance through Support Cloud

Oracle customers that have purchased support have access to electronic support
through Support Cloud.

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

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

» 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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Introduction

ORACLE

MFDS, the South Korean Health Authority, published guidelines for Electronic
Transmission of Individual Case Safety Reports E2B(R3) Data Elements and Message
Specification [Specification for an Applicant] in January 2019. The final version of this
guideline was approved on January 24, 2019.

AR @4

W@ e

Clean and upright Korean society
Clean and upright Korean society

Republic of Korea Implementation Guide: Electronic Transn
of Individual Case Safety Reports E2B[R3] Data Elements

T

JIOI=r2I[TIA2l 9
Republic of Korea Implementat Jaomasy 2019

Electronic Transmission of Individual C
E2B(R3) Data Elements and Messad

Message Specification [Specification for an Applicant]

X OlSAHY

2019. 1.
Ministry of Food and Drug Safety

Oracle Argus Safety is enhanced to support out-of-the-box E2B(R3) profile to submit
PMSR and CT cases to South Korean Health Authority MFDS (Ministry of Food and
Drug Safety). It is mandated that Pharma companies must submit ICSRs in E2B(R3)
format starting January 1st, 2021.

There are 14 Regional elements added to those specified in the ICH E2B(R3):

Element ID Element Description Element Description
(English) (Korean)
C.2r4.KR.1 Other Health Professional -
Type 7|EF 2T ET =2
C.3.1.KR.1 Health Professional Type O =
olz HEI SH+FE&
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Element ID Element Description Element Description
(English) (Korean)
C.5.4KR.1 Other Studies Type —
P 7[EFAE AT E
D.8.r.1.KR.1a Medicinal Product Version oL %
O L -
—l T= L H'l |_-I
D.8.r.1.KR.1b Medicinal Product ID Ol Qlt% i C
D.10.8.r.1.KR.1a Medicinal Product Version olokm x
LL —
O|oFE I E H™
D.10.8.r.1.KR.1b Medicinal Product ID Ol 9,"% i C
G.k.2.1KR.1a Medicinal Product Version OF = %
O LL -
——| e =1 e H-l L
G.k.2.1.KR.1b Medicinal Product ID Ol gll:% i C
G.k.2.3.r.1.KR.1a Substance ID Version =
C
d2 ZEHHE
G.k.2.3.r.1.KR.1b Substance ID
=
Hdg3c
G.k.9.i.2.r.2.KR.1 MFDS Method of Assessment _=| |- 4
1 |_ H
o 7 O -
G.k.9.i.2.r.3.KR.1 WHO-UMC Result of —
Assessment WHO-UMC lcg' 7|' PEdJ—I—l-
G.k.9.i.2.r.3.KR.2 KRCT Result of Assessment KRCT ré:)' 7|_ ;g J—I_l'

This document lists best practices and recommendations for generating MFDS
E2B(R3) report from Oracle Argus Safety.
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Setting up Reporting Destinations

ORACLE

As per the Business rules for E2B(R3) published by MFDS

OEZ Q| AMHES TI O A} gaaH=s B .
(FECIELS X OIGAE THIE 2585 F XIsX), the reports have to be submitted to 4

different offices, based on the case data.

Therefore, N.1.4 Batch Receiver Identifier and N.2.r.3 Message Receiver |dentifier
should have one of the below values:

e Clinical Trial: MFDS-O-CT (Test environment-MFDS-T-CT)

e Compassionate Use: MFDS-O-CU (Test environment-MFDS-T-CU)

e Domestic Post-marketed: MFDS-O-KR (Test environment-MFDS-T-KR)
* Foreign Post-marketed: MFDS-O-FR (Test environment-MFDS-T-FR)

To achieve this, it we recommend that you set up four different Reporting Destinations
in Oracle Argus Safety with Agency Identifiers.

MFDS-0-CT Regulatory Authority MFDS Department for CT
MFDS-0-CU Regulatory Authority MFDS Department for CU
MFDS-O-FR Regulatory Authority MFDS Department for FR
MFDS-0-KR Regulatory Authority MFDS Department for KR

Add New, Copy. Delete Print
Modify Reporting Destination

Agency Information Local Company Contact EDI 2 SMTP |

SGML @ xML [ Suppress Auto-scheduling

Agency Information
¥ Agency Identifier dfication Code Code Qualifier

MFDS-O-KR [ |
Message Profile

ICH-ICSR V3.0 MESSAGE TEMPLATE - MFDS [v]  [IMark as Auto Submit [JAuto Accept ICSR's v
ACK Profile ‘Submission date for ICSR's

ICHICSR V3.0 ACKNOWLED GMENT TEMPLATE - ICH ™ | | [ Primary Receive Agency
Imported Case are assigned to Initial Workflow State XML Source Classificati Selection Source Classificati
[<site of importing user> ]| ] 2 2|
MIR Report Format
[J Transmit ICSR Attachments Attachment Classification : Allowed attachment file size inMB) [ | <
[

Save

2-1
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Setting up Reporting Rules

Each report to MFDS has to be routed to CT/CU/KR/FR Receiver Identifier depending
on case data like Drug/Vaccine license country, Report type, Primary reporter country,

Type of study.

We recommend that you setup Reporting Rules in Oracle Argus Safety with Advanced

Conditions.

Below are sample reporting rules for understanding:

Country

License Type

Agency

Rule Name

Timeframe
Calendar
days

Advanced
Condition

South Korea

Marketed
Drug

MFDS-0O-KR

Serious ADR
Domestic

15

Primary
Reporter
Country =
South Korea
Report Type =
Spontaneous

Germany

Marketed
Drug

MFDS-O-FR

Serious ADR
Foreign

15

Primary
Reporter
Country <>
South Korea
Report Type =
Spontaneous

South Korea

Investigational
Drug

MFDS-O-CT

Death/LT
SUSAR

Primary
Reporter
Country =
South Korea
Report Type =
Sponsored
Trial

South Korea

Investigational
Drug

MFDS-O-CT

Serious
Unexpected
MFDS Clinical
Trial rule

15

Primary
Reporter
Country =
South Korea
Report Type =
Sponsored
Trial

Germany

Investigational
Drug

MFDS-O-CT

Death/LT
SUSAR

Primary
Reporter
Country <>
South Korea
Report Type =
Sponsored
Trial
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Country

License Type Agency

Rule Name

Timeframe
Calendar
days

Advanced
Condition

Germany

Investigational MFDS-O-CT
Drug

SUSAR
MFDS Clinical
Trial rule

15

Primary
Reporter
Country <>
South Korea
Report Type =
Sponsored
Trial

South Korea

Investigational MFDS-O-CU
Drug

SUSAR
MFDS
Therapeutic
Study rule

15

Primary
Reporter
Country =
South Korea
Report Type =
Sponsored
Trial

Observe
Study Type =
Compassionat
e Use

European
Union

Investigational MFDS-O-CU
Drug

SUSAR
MFDS
Therapeutic
Study rule

15

Primary
Reporter
Country <>
South Korea
Report Type =
Sponsored
Trial

Observe
Study Type =
Compassionat
e Use

South Korea

Marketed
Drug

MFDS-0O-KR

SADR
domestic

15

Primary
Reporter
Country =
South Korea
Report Type =
Spontaneous
Clinical Trial

Observe
Study Type =
Other Studies
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Set up an E2B(R3) profile for ICSR and

ACK

ORACLE

To generate MFDS E2B (R3):

1. Setthe Message Profile in the Reporting Destination as ICH-ICSR V3.0
ACKOWLEDGEMENT TEMPLATE - ICH.

To import MFDS ACK:

1. Setthe Acknowledgment Profile in the Reporting Destination as ICH-ICSR V3.0
ACKNOWLEDGEMENT TEMPLATE - ICH.

¥ Ager 3 Identification Code Code Qualifier

Message Profile
ICH-ICSR V3.0 MESSAGE TEMPLATE - MFDS [v] | Mark as Auto Submit [ Auto Accept ICSR's v
ACK Profile. ubmission date for ICSR's
[ICHICSR V3.0 ACKNOWLEDGMENT TEMPLATE - ICH vl vl [ Primary Receive Agency
i 7 ML Source Classificati Selection Source Classificati
[<sie of importing user> [ 2 2 2
MIR Report Format
[ Transmit ICSR Attachments Attachment Classification : Allowed attachment file size (in MB)
2. \
¢’ Note:
R .

The ACK ICH-ICSR V3.0 ACKNOWLEDGEMENT TEMPLATE - ICH
profile is created using the new R3 framework, and is designed to be
used with ICSR R3 profiles like MFDS. It cannot be used as an ACK
profile along with ICH- ICSR V3.0 MESSAGE TEMPLATE, as the ICSR
template is based on the old framework.

4-1



MFDS codes for Products and Ingredients
In Post-marketed Domestic Cases

MFDS has published a Regional Drug Dictionary with Product code and Ingredient
code assigned for each Product and the set of Ingredients in that Product.

MFDS Product code — 9-digit unique code per Product
MFDS Ingredient code — 7-digit unique code per Ingredient

MFDS uploads the Drug Product License details spreadsheet in
nedr ug. nf ds. go. kr, and this is refreshed in real time (on a daily basis). The
location for file download is:

Drug Product License details

For post-marketed domestic cases, it is mandatory to transmit the MFDS Product code
or MFDS Ingredient code for every Company and Non-company Product in the KR
specific regional data elements (outlined in the table below) in E2B(R3) report as per
the Business rules.

To achieve this, four new Case Form fields are introduced in Oracle Argus Safety.

It is required that companies manually enter the MFDS assigned Product code and
Ingredient code in the Case Form fields as outlined in the table below.

Element ID Element Description Case Form Field
D.8.r.1.KR.1b Medicinal Product ID Patient tab > Other Relevant
(Patient Past drug Therapy) History > MFDS Product
Code
D.10.8.r.1.KR.1b Medicinal Product ID Parent tab > Other Relevant
(Parent Past drug Therapy) History > MFDS Product
Code
G.k.2.1.KR.1b Medicinal Product ID Product tab > Product
(Suspect/Concomitant/ Information > MFDS Product
Interacting Products) Code
G.k.2.3.r.1.KR.1b Substance 1D Product tab > Substance
(Ingredients of Suspect/ Information > MFDS
Concomitant/Interacting Ingredient Code
Products)

1. Patient/Parent tab > Other Relevant History > MFDS Product Code:

ORACLE 5-1
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Chapter 5

2. Product tab > Product Information > MFDS Product Code

Drug
Product Information
Product Name Select | | Encode @ suspect O O Treatment
[HH Prod 1 MKT
Generic Name
[CADMIUM SULFIDE
Product Identifier Type Product Identifier Version [MFDS Product Code [] oTe Product
Company Drug Code Obtain Drug Country Drug Code P medicinal
[ [KOREA, REPUBLIC OF ] [ ][ ]|
Formulation Drug i Country Market Holder Type
[Capsule [KOREA, REPUBLIC OF | [oracie 1 ]|
Units Interaction? Contraindicated?
[s00 | lgram ] v v [ brug Not Administered

3. Product tab > Substance Information > MFDS Ingredient Code

TN
; | v i -
i Drug Authorization Country Market ization Holder

|capsule | luNITED STATES | [oracke
Concentration  Units i i ?

I I vl v
UD Number 1 UD Number 2
[ | vl

Substance Information (1)

#  Substance Name Substance Term ID Version Strength Unit MFDS Ingredient Code

1. [PACLITAXEL i I[ I [ I \

¢ Note:

Itis in Oracle Argus Safety roadmap to enhance data entry and to provide
a way to automatically populate MFDS Product Code and MFDS Ingredient
Code when any Product is added to case.

e For company products, this requires association of MFDS-specific codes
in Console > Product Configuration.

e For non-company products, this requires association of MFDS-specific
codes in WHO drug dictionary tables. Based on discussions with WHO-
UMC, it is understood that WHO-UMC is working with MFDS to provide

this mapping between WHO drug/ingredient codes and MFDS specific
codes.

ORACLE" 5-2
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WHO codes for Products and Ingredients
In Post-marketed Foreign Cases

For post-marketed foreign cases, it is mandatory to transmit the WHO Medicinal
Product ID for every Company and Non-company Product, and WHO CAS Number

for every Ingredient of the Product in the KR specific regional data elements (outlined

in the table below) in E2B(R3) report as per the Business rules.

" Note:

Based on discussion with MFDS, only WHO Global C3 coding is accepted
while submitting foreign ICSRs. ICSRs using other formats (e.g. B3 format)
will be rejected.

Element ID Element Description Data Original

D.8.r.1.KR.1a WHO-DD version WHO-DD version

D.8.r.1.KR.1b Medicinal Product ID WHO Medicinal Product ID
(Patient Past drug Therapy)

D.10.8.r.1.KR.1a WHO-DD version WHO-DD version
D.10.8.r.1.KR.1b Medicinal Product ID WHO Medicinal Product ID
(Parent Past drug Therapy)

G.k.2.1.KR.1a WHO-DD version WHO-DD version
G.k.2.1.KR.1b Medicinal Product ID WHO Medicinal Product ID

(Suspect/Concomitant/
Interacting Products)

G.k.2.3.r.1.KR.1a WHO-DD version WHO-DD version

G.k.2.3.r.1.KR.1b Substance 1D WHO CAS Number
(Ingredients of Suspect/
Concomitant/Interacting
Products)

For more information, see:

» Difference between B-format and C-format
e For Companies using WHO-DD C3 format
e For Companies using WHO-DD B3 format

e Customization of B3 to C3 mapping

Difference between B-format and C-format

ORACLE

B-formats contain information about trade names, ingredients and ATC
classification(s). The unique key is the alphanumeric Drug Code.
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Chapter 6
For Companies using WHO-DD C3 format

C-formats contain all the B-format information (including the Drug Code) but has

in additional information regarding the countries in which the product is marketed,
Marketing Authorization Holders, pharmaceutical forms and strengths. The unique key
is the alphanumeric Medicinal Product ID.

WHO B3 coding in Oracle Argus Safety

e Drug Coding -- Webpage Dialog X

Drug Coding { WHODRUG GLOBAL B3 March 1, 2019 )

Product Type ATC Code (® Drug Code O Medicinal Prod ID ® Trade Name O Ingredient Formulation Country [ Full Search | Clear |

[camy V]| I |[Crocin | | | \

Trade Name Formulation / Strength Sales Country Generic?
CROCIN

CROCIN COLD N FLU

CROCIN COLD N FLU

CROCIN COLD N'FLU

CRQCIN COLD N'FLU

CRQCIN PAIN RELIEF

CROCIN [PARACETAMOL]
CROCIN;HYALURONIC ACID;PHOSPHOLIPIDS
CROCINON

Z<zZzZzZZZ <

Drug Detail
Trade Name CROCIN

MAH [ |

Drug Code 144652.01.001 ATC Code  [SOTXA ATC Description OTHER OPHTHALMOLOGICALS
Medicinal ProductiD |
Ingredients [CROCIN |

‘

WHO C3 coding in Oracle Argus Safety

& Drug Coding -- Webpage Dialog

Drug Coding | WHO DDE C3 December 1, 2017 )

Product Type ATC Code (® Drug Code () Medicinal Prod 1D ® Trade Name O Ingredient Formulation Country [ Full Search | Clear |
{ [en V]| I | Crocin | [ I |
Trade Name Formulation ! Strength Generic?
1 Crocin Onspecmed/Unspeciiod PHL N
Crocin Unspecified/Unspecified IND N ~
Crocin LIQUIDS. DROPS/Unspecified IND N
I Crocin Unspecified/Unspecified IND N I
Crocin LIQUIDS, SUSPENSIONS/Unspecified IND N
Crocin LIQUIDS, SYRUPS/Unspecified IND N -‘
Crocin TABLETS/Unspecified IND N
Crocin LIQUIDS, SYRUPS/Unspecified PHL N
Crocin Unspecified/Unspecified PHL N
Crocin TABLETS/Unspecified PHL N
- Crocin LIQUIDS, SUSPENSIONS/Unspecified PHL N L
4 Crocin Unspecified/Unspecified UNS N [
7| Crocin cold n flu Unspecified/Unspecified IND N [
1 Crocin cold n flu Unspecified/Unspecified IND N
Crocin cold n flu Unspecified/Unspecified UNS N r
Crocin cold n flu COATED TABLETS, FILM/Unspecified IND N v
Crocin cold n flu COATED TABLETS, FILM/25 mg/5 mg/500 mg IND N
Crocin Cald n' Flu Hnsnecifiadil Insnacifiad IND N o
_| Drug Detail
4 Cme A
| Trade Name Crocin
1 fman Not specified || | r
+ Drug Code ‘UDDZDD 01172 ATC Code |NO2BE ATC Description Anilides I
Medicinal Product ID 1440155 || | v
Ingredients |Paracetamol 1 L
1 Erm
T —

For Companies using WHO-DD C3 format

1. For auto encoding of drugs during Case processing with WHO-DD C3 format,
the dictionary is set in Console > Common Profile Switch > Case Form
Configuration > Auto Encoding section.

ORACLE" 6-2
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For Companies using WHO-DD C3 format

Set the same WHO-DD C3 dictionary in the newly introduced Common Profile
Switch in Console > Common Profile Switch > E2B > Regional Drugs

Dictionary.

# Note:

This switch will have no impact on Case processing and that it is used
only for MFDS E2B R3 reporting.

_a nep
[ Local Labeling

;J [ Network Settings.
L5 Reporting

-]
[ eVAERS
| Expedited
"3 Expedited - BfAM
) Expedited - Canada
"1 Expedited - CIOMS
+] - Expedited - MedWaich
|[23 Periodic
"1 Scheduling
4[4 Security
|_[3 Single Sign-On
(3 User Interface
3 Workflow

_

Global Introspection

Default viewing format of the E2B report (used in E28 (R2) reports)

O seML
Ocioms

(O MEDWATCH

(®) DECODED VIEW

E2B Export Mapping Logic for MedDRA Dictionary Version

® As present in the case

(O Use custom lagic defined in database function "Pkg_ESM_Custom F_Get MedDRA_Version” under ESM Schema

Enable stripping of line breaks in attachment data for EMA E2B{R3) profile

=~
®)Yes

A
ONo

Regional Drugs Dictionary

|WHODRUG GLOBAL C3 March 1, 2020 v

WHO Medicinal Product ID and WHO CAS Number is captured and transmitted as
outlined in the table below.

For details, refer to the Business Rules defined in the E2B(R3) export mapping

document.

Element ID Element Description Data Capture and
Transmitted From

D.8.r.1.KR.1a WHO-DD version Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

D.8.r.1.KR.1b Medicinal Product ID Case Form > Patient >

(Patient Past drug Therapy)

Other Relevant History >
WHO Medicinal Product ID

D.10.8.r.1.KR.1a

WHO-DD version

Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

D.10.8.r.1.KR.1b

Medicinal Product ID
(Parent Past drug Therapy)

Case Form > Parent >
Other Relevant History >
WHO Medicinal Product ID

G.k.2.1.KR.1a WHO-DD version Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

G.k.2.1.KR.1b Medicinal Product ID Case Form > Product >

(Suspect/Concomitant/
Interacting Products)

WHO Medicinal Product ID

G.k.2.3.r1.KR.1a

WHO-DD version

Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

6-3
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For Companies using WHO-DD C3 format

Element ID

Element Description

Data Capture and
Transmitted From

G.k.2.3.r.1.KR.1b

Substance 1D
(Ingredients of Suspect/
Concomitant/Interacting

WHO CAS Number is
retrieved from WHO-DD C3
dictionary

Products) WHO_DRUG_C_SUBSTAN

CE table using

Case Form > Product >
Substance Information >
Substance Name

For WHO drugs

To facilitate capturing of WHO Medicinal Product ID for Historical drugs, 2 Case
Form fields are newly introduced, namely:

e Case Form > Patient > Other Relevant History > WHO Medicinal Product
ID

e Case Form > Parent > Other Relevant History > WHO Medicinal Product
ID

When drugs are coded during case processing with the WHO-DD C3 format,
the WHO Medicinal Product ID is automatically populated from the WHO Drug
browser.

For Company drugs

In Oracle Argus Safety Console, it is recommended to set the WHO

Drug Code for company products. This will store the WHO Drug Code in
LM_PRODUCT.DRL_ID and also the corresponding Medical Product ID in
LM_PRODUCTS.MEDICINAL_PROD_ID.

When this Product is added in the case, the WHO Medicinal Product ID would be
populated in Case Form > Product.

ppv— [ i "
Starzoko Starstat TABLETS/10 mg IND! N
| Starstat TABLETS/20 mg IND N
Product Family Name
Starzoko
¥ Ingredient Name
SIMVASTATIN
¥ Generic Name
STARSTAT - EZ, Stasim, §
¥ Dosage Formulation
_|  Drug Detail
Tablet Trade Name Starstat
Model # Inte
WHO Drug Code MAH [Lupin
008481.01 883 Drug Code |008481.01.883 ATC Code [C10AA ATC Description HMG CoA reductase inhibitors
st NamBar ] | wocicina roduct o auieass
Lot# Ingredients Simvastatin
TENTE
Product Name Select | [ Encode | @ Suspect O Concomitant  (
[Starzoko KR
Generic Name
[STARSTAT - EZ, Stasim, Stasiva
Product Identifier Type Product Identifier Version MFDS Product Code ] OTC Product
H L. I
Company Drug Code Obtain Drug Country | Drug Code WHO Medicinal Product ID |
[ ] [KOREA, REPUBLIC OF | [008481.01.883 4016253
Formulation Drug Authorization Country farket Authorization Holder uthorization Type
[Tablet | [KOREA, REPUBLIC OF | [Drug and Devices Inc
Ce i Units Interaction? Ci
[s0 | [milligram I~ vl
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For Companies using WHO-DD B3 format

< Note:

During E2B R2/R3 import, the WHO Medicinal Product ID will not be
populated even if the incoming XML contains a WHO Drug product. This
is because, with the elements available in the Page 15 of 28 XML file, it
is not possible to determine the correct WHO MPID. Similarly, the system
has not been populating WHO Medicinal Product ID in Case Form >
Product during E2B R2/R3 import.

For Companies using WHO-DD B3 format

ORACLE

For auto encoding of drugs during Case processing with WHO-DD B3 format,
the dictionary is set in Console > Common Profile Switch > Case Form
Configuration > Auto Encoding section.

For MFDS E2B(R3) reporting, since it is mandatory to send the WHO Medicinal
Product ID and the WHO CAS Number from C3 format, it is recommended to load
the WHO-DD C3 dictionary into Oracle Argus Safety. Technically Oracle Argus
Safety supports loading multiple WHO dictionary versions and formats.

Set the WHO-DD C3 dictionary in the newly introduced Common Profile Switch in
Console > Common Profile Switch > E2B > Regional Drugs Dictionary.

# Note:

This switch shall not impact Case processing and is used only for MFDS
E2B R3 reporting. Hence companies can continue to code drugs with the
WHO-DD B3 format as usual.

MFDS E2B(R3) mapping logic is designed to automatically fetch the WHO
Medicinal Product ID and the WHO CAS Number from the C3 dictionary set in
the Regional Drugs Dictionary based on the WHO Drug Code in the Oracle Argus
Safety Case Form.

This mapping is designed in discussion with WHO-UMC to fetch the match from
C3 where Country = Unspecified, MAH = Unspecified, Formulation = Unspecified,
Strength = Unspecified.

For example, for the ABAPEN drug coded using B3 format, Oracle Argus Safety
mapping logic fetches the corresponding C3 format data, as in the image below:
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Customization of B3 to C3 mapping

WHODrug B3-format WHODrug C3-format

ABAPEN (MPID: 4032301)

ABAPEN (MPID: 4032300)
Country: Korea, Republic of

ABAPEN ABAPEN (MPID: 4032299)
Gabapentin

Country: Korea, Republic of
MAH: Icure Co., Ltd.

01003001423
NO2BG, NO3AX

ABAPEN (MPID: 4032298)
Country: Korea, Republic of
MAH: Icure Co., Ltd.
Pharmaceutical form: Capsules

ABAPEN (MPID: 4032297)
Country: Korea, Republic of
MAH: Icure Co., Lid.
Pharmaceutical form: Capsules
Pharmaceutical strength: 300 mg

< Note:

WHO-UMC does not provide official mapping between B format and

C format. Oracle discussed this challenge with WHO-UMC, and they
acknowledge the challenge. WHO-UMC are currently engaging with
MFDS with the ultimate aim to create mappings between WHODrug B3
and WHODrug C3 format.

Until official mapping between B format and C format is provided, it is
recommended to use out-of-the-box MFDS E2B(R3) mapping logic in Oracle
Argus Safety.

Customization of B3 to C3 mapping

If customization is required, it can be achieved by the customizing export mapping
query for the below elements in Console > Interchange Mapping > MFDS profile.

* PATIENTPASTDRUGTHERAPY
*  PARENTPASTDRUGTHERAPY
« DRUG

* ACTIVESUBSTANCE

# Note:
pkg_nfds. sql is unwrapped for this purpose.

WHO Medicinal Product ID and WHO CAS Number are captured and transmitted as
outlined in the table below.
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Customization of B3 to C3 mapping

For details, refer to the Business Rules defined in E2B(R3) export mapping document.

Element ID Element Description Data Capture and
Transmitted From

D.8.r.1.KR.1a WHO-DD version Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

D.8.r.1.KR.1b Medicinal Product ID WHO Medicinal Product

(Patient Past drug Therapy)

ID is retrieved from
WHO-DD C3 dictionary
WHO_DRUG_C_MASTER
table using Drug code of the
Patient past drug details

D.10.8.r.1.KR.1a

WHO-DD version

Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

D.10.8.r.1.KR.1b

Medicinal Product ID
(Parent Past drug Therapy)

WHO Medicinal Product

ID is retrieved from
WHO-DD C3 dictionary
WHO_DRUG_C_MASTER
table using Drug code of the
Parent past drug details

G.k.2.1.KR.1a WHO-DD version Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

G.k.2.1.KR.1b Medicinal Product ID WHO Medicinal Product

(Suspect/Concomitant/
Interacting Products)

ID is retrieved from
WHO-DD C3 dictionary
WHO_DRUG_C_MASTER
table using Case Form >
Product > Drug Code

G.k.2.3.r.1.KR.1a

WHO-DD version

Console > Common Profile
Switch > E2B > Regional
Drugs Dictionary

G.k.2.3.r.1.KR.1b

Substance 1D
(Ingredients of Suspect/
Concomitant/Interacting
Products)

WHO CAS Number is
retrieved from WHO-DD C3
dictionary
WHO_DRUG_C_SUBSTANC
E table using Case Form >
Product > Substance
Information > Substance
Name
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Clinical Trial Approval Number and Clinical
Trial Serial Number for Study cases

ORACLE

For Study cases where Study Type is Clinical Trial study (C.5.4
OBSERVESTUDYTYPE = 1 Clinical trials) or Study Type is Compassionate Use study
(C.5.4 OBSERVESTUDYTYPE = 2 Individual patient use), it is mandatory to transmit
the data as outlined in the table below.

Element ID Element Description Data to Transmit

C5.1r1 Study Registration Number Clinical Trial Approval Number
issued by MFDS

C.5.3 Sponsor Study Number Clinical Trial Serial Number

issued by MFDS

To achieve this, it is recommended to setup the MFDS specific numbers in Console >
Study Configuration > Clinical References section.

e For transmitting Clinical Trial Approval Number issued by MFDS in C.5.1.r.1, select
Reference Type = CT Approval Number, and enter the Reference Number for
Country = Korea, Republic of

*  For transmitting Clinical Trial Serial Number issued by MFDS in C.5.3, select
Reference Type = CT Serial Number, and enter the Reference Number for
Country = Korea, Republic of

Reference Type Country Reference Number
T Approval Number [KOREA, REFUBLIC OF v] [DsO0t

T Serial Number [KOREA REPUBLIC OF ~]  mrosooz
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Other Health Professional Type
(C.2.r.4.KR.1) for cases reported by Other
Health Professional

Whenever a case is reported by Other Health Professional Case Form > General >
Reporter Information > Reporter Type is selected as Other Health Professional.

This transmits C.2.r.4 QUALIFICATIONR3 = 3 (Other health professional), it is
mandatory to transmit C.2.r.4.KR.1 Other Health Professional Type.

Element ID Element description Allowed Values
C.2r4.KR.1 Other Health Professional 1=Nurse
Type 2=0ther

To achieve this, Oracle Argus Safety Flexible codelist is enhanced with additional
values in Console > Codelist > Flexible re-categorization > REPORTER_TYPE:

* New attribute MFDS is added
» Existing attribute E2B(R3) is updated for the additional values

If a case is reported by a Nurse, then select Case Form / General / Reporter
Information / Reporter Type = Nurse. MFDS E2B(R3) will transmit C.2.r.4 = 3 Other
health professional and C.2.r.4.KR.1 = 1 Nurse.

If a case is reported by any other Health Professional, then select Case Form /
General / Reporter Information / Reporter Type = Other or Hospital. MFDS
E2B(R3) will transmit C.2.r.4 = 3 Other health professional and C.2.r.4.KR.1 = 2 Other.

What this means to business users: No additional data entry required (and derived
from configuration).

English Description E2B Ja MFDS
Physician 1 EEFHREBLE -
Company 5 PEAERE i
Representative
Other Health 3 ZOMDEZEZFIF?
Professional ] -
Non-Health 5 HBEEIEZ0MbOIFEEEFT
Professional

EX
Nurse 3 =3 1:11] !
Pharmacist 2 B K Bl i
Consumer 5 HEE .
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English Description E2B Ja MFDS
Lawyer 4 FE+ -
Other 5 01t -
Professor 5 ﬁ?’% -
Hospital 3 BT 2
Specialist 1 BHPR -
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Health Professional Type (C.3.1.KR.1)
for cases with Sender Type Health
Professional

ORACLE

Whenever Sender Type is Health Professional with C.3.1 = 3 (Health professional) as
set in the Console > Reporting Destination > Local Company Contact > Sender
Type, it is mandatory to transmit C.3.1.KR.1 Health Professional Type.

Element ID Element Description Allowed Values
C.3.1.KR.1 Health Professional Type 1=Clinic/Hospital
2=Pharmacy
3=Public Health Centre
4=Cther

To achieve this, Oracle Argus Safety Flexible codelist is enhanced with
additional values in Console > Codelist > Flexible re-categorization >
REPORTING_DESTINATION_TYPE:

* New attribute MFDS is added
« Existing attribute E2B(R3) is updated for the additional values

It is recommended to set the Console > Reporting Destination > Local Company
Contact > Sender Type according to the Sender Type so that C.3.1 will be transmitted
as 3 (Health professional) and C.3.1.KR.1 will be transmitted as corresponding MFDS
attribute value.

What this means to business users: No additional data entry required (and derived
from configuration).

Agency Information Local Company Contact EDI SMTP
¥ Company Name Lab €
Oracle

SETTTErOTE = =
Health Professi M Emai
Health Professional (Pharmacy) |:
Health Professional (Public Health Center)

e

Patient / Consumer Last
Pharmaceutical Company |:
Regional Pharmacovigilance Center

Regulatory Authority Phon
WHO Collaboration Center for Intemational Drug Monitoring |:

]

Address 2 FAX

CODE En Ja E2B_R3 MFDS
1 Pharmaceutical 1) Sz A 1 -
Company RERX
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CODE

En

Ja E2B_R3

MFDS

Regulatory
Authority

BEjus 2

Health
Professional

EEEFR S

Regional
Pharmacovigilanc
e Center

HhIg A BB 5~

WHO
Collaboration
Center for
International
Drug Monitoring

WHO ERREZERTE_IUvIt
I~

Other

Z0fth 6

Patient /
Consumer

BE/ HEE

Health
Professional
(Clinic/Hospital)

EEREFIRZE/HK)

[

Health
Professional
(Pharmacy)

EEEFIRERB)

10

Health
Professional
(Public Health
Center)

EEEPIR (R

11

Health
Professional
(Other)

EEEFRZ0M)

N

9-2



Study Type (C.5.4.KR.1) for studies other
than CT or CU studies

ORACLE

For studies other than Clinical Trial or Compassionate Use, Study Type C.5.4 =3
Other studies (e.g. pharmacoepidemiology, pharmacoeconomics, intensive monitoring,
post marketed surveillance), it is mandatory to transmit C.5.4.KR.1 Other Studies
Type.

Element ID Element Description Allowed Values

C.5.4KR.1 Other Studies Type 1 = Investigation into usage
when reporting for a review
2 = Post-marketing clinical
study when reporting for a
review

3 = Special investigation when
reporting for a review

4 = Other

To achieve this, Oracle Argus Safety Flexible codelist is enhanced with
additional values in Console > Codelist > Flexible re-categorization >
CASE_CLASSIFICATION:

* New attribute MFDS is added
» Existing attribute E2B(R3) is updated for the additional values

It is recommended to set the Console > Business configuration > Studies >
Observe Study Type according to the Other Study Type so that C.5.4 will be
transmitted as 3 (Other studies) and C.5.4.KR.1 will be transmitted as corresponding
MFDS attribute value.

What this means to business users: No additional data entry required (and derived
from configuration)

CODE En E2B Ja MFDS

1 Clinical Trial 1 Eﬁanﬂi'_;_lt%ﬁ -

2 Individual Patient 2 -
ind EHBALED

3 Other Studies 3 FOMOHE 4

4 CIRM Case - CIRM Ef| -

5 SAW nOt - u] %;— Al
device

6 SAE not - SAE (EMFEFY)

applicable to drug
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CODE En E2B Ja MFDS

7 Combination - A O -
Product HE TR

8 Investigation into 3 = n= 1
usage fEREORAE

9 Post-marketing 3 %ﬁﬁ&%fiiﬁ%ﬁﬁ‘w
clinical study §

10 Special 3 +o[= 3
investigation FRlsEE
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Regional Causality Assessment for post-
marketed Domestic cases and Study cases

There are 3 regional KR elements described for Regional Causality Assessment.

For Study cases with C.1.3 Report Type = 2 (Report from Study), it is mandatory to
transmit G.k.9.i.2.r.2.KR.1 MFDS Method of Assessment and G.k.9.i.2.r.3.KR.2 KRCT
Result of Assessment.

For Post-marketed Domestic cases, preference is given to Regional causality
elements over ICH standard causality elements: G.k.9.i.2.r.2.KR.1 MFDS Method of
Assessment and G.k.9.i.2.r.3.KR.1 WHO-UMC Result of Assessment.

Element ID Element Description Allowed Values
G.k.9.i.2.r.2.KR.1 MFDS Method of Assessment 1=WHO-UMC
2=KRCT
G.k.9.i.2.r.3.KR.1 WHO-UMC Result of 1 = Certain
Assessment 2 = Probable
3 = Possible
4 = Unlikely

5 = Conditional/unclassified
6 = Unassessable/
unclassifiable nullFlavor: NA

G.k.9.i.2.r.3.KR.2 KRCT Result of Assessment 1 = Related
2 = Unrelated

To achieve this, Oracle Argus Safety Flexible codelist is enhanced with
additional values in Console > Codelist > Flexible re-categorization >
CAUSALITY_CATEGORY:

* New attribute MFDS is added.
» Existing attribute E2B R3 is updated for the additional values.

When a Medical Reviewer assesses Case Form > Event > Event Assessment >
Causality as Reported Result and Causality as Determined Result, the MFDS
specific codes are populated by out-of-the-box mapping logic in Regional Causality
Assessment elements.

# Note:

For Null flavor [NA], configure a flex codelist with MFDS code as [NA]. This is
not provided out-of-the-box.
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Flexible Re-Categorization Code Lists

Code List Name
[ CAUSALITY_CATEGORY V| [Search

CAUSALITY CATEGORY - CAUSALITY_CATEGORY

Unknown E|

iRk

en REPORTABILITY ja EU_CODE MFDS
Almost Certain 1 1315 - RoES 1 1
I Mot Applicable 0 2 NA] I
Probabie T B s T >
Possible 1 BBH®EIBLN I 1
Unlikely 0 BT ®YE DI 2
Not Related 0 AL 2
1 1
1 1

Not Reported

What this means to business users: No additional data entry required (and derived
from existing Causality Result).

CODE En REPORTABIL Ja EU_CODE MFDS
ITY
. Almost ! (3 ez (BT HY !
ertain
2 Probable 1 EB%B< Eaﬁag{) 2
3 Possible 1 EEnHcELLEL 3
4 Unlikely 0 BhE(LHY 22T 4
5 Not Related 0 E@EH L 2 4
6 Unknown 1 ;FEH 1 5
7 Not Reported 1 *jﬂig‘ 1 6
8 None 0 N 2 6
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Reporting to MFDS for legacy cases

No upgrade scripts are provided for reporting legacy cases to MFDS in E2B(R3)
format. It is recommended to review the case data and ensure data is updated to
satisfy MFDS business rules.
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