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U 2018 KIDS APEC Pharmacovigilance CoE Training
Day 1 (Tuesday, September 4" 2018)
Time Topics Speakers
9:00~9:30 Opening and welcoming remarks KIDS
9: 30~10:00 Pharmacovigilance system in Korea KIDS
10:00~11:00 | Overview of Phamacovigilance umcC
11:10~12:00 | ICH E2B Guideline PMDA
v Understanding E2B guideline
v Implementation of E2B(R3)
13:20~14:20 | Sharing of Various Economies | National | KIDS FDABayer
Adverse Event Reporting System Pharma




v Korea/ USA/ Industry Perspective

14: 30~16:00 | AE Reports Review Method UMC

v Case Series Review

16: 10~17: 00 | AE Reports Review Method v FDA

Pharmacovigilance and

Pharmacoepideminology

Day 2 (Wednesday, September 5 2018)

9:30~10:30 Risk Management Plan
Bayer Pharma

v The Regulatory Point of View

10:40~11:40 | Benefit - Risk Assessment PrimeVigilance

13: 10~15: 10 | [Hands on Exercise]
PrimeVigilance/
Benefit - Risk Assessment (Group Bayer Pharma/UMC

discussion)

15: 20~16: 00 | Sharing of Various Economies | Risk

Communication System PMDA/ HSA

v Japan/ Singapore

16: 10~17: 00 | Introductory Guide for MedDRA MFDS
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() ICH E2B
PMDA ICH E2BR3) ICH E2BR3) . ICHE2B
ICH ICSR 2013 R2 R3 WHO
VigiBase' E2B FDA 2015 7 ICH
E2BR3) 2019 . 2017 11 . 2013
E2ER3) 2016 4 E2BR3) ICSR 2019
4 E2ER3) ICSR ( 4), E2ER3)
E2BR3)
EB(R3) . E2B(R3)
E2BR3)
E2BR3) L
History of ICH E2B Implementation in Japan
[Date Event
March, 2001 MHLW issued the Japanese translation of the ICH E2B(R2) guideline
August, 2003 MHLW issued a notification and guidahce for a new electronic adverse event / reaction
reporting complying with ICH E2B(R2)
October, 2003 MHLW started to receive the electronic adverse event / reaction reporting by ICH E2B(R2)
April, 2004 PMDA started to receive the electronic adverse event / reaction reporting by ICH E2B(R2)
July, 2013 MHLW issued the Japanese translation of the ICH E2B(R3) guideline
September, 2013 MHLW/PMDA issued regional guidance for E2B(R3) implementation
February, 2014 MHLW/PMDA issued regional Q&A for E2B(R3) implementation

February, 2014 -

MHLW/PMDA updated regional guidance and Q&A several times

January - December,
2015

PMDA conducted a large-scale pilot testing for E2B(R3) implementation with
pharmaceutical companies and system venders

April, 2016 PIMDA started to receive E2B(R3) messages
. /| March, 2019 Adverse event / reaction reporting by ICH E2B{R2) will end
v/ | April, 2019 - PMDA plans to receive E2B{R3) messages only
4 ICH E2B
()
KIDS (Korea Adverse Event Report
KAERS) KAERS 27 PV center
KAERS KAERSoreign ICSR
E2BR?2) ( 5) 2016 ICH
ICH E2BR3) 2021
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KAERS vs KAERS-foreign G

Local format based on CIOMS and E2B(R2

Simple form available for consumers E2B(R2) compliant
Format Product and substance name in MFDS - Nosimple form available
medicine list - Product and substance name in WHODrug
Adverse event name in WHOART 092 (Korean -  Adverse event name in WHOART and MedDRA
version)
. Web portal only (xml and zip file upload
Web ] lab!
Methods o repor e por o st iplow 20 i
HCP. i
Spontaneous report; from HCPs (Hospitals, Mandatory reports from global
Typical types of senders RPVCs and pharmacists) and consumers Eracaua) caRranies
Mandatory reports from pharmaceutical P &
companies
No. of reports per year About 200 thousands About one million

5 KAERS vs KAER®Breign

FDA
Facebook Twitter
FDA

( 6) ICH E2B VigiFlow ICH
) s VigiFlow ICH
E2B

s E2B

( 7
Global ICSR submission landscape
Categories
1 Category A. Countries using an E2B database located in the country

or on a cloud (VigiFlow), applying ICH requirements and timelines
and accepting all contents in English. .

1 Category B. Countries using VigiFlow (cloud), but applying ICSR
submission timelines shorter than ICH and/or requesting text
contents in a language other than English.

[J Category C. Countries using a country-specific E2B database
requesting contents in a language other than English.

[l Category D. Countries working on upgrading a non-E2B database to
the E2B standard.

L} Countries where E2B-submission is not implemented for other
reasons.

SHoih RO 8 09
phs Daliman
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7 ICH ICSR

( ) (Causality assessment of ICSRS)
case series
signal ( 8) causality
assessment
WHQMC causality assessment
certain , probable/likely , possible, unlikely , conditional/unc lassified
unassesable/unclassifiable ( 9) probable
possible probable
possible
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