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 2018 KIDS- APEC 2018 KIDS- APEC 

Pharmacovigilance CoE Training 107 9 4 5

2 ̢ 

KIDS (Korea Institute of Drug Safety & Risk 

Management) 60

̡ ̡ ̡ ̡ ̡ ̡ ̡ ̡ ʁ

UMC̡ US FDA̡  HSA̡ PMDA MFDS

Bayer Jean- Christophe Delumeauu

̡ICH E2B guideline E2B(R3)̡

̡ ̢ 

 

ü 2018 KIDS- APEC Pharmacovigilance CoE Training  

Day 1 (Tuesday, September 4 th 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 Pharmacovigilance  UMC 

11:10~12:00 ICH E2B Guideline 

˅ Understanding E2B guideline  

˅ Implementation of E2B(R3)  

PMDA 

13:20~14:20 Sharing of Various Economies ɻ National 

Adverse Event Reporting System  

KIDS/ FDA/Bayer 

Pharma 
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˅ Korea/ USA/ Industry Perspective  

14: 30~16:00 AE Reports Review Method 

˅ Case Series Review 

UMC 

16: 10~17: 00 AE Reports Review Method ˅  

Pharmacovigilance and 

Pharmacoepideminology 

FDA 

Day 2 (Wednesday, September 5th 2018) 

9: 30~10:30 Risk Management Plan 

˅ The Regulatory Point of View  

Bayer Pharma 

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

13: 10~15: 10 [Hands- on Exercise]  

Benefit - Risk Assessment (Group 

discussion)  

PrimeVigilance/ 

Bayer Pharma/UMC 

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

Communication System 

˅ Japan/ Singapore  

PMDA/ HSA 

16: 10~17: 00 Introductory Guide for MedDRA  MFDS 

̡  
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WHO ̡ ̡

̢

̢

1961 thalidomide

WHO 1968

̢ 

KIDS (Korea Institute of Drug 

Safety & Risk Management) UMC ( Uppsala Monitoring Centre, UMC )

̢KIDS PV ̢MFDS (Ministry 

of Food and Drug Safety) 2012 KIDS

27 PV center  ( 1) PV center

2017 25 ( 2)̢KIDS

data mining

DUR (Drug Utilization Review) ̡

̡

̢ 

 

 

1 PV centers  
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2  

 

UMC ̢ 5%

50% ̢

̢WHO

(  Uppsala Monitoring Centre, UMC )

WHO Collaborating Center 1978 ̢ 

WHO ICSR (Individual Case Safety Reports)  

ɷ VigiBaseí ICSR UMC

ICH E2B WHODrug

MedDRA ( 3) VigiLyze VigiMatch

VigiFlow

̢ ̢WHO

(pharmaceuticals 

newsletter) ̢ 

 
3 WHODrug MedDRA  

 



10 
 

( )  ICH E2B  

PMDA ICH E2B(R3) ICH E2B(R3) ̢ICH E2B

ICH ICSR 2013 R2 R3 WHO 

VigiBaseí E2B̢ FDA 2015 7 ICH 

E2B(R3) 2019 ̢ 2017 11 ̢ 2013

E2B(R3) 2016 4 E2B(R3) ICSR 2019

4 E2B(R3) ICSR ( 4)̢ E2B(R3)

E2B(R3)

E2B(R3) ̢ E2B (R3)

E2B(R3)

E2B(R3) ̢  
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( )   

̡

̢ 

KIDS (Korea Adverse Event Report

KAERS)̢ KAERS 27 PV center

KAERS̢ KAERS- foreign ICSR

E2B(R2) ( 5)̢ 2016 ICH

ICH E2B(R3) 2021 ̢ 
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5  KAERS vs KAERS- foreign  

 

FDA ̢

Facebook̡ Twitter

FDA

̢ 

( 6) ICH E2B VigiFlow ICH

̡ ̡ VigiFlow ICH

E2B

̡ E2B ̡

( 7)̢ 

 
6  ICSR  
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7  ICH ICSR  

 

( )  (Causality assessment of ICSRs)  

    

case series

signal ( 8) causality 

assessment

̢ 

    

WHO- UMC causality assessment

certain ̡probable/likely ̡possible ̡unlikely ̡conditional/unc lassified

unassesable/unclassifiable ( 9) probable

possible probable

possible

̢ 








