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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 Pharmacovigilance UMC
11:10~12:00 | ICH E2B Guideline PMDA

— Understanding E2B guideline

— Implementation of E2B(R3)

13:20~14:20 | Sharing of Various Economies’ National | KIDS/FDA/Bayer

Adverse Event Reporting System Pharma




— Korea/ USA/ Industry Perspective

14:30~16:00 | AE Reports Review Method UMC
— (Case Series Review
16:10~17:00 | AE Reports Review Method — FDA

Pharmacovigilance and

Pharmacoepideminology

Day 2 (Wednesday, September 5" 2018)

9:30~10:30 Risk Management Plan
Bayer Pharma
— 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
— Japan/ Singapore
16:10~17:00 | Introductory Guide for MedDRA MEDS
- gFAE




ARGHR T ETswERAT

(—) B EELZ2EEHEN

WHO #1288 in 2 2 Ba RV ERR © B ~ 5l ~ TELURTEDIEEY) A B R FES T
el o ERIEEYIAR R R R RE 2 R T Ky - 88 0n B ey 28 H Y R (FO B EE B
JETHHASEY) N B EB0F > s e A S RIS - DUFE R RCEENE L AT
HVEE L2 HE 1961 a4 A& thalidomide Ao 8En - &R A4 LG
Z BREEEYI N RE o B 5 e R iR g 2 nE S - R WHO 7% 1968
FERIRBEE T BB AZEY L 2B R TS > AR E AR REAR -

HRHEE b & e e B R s » T2 HhERE] KIDS (Korea Institute of Drug
Safety & Risk Management)sz UMC ( Uppsala Monitoring Centre, UMC )IE(TE%
o KIDS 77 SR 2 BEY) 24 22 B 1R 2408 KA A AR B TI7S PV YR < MFDS (Ministry
of Food and Drug Safety) BEEEZEFEIREEAL » 12 2012 FAHOEK I T KIDS » &
HHREEL R HVEH - WUENFHEEEY N R E R F L e 5 R g
EROE B HHREERR 27 {# PV center (& 1) @ BEE PV center BERFIEN - EEYIR
R M R (R EOINBAE EF 0 2017 AL HEEELY 25 S R E@H (& 2) - KIDS
FIFUCEE B NS MNEY A B FE &R » 41T data mining $FRHVEEERS » 55
#F{fi DUR (Drug Utilization Review) > EIfHEZESL{HEE ~ BRI EREAERI K S BRIEIRE
FE > KEFFEEAGFGRIEDEREESEER - WM EN - EEEmsiEii
{58 DATHR B D&y RE A -

__Regional PV Centers (RPVCs)

27 27 27 27

227

. i Enlargement of RRVCs No...)
ézo ki e il
5 . . . Contribution of AE report
£ i nsreasesi i
w0 6 il Securement of data quantity
. Gl about MBS

2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017
Year

KIS

fE 1 §&E] PV centers /748



No. of AE reports in Korea (domestic)
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History of ICH E2B Implementation in Japan
[Date
March, 2001

Event

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
February, 2014

February, 2014 -

MHLW/PMDA issued regional guidance for E2B(R3) implementation

MHLW/PMDA issued regional Q&A for E2B(R3) implementation
MHLW/PMDA updated regional guidance and Q&A several times

January - December, | PMDA conducted a large-scale pilot testing for E2B(R3) implementation with

2015 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 HAZEEE ICH E2B HyFEH
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KAERS vs KAERS-foreign

Loc

al format based on CIOMS and E2B(R2

Simple form available for consumers

- Product and substance name in MFDS

E2B(R2) compliant

No simple form available

Format
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
- Wi | lab!
Methodsofreport ~ [0fT st eos e i
- S HCPs (Hospital
. RovCeand pharmacits) and consumers | Mandatoryreprts rom glbal
Typical types of senders P pharmaceutical companies

- Mandatory reports from pharmaceutical
companies

No. of reports per year About 200 thousands

B 5 KAERS vs KAERS-foreign

About one million

F B FDA s E 1R A H S MHEEY A R IE B AS BB L 2N EE L -
H R EFEAS A0 Facebook ~ Twitter ZLH@EA - RR AT REE A B RC{F F
SELIGEE 2 A RIE RIS FDA 7S R RBE R BE S (F R 2B T
Hr— > DUEMHIHBENTEETS AN R FERRSE - A et B A R st 2
S R AT S B S A EE B

FEANRFFEHEL NSNS O S EEEY) R ERIEBER LS IREBAHR A
SYECVUSE (B 6) > SE—FE Bl 1CH E2B Z4tak VigiFlow HAFE ICH Bk HLsEE
ARG > NFEE ~ BRER - TIEK s BB A VigiFlow (HESTHHE R 774 ICH 2
KEGEIEAEE B AL > WRIRE ¢ 5B =8 hfTE E2B HEEERNZBEEE S 1R
TEZEE > WHA ~ FE ; FUUE R R & E2B 2 HIEARHEIEES - a8
Wiz (&l 7) -

Global ICSR submission landscape
Categories

=2
ISEES

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.

) APEC Pharmacovigilance GO 9
: sesion 1 [ OSSR Submission | F

TSR S5 TR AT S B

“Ercr<

[ 6
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ICSR submission status vs ICH membership

ember (Founding)
MC member (Founding) = i G E2B English
MC member (Founding) 1 e Ll Language-customises
MC member i GO i B2 B Eng sk
MG member ! | E2B English i o
C member (June 2018) 1 No. . Werking on upgrading local DB to E2B-
MC member (June 2018) . Dorestic: Yes: | Foreign: No . Domsstic: Duplicated entry into web tool
MG member (June 2018) . Yes L SRR Language-customised E28
Full member (October 2016) ' Yes (currently) . E2B VigiFlow (frorn December 2018
| Full member (June 2018). - " No U ; | ‘Warking on upgrading local DB to E2B
1 ) FT R N L | E2B English (testing phase) .
H No G | . E2BVigiFlow operating 54
L No .. | EzBVigiFlowoperating ' |
ives ; Duplicated entry in local A
' Duplicated entry in loc i
| Duplicated entry in local tool
' Duplicated entry in local to
S i ' Duplicated entry in local tool
bserver (June 201 eSS  Duplicated entry in leeal tool
Hbserver (June 2018 M ' Working on upgrading local :
Observer (June 2018 S No. ; 0 E2B VigiFlowoperating
bserver (June 2018) SN E2B VigiFlow operating
APEC Phanmacovigilance COE Pragram [[5 018,09 O i
Sesslon 1 | 1CSR Subimilssion, | J. Christophe Delimean

7 ICH & &Y ICSR &35 =

(M)  {EZE:EfL(Causality assessment of ICSRs)

P EE o S BAVE T B ARMI A B IEZ A2 E R S - B
RS R — 2P0 case series (HRESBLHVEAERYERN » EMELED
AT signal » WA REMUHAR BT AV R E 2 (8 8) » R VASHEHEZEHES T causal ity
assessment * HEIV A T e S ERNRHEELRS [REZ A READURAER/ SR
N EEFEE -

{EEEITRE VA — BRI SR - — 2R DUE R » 2R AT DAt &%
BRI P AR [E S R TaAl > e on X B EH B [ — g A — A R E 2SS =K
PRIEE WHO-UMC fillE —H24E causality assessment » REEEEIA BE0F 2 Bl sy
Fycertain ~ probable/likely ~ possible ~ unlikely ~ conditional/unclassified
LRz unassesable/unclassifiable (%[E 9) » MEER FiE 220 & probable i
possible ZHEHVHIE » M HE AR Fs probable fEERHRA REAERHNE
fth T SEZE L EEE 0 H possible AIRIBE A B fERRIA HAN R ZE - ZAREZAER]
FBRIE B S SRR T TR - R AT e BULER 2 SURRSE B M R it =
W2 HIER s 2 o
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The WHO-UMC standardised system for
causality assessment

Probable
Unlikely
Unclassifiable/Conditional
| oo . - Unclassified
B 8 Causality assessment f&/p B 9 WHO-UMC causality assessment

S5—HE 775 Fs Naranjo Algorithm (& 10) » EZZLUNIEGHY TG o7 » M2
SRR IR T AT T 2 &R - ARG K probable ~ possible 55 o B
WHO-UMC causality assessment R[EZ & » £ Naranjo Algorithm {§E4H 57 A
definitely ~ probable ~ possible PAK doubtful PUFE -

Naranjo algorithm

i>9 icertain.
5-8 probable
1-4 possible
0 unlikely

Naranjo CA, Busto U, Sellers EM, et al. A method for
estimating the probability of adverse drug reactions. Clin
Pharmacol Ther. 1981;30:239-245.

10 Naranjo Algorithm

(1) ARHEEEDE

JeR\ g e B T AR B R Y — 3R > MEF BRI - SRR B
B B RORBREETE Y T ~ R > S S 28 REERTEIIRI RN - b
AR R < R - MBS RE S - 45 - BREAE A
Fe— R ROR > A EREF ] Z S EBRIEE =~ b s G R - BEER N EE
JiE - EEAEE SR - o ROETER - RPA BT RS AU

HT IS A 38 o S AT A 1T A0S e 8 2 e FL s » sy b i i e
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FEFEAT - WHO (EFEREERE) - WHAT (GREHARERE Hiyt:) ~ HOW (&#Em 74
JEE) ~ WHEN (REFEREREE ) & WHY (ZFFRPELER) (B 1) - RS BT
ANEM g Ee % A 214 (Dear Healthcare Professional Letters) ~ BURFECE
e 4L - BTE(Interim Safety Updates) ~ FTF# (Newsletters) ~ FFEHA
% - fRHER B S RAH T A EfG/ Gl s - Baetke - EWRETH L - WA -
aEvh ~ 4R EEEREE

* WHO: Your audience - empathy, language
* WHAT: Messages

— Clarity and purpose

— Present message with impact

— Make benefits clear

— Repeat message

= HOW: Appropriate tools and channels
* WHEN: Timely dissemination
* WHY: Achieving desifed outcome

11 BRe#Emey 7 E R

HZA PMDA 735 H AT T b 28 5 =0 - HAREA 25804 (MHLW) ERA AR R4
PEEETNE K &Y% 4 & S (Pharmaceutical and Medical Devices Safety
Information, PMDSI) » PMDA & 4ub /AN IEAE T T2 HERYIEE (risk
information under review) > WiFRIE X #4H PMDA Alert for Proper Use for Drugs
g, PMDA Medical Safety Information °

TR SR o ARG EEGN - B AR ERBEY - B 6 SR
B\ 28 AR 2RV B o DAY B i 7 =UR 7R A (1] 12) -

Indicators:

* Media interest, broadcast

* Feedback/queries from public, HCPs
* Impact on safety outcomes

* Surveys )
y Feedback e

Prompts
Change or
Action

s

Received
and
» Understood
Bruce Hugman
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