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%l APEC % ~ # % & W% 5<% > % 4R (Pharmacovigilance >
FPV) 413 552 & ® PV ;2 RF & it (regulatory convergence ) » & &
*+ APEC LSIF (Life Sciences Innovation Forum) RHSC ( Regulatory
Harmonization Steering Committee ) 2 FHETT O 4 ds " Pharmacovigilance
Roadmap ; 3+ % > %3 & L & R313 4 BFRFE > ¢ 7 - assessment
training/workshop ~ assessment for training/workshop ~ recommendations for
regulatory convergence to RHSC » ¥g 343t 2020 # i£ = APEC ¥ % PV

H.E & 14 (regulatory convergence ) °

34 20123 2013 E e 3 A5 & FIE 5% 2T ALE WA
Z B> p 2013 3 2017 & £ BEye5 4 FREFF € > ¥ 2016 & F =
# 7%= COE Pilot 2" 3ts » »> 2017 # A= 4% F %2 #% CoE 7" 4R o

2 (2019 ))& KIDS-APEC Pharmacovigilance CoE Training % #f 2 = >
VRIS L RBEFLPWM AL SR E L LA ARLE S
Se% > EARGEE LT ~ % g4 (Medication Error) i 3F T g - G 2
BHEHY TERLGEL FEF 2TARAY - MedDRA (Medical
Dictionary for Regulatory Activities ) %% ~ % &% 2B P2 =5 F %
EOUFR R RFIWFE A4 @#fFA Bk p USFDA - WHO-UMC ~
ICH-MSSO-~ p ~ PMDA-~ #7+4c 8t HSA-~3 B MFDS %2 KIDS~ # & TFDA

$050RRE R AR AR R EER BRI FRET

CTEATEUFAFLFHE > LRPIRANELEL 2ERZREE
T P RHEFERT DTRAE o AR B RAD E L 2 E
PR > HaE i P EARRET B D ERRERL 2 AR
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2019 KIDS-APEC Pharmacovigilance CoE Training *>*+ 108 & 9
PAPISPEBHGREREEF §RAI 23 GRS HEZ
HARE ) °

~ =% ¢ & d 35 ® KIDS (Korean Institute of Drug Safety and
Risk Management) = 7% 3" % 5 & W& sci g0 A 4 > 3%
AL E LG AFERZ A ERT 2 EARS BRI F B A
(Medication Error) i 37 jc § ~ 3% 2 2§ # 474% ~ TR %
Ao~ ERZ >T A A % - MedDRA ( Medical Dictionary for
Regulatory Activities) h#% ~ 2 &% 23EL 0 B2 325 F % % b
TR bR ? W4 E 4@ w Rk p USFDA~WHO-UMC ~
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P ERMEELT >T Y < (Regional PV Center, RPVC) :
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Fhoo Fiaptz 2 fap 2 238 % M AR (4o o B
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ZRtr>TMREF AR (QPPV):

JEF P 2014 EA=T 2 & REFREE QPPV T4
{7 PVoQPPV 5 Fir &t F 57 £ X 3 PV AR & 537 -

MedDRA # %] 3 &2 ( MedDRA Special License ) :
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Evaluating Medication Error Reports

Medication Error
Signal Detected

+ FAERS (primary source for monitoring cases)
Published literature, Internet (including social media)
Manufacturers, Periodic Safety Reports

Partnerships with patient safety organizations (ISMP)
Electronic health claims data

Search for
Additional
Medication Error
Cases

Case Analysis Consider: Root cause/contributing factors, Stage (e.g., dispensing)
and Risk where the error occurred, Setting of use, Reporter

ReeZar ot recommendations to prevent the error, Safety risks (including

outcomes and adverse events)

Container labels, Carton labeling

Review Product IR F'rescri?ing information, Instructions for Use
A s Information * Packaging
Other Evaluation Activities: * Product design

. . Nomenclature
* Sentinel studies

. Data.m.lnlngand‘other Detarmine
predictive analytics Regulatory
* Machine learning ‘h\f‘;‘(”u'
technology eeried)

Bll:® Fons v s 26

Ted ¥ & B & chR Fl o IR F i 0 ¢ 3
CEEBRAP)ARUT 0 H
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FDA received
September 2013
July 2011 S medication error

Brintellix
Brilinta (ticagrelor) z 9 repor.ts of name
approved (vortioxetine) confusion between
approved Brilinta and Brintellix

July 2015

May 2016

Brintellix name
changed to Trintellix

FDA issues a Drug FDA received
Safety additional cases

Communication

B2 P83t d e & AER 3 L bl



In

Confusing Packaging

BEFORE AFTER

TRER

P& PMDA #y» 3 ZWEHFRBHEE FRAAALFT S
2% > F R Medi-navi 2 = ok o

E

PMDA Medi-navi = # % 7 e-mail FR3% > 5 37 & Medi-navi
SR RAEE TR AR 357 TR e-mail 55 PMDA i
2 B i‘;‘ﬁ;% s TP %R 2 F (?ﬂ;m W 0E i A7 4o ]
4)-
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MHLW ) menme

Ministry of Health, Labour and Welfare

Instruction of Safety
measures

Revision of precautions in
() package inserts etc.

n MAHSs

i Notified by
| -

Marketing Representatives,

O | Dicect v
\// Direct Mailings etc. J
Medical Institutions
ol BT T
r . i’ﬁ -

Flow chart of information transmission

Prrda

Posted on PMDA
website

[

4
[ Distributed by
PMDA Medi-navi

L)

email

Bl 4: T @giingg

2 ﬁ?%ﬁd PMDA Medi-navi & L% 3

3¢ (Yellow letter) ~ % > {+i#

% > /Fa:: —Fl'\)%"‘ - &g "l
GlhcBl 5) 0 B¢ LA S e R A

# 38 (Blue letter)

R

G

Examples of information distributed

Revnsnon of PRECAUTIONS
in Package inserts

PMDA Alert for Proper Use |

of Drugs

| \
i Blue Letter }
[

Dear eall
of Rapld sa oty Com

Serove inreisial ung u-uu by Verzenio Tablets
mg, 100 mg, 150

Released when revision of
dissemination than the ‘contraindications’,
more routine “information
concerning Revision of

Precaution

‘ Alerts requiring swifter

package inserts is required.

‘warnings’, ‘serious ADRs’ of

: Provides guidance regard;ﬁg

the proper use of drugs

which already has been

alerted, however on which
| cases have been still
repeated.

s

B 5 ?@fyl

.?&é
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Changes in the number of emails

( Revision of PRECAUTIONS in the package inserts (15) |
¢ Product Recalls (360)
Approval information (44)

Publication of Risk Management Plan (RMP) (37)
* Notifications (43) etc.

Number ‘_ = \
800 " Began distributing \
Product Recall (class II)
74
600 information 557 556 = =
400
215 234 223
200 =5
0
FY2013 FY2014 FY2015 FY2016 FY2017 FY2018

Fl6: e 7ot Wik et

PMDA Medi-navi PR7%45%> 2005 & » P p A B4 5 & 4 3%
FROBEPHS > R TAAFEEFRRFRF DR LI P
TRES AW LT E GHrR 7)) 2 S5 FRHEE FR AR

Changes in the number of subscribers

Number — 174,803 subscribers

as of Mar. 2019
160,000 |

Mar., 2016

* Defined as a requirement in
the FY2016 revision of health
insurance medical fees.
Improvement of usability

120,000

i' Apr., 2012

—| Defined as one of the means
: | for information collection in

~ the FY2012 revision of health

~|Linsurance medical fees

E0,000 —— | Dec., 2010
| Improvement of usability |
40,000 | Aug., 2005

| Start of service

o " FY2010 ‘
| Opinions exchanged between

— representative of users and i

| regulators for promoting utilization |

W7 R
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T EEXI2TRAP

> %E&«?FDA?&‘%A}%%E«?%%QJ%

TAL P2 E5%

g7
=
'%'L ’ “/'*QFE‘J")%%‘E\?%'? PEARE RSEE (R AR FE

LA P d A xEn e (Office of Compliance)

é’ ’;7%\?%

58 A Rt ) o

® Ly ¥ it iR

(-) AVRIVPPAFRELTT LE%K o

#Z 2% % &5 (adverse drug experience, ADE ) p

BgAaoaiw2 LEE (ARHALTEZS40H ) ¢ #‘éi
T E f.%“—e.é hp EHEE o BE S AE DR
£oHY A F(I?E%J'f‘)mADE( 3R
2R ) BN EREM LA 15 B fﬂ*% M iE3F > H 4 ADE
NE SRR & FEFREAR BRI E K
AR (4R 8) -

Expedited (15-day)
Serious and unexpected
ADEs

Foreign and domestic

Submit within 15 calendar
days of receipt of

Classifying ADEs

Periodic

¢ Serious expected ADEs

* All non-serious ADEs

* Submitted with quarterly
or annual periodic report

information Based on product label
Expected Unexpected
0w Serious / /Serlous/ Potential
',:'-;3 Serious Expected < Unexpected » 15-day
e 3 ; Report
% 0 Non-serious / Non- senous/
@ 3 | Non-serious Expected Unexpected

B 8 : ADE if 4 & #F
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() A#lgdeniRErEms > ¢ § ADE hE 5 ok -
AR GHCR9) -

Written Procedures Must Address:

Surveillance Receipt Evaluation -

e Account forall e ADE info
eSeriousness  *15-day Alert

sources o |nitial Reports
oSpontaneoug ‘FO”OW-Up 'EXpECtEdﬂESS Hon-axnedited
eSolicited (g wReceiptfrom °Relatedness - oo i
StUdieS) any source *ADEs fromm o Aggregate

o Firm sponsored source Rggor%s

sites *holwap Il info must be
oLiterature procedures ?ubmitted

o And more! electronically

Bl O RBFEMRE ik E HF

FH e apRd s 0 16 B ERpow R L 4R o
HBd BERL2ERLP TR E O BEFRAEFSL 2 TR
o S EEFEEHEESL 2 E RN TR

7 ~ MedDRA ( Medical Dictionary for Regulatory Activities) %%

» MedDRA MSSO ( Maintenance and Support Services Organization )
iif%IGﬁQBﬁ¢\+WZxF%ﬁ$%ﬁ%§ﬂééﬁ
;¢ (data standard) #7i¢ * 2. % 2 F & 75 MedDRA 2. % % ~ %
2 H s R e

MedDRA 4 5705 % RS F 8 430 s » i Frca §
R 2 AP B TRk E% (Phasel-II) ) F 3 (s @ 5% 2 8
W% Phase IV TRk ;8B T ALY » - RpEB HHEEF L >

MedDRA % d ICH 2 7%£12& > P o B3T3 & 5 2019 # 3 *
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220> {ATHEF 5 2x/# > 2 e G ¥
M B L2HE RS o
MedDRA &1 % 4 &
(hady =t

VA T - B

T BT NP
5 BAEBR (F4eR10), He » & i

BgEME > AR BpEATEE o
WEREFIA PR RT - FEZA R ENE (AR
11) -

R\

R 10 : MedDRA % s 215

'”“’ MedDRAL Lowest Level Term

Synonyms, lexical variants, sub-elements
SOC = Cardiac disorders

HLGT = Cardiac arrhythmias

HLT = Rate and rhythm disorders NEC

PT = Arrhythmia \
LLT / LLT
Arrhythmia LLT Dysrhythmias
NOS Arrhythmia LLT (Non-current)
Other specified cardiac =
dysrhythmias Not all LLTs shown
W1l MipgaE 1 ¥k £F - F2R8EF FHT T
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- BEEAETM S B - BE AR TR Y-
FEMEV MM 5B L AET A8 (SOC) s im- B
MedDRA % phid (354 12)> ¥ # ¢ - B SOC4hdg 5 3
SOC -

- A Multi-Axial Terminology
MedDRA
. (cont)
SOC = Respiratory, thoracic and SOC = Infections and
mediastinal disorders infestations
(Secondary SOC) (Primary SOC)
| HLGT = Respiratory tract HLGT = Viral infectious
infections disorders
HLT = Viral upper respiratory HLT = Influenza viral
‘ tract infections infections
PT = Influenza

12 : MedDRA 1% s f o)

HFEEHT R #E MedDRA L 2 % it ,gr%ig?g%a e

iH SRR A Rl 4 L F o

HSAé&—‘Fﬁ‘A} FAThcH b G E LR HIR o

SRR ) SREGIEE BRI S L
Moo PR @ R PN TR IR ;f:z—‘%]z At s B R REE B
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Artcd BB BB R G EEF AR > p 2016 £ 6 7 A
TR ATEZ AP ApIEY GhARERFET FRFLGERTE
Apsqe s

(=)~ 27 (SafetyConcerns) : € & ¢ &rh ‘% 2 € & #
[£30 NI U

[

(=) & 5% > % R %% (Pharmacovigilance Activities, PV
activities ) : # =& 71+ (routine) PV #& » 4c @ p F
BRI UF BEELF - LY BRI ED
(PBRERs )~ ~ ﬁwzg: ; %f ¢} &9 (additional ) PV &

ol AEEFVE R EN Y RERT LR R P

% 2R B REEE -

(Z)~ B *% 3] it5# (Risk Minimization Activities, RMA) : &
67 (routine) RMA » 4 @ B HiE7 ~ B 40 %5
#f ¢h e (additional ) RMA » 4e @ 5 & fiFdc ~ ﬂF%;;;‘ LB S
S VR

i
%‘

I &i@ﬁﬂi%%'%&% ﬁ%@@ﬁ&%%
TSR FERR 'R TR R OT/R %~ 3D PV RS R RMA - 3}
T PV &# & RMA -~ =iz 5% (34cB 13) -

-n\

Risk Management: dynamic and reiterative

Safety Specifications:
~ = New risks may be identified throughout
Monitor Identify product lifecycle
outcome Risks = Benefit-risk assessment conducted to

determine risk management actions

Risk PV Plan:
= Additional PV plan may be considered to
Management further characterise or to monitor the risk

Implement cy‘:Ie SNl Risk Minimisation activities (RMA):
PV plan LN = Additional RMA may be considered to
and RMA Risk minimise or mitigate the risks
Effectiveness of RMP:
Propose = Qutcome of the PV Plan and RMA may be
PV plan assessed to determine if refinement of the
and RMA activities are required

17
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Time [ Topics Learning Objectives Speakers
Day 1: Wednesday, September 4™ 2019
08:30~09:00 | Registration |, L
09:00~09:10 | Opening Remarks Soon Young Han (KIDS)
Overview of - Introduce the pharmacovigilance
09:10~09:50 | pharmacovigilance system | system and drug safety Moonjung Kim (KIDS)
in Korea management in Korea
Sharing action plans for the |~ Ihnantrrr%c:)ici;:aii(r;gmrztcil in
09:50~10:20 | regulatory harmonization 1onp . Yubin Lee (MFDS)
" pop pharmacovigilance system in
in pharmacovigilance
Korea as an ICH member country
10:20~10:40 | Break
- Understand the overview of
MedDRA as ICH MedDRA
10:40~12:10 | terminology standard for |- Learn the general MedDRA term |  Yun Hui Do (MSSO)
coding safety information | selection principles with
practical exercise
12:10~13:30 | Lunch
- Introduce medication error
Pharmacovigilance and i Xepc:rt;ng Srftﬁ;z methods to
13:30~14:30 | medication error reporting PP approp . Gerald Dal Pan (FDA)
P—— medication error analysis
Y - Lean how to utilize the results of
medication error analysis
14:30~14:40 | Break
- Introduce the strengths of their |- Maria Rodriguez Galan
PV systems and the efforts'to (Public Health Institute
enhance drug safety of Chile)
Sharing various economies’ |- Learn how to stimulate actions |- Rahmaniah
strategies to improve their | to improve quality of their PV (Indonesia NADFC)
14:40~16:10 | pharmacovigilance system | system - Julie Ann Capuchino
- Chile/Indonesia/Philippines | - Share the specific experience or | (FDA Philippines)
/Taiwan/Thailand cases with success storiesin PV |- Kuo-Teng Hung
- Share the way to encourage ADR | (Taiwan FDA)
reporting and to improve quality |- Cholticha Sonsupap
of reporting (Thai FDA)
16:10~16:30 | Break
Effective risk - :.:fzrrr:n P::i\g to f(:lss:_jmunate safety
16:30~17:10 | communication nerectivey Izumi Oba (PMDA)
: - Introduce PMDA Medi-Navi as
- PMDA experience - s
an effective communication tool

19



< 9758
Time Topics Learning Objectives Speakers
Day 2: Thursday, September 5™ 2019
S#:rl:;\;ga\‘/?;ilg:rzz:nt of |, Understand the indicators of el bal Pan
09:00~ 09:50 b capacity and performance of the
- Pharmacovigilance s (FDA)
X . pharmacovigilance system
inspection
09:50~10:00 |Break
- Introduce the definition and
purpose of signals, and key
Principles of adverse event metho'dologles afsigaal
10:00~11:00 |assessment: Signal detertian Ruth Savaie
' ’ d Hientsig - Learn how to analyze the (WHO-UMC)
etection
collected data on adverse drug
reactions and how to evaluate to
create meaningful information
11:00~11:10 |Break
- Discuss about the advanced
methods of signal detection
Tools for enhanced - Learn how Vigilyze can support
; . et x Magnus Ekelo
11:10~12:10 | pharmacovigilance: the work processes from signal
: : : (WHO-UMC)
Advanced signal detection | to action
- Learn methods for safety signal
detection in risk population
12:10~13:30 |Lunch
; Ruth Savage,
13:30~15;0 | LHands-on Exercise] . . Magnus Ekelo
Adverse event assessment (Signal detection)
(umc)
15:00~15:20 | Break
- Establish a risk management
Risk management plan system: starting point and
15:20~16:20 (RMP) responsibilities Christine Ho
’ "= |- Specific product-related |- Understand risk management (HSA)
RMPs, tools and activities | process during the life-cycle of a
drug
16:20~16:30 | Closing Remarks S0 Y(‘:(‘fg;h““g
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2019 KIDS-APEC Pharmacovigilance CoE Tr:

’ Date  September 4~5, 2019
4 Venue Best Western Premier Seoul Garden Hotel, Seoul, Republic of Korea
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2019KIDS-APEC
Pharmacovigilance CoE Training
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