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PMDA-ATC Pharmacovigilance Seminar 2019

Offered by Asia Training Center for Pharmaceuticals and Medical Devices Regulatory Affairs (PMDA-ATC)
Date: February4-7,2019  Venue: PMDA Meeting rooms #21-23 (14th floor)

Day 1 February 4 (Mon) Day 2 February 5 (Tue) [ Day 3 February 6 (Wed) [ Day 4 February 7 (Thu)
9:15-10:00
Registration 9:50-10:00 Opening 9:50-10:00 Opening 9:50-10:00 Opening
10:00 - 10:15 10:00 - 11:00 10:00 - 11:15 10:00 - 12:00
Opening Ceremony, Overview of the Seminar |(5) Pharmacovigilance in the US (9) Pharmacovigilance and (13) Group Work:RMP (Risk Minimization
10115 - 1055 Pharmacoepidemiology Activity) (2)
(1) Overview of Pharmacovigilance - How to Create RMP — Planning Risk
AM Minimization Activity
1055 -11:10 11:00-11:15 11:15-11:30
Break Break Break
11:10 - 12:25 11:15-12:15 11:30- 12:40
(2) Pharmacovigilance in the US, Europe and  |(6) Safety Specification & Pharmacovigilance |(10) Pharmacoepidemiology - The New Tool
Japan and International Cooperation Plan for Drug Safety Assessment in PMDA -
Lunch (1 hour 15 min. Starting time varies.)
13:40-16:10 13:30-14:30 13:55 - 14:25 13:15-14:15
(3) End-to-End Labeling Process - Labeling  |(7) Risk Management Plan - Practice at (11) Evaluation of Benefit/Risk Balance (14) Communication of Safety Risk
Regulations, Asia including Japan, US and EU  [Industry and Regulatory throughout Product Lifecycle Information to Patients and Healthcare
Professionals
- Labeling system and Company Core Data
Sheet 14:15-14:35
- Labeling regulating system in Japan vs (15) Pharmacovigilance in Japan - Possible
US vs EU 1230- 1490 14251540 utilization of RMP for patient safety-
- e-Labeling Break (12) Group Work:RMP (Risk Minimization
PM 1360 1620 14:40- 17:40 Activity) (1 14:35- 14550
Break (8) Group Work: RMP (Safety Specification) - How to Create RMP - Planning Risk | grek
16.20- 1800 - How to create RMP - Identification of | Minimization Activity 14501550
{4) Introduction of Pharmacovigilance in Each Safety Specifications (16) Relief System for Adverse Drug Reactions
Country/Region
15:50 - 16:00
Break
18:00 - 18:15 17:40- 17:55 15:40 - 15:55 16:00 - 16:30
Closing Closing Closing Closing Ceremony
18:15 -
Friendly Get Together

HEAE

FRGHR L E W ER T

(—)  EmTEEGERI R B AR 2 B R H (8 1)

gtanft B RIBRG R LV TR 2 B - A0 B mRER PR EUR R Ryt 4
R R et A T RS AT RS Z A R ETFTY - AR ZIRHYEE R 2[R -
Bl R ERRREE ~ sl > IAkem =R Haett - HF 8 Bl
PREZEEIRER T - TR IR FGRER IR ~ B ABGE - FHE > 34 —oRA
SORTERAZ Jbs - RotfEORER 8% & > B BRBHIG B 84 = B il S Ryt
B - FEEEIIE B R > BT s 2B AHIE o WA~ 5~ TR
KAV EREETTRBVETE T Ry > LIRS BN SR AT RE NI S A R H ]
o —(EEER AR L E R AR R R - BRHYREET » EhaA T AT

et



af ~ JE AR R E B S > H iR - S TR R EZE
(ERERES

G What is Pharmacovigilance? B de

* Pharmacovigilance (PV) is defined as science and
activities relating to detection, assessment,
understanding and prevention of adverse drug
effects or any other drug-related problems.

Collection of d Analysis

Information
N Risk 2y
management
Assessment of Hypothesis
Safety measure system

effects

i Evaluation of

Planning and

Implementation o hypothesis
Safety measures J

{ Safety measures

PRDA-ATC Pharmacovigilance Seminar 2019 [APEC Center of Exceller arkshop)
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__:Q;__ Regulatory Authorities in Japan frda

Ministry of Health Labour and Welfare (MHLW) 1

7

B Command center for pharmacovigilance
= Developing and publishing guidelines
= Management of Pharmaceutical Affairs and Food Sanitation Council
=» Having the power to make final decisions of administrative measures
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M Government office for crisis management
\l Supervisory authority of PMDA

Pharmaceuticals and Medical Devices Agency (PMDA) ]

M Receiving labeling information submission \

M Receiving and analyzing ICSRs and other adverse event
related information and reporting the results to MHLW

M Investigation of safety issues

M Drafting safety measures

M Disseminating safety information

M Consultation/Instruction services

B Collecting fees for safety measures /

2 HAZE T eGSR TIHP

;Q Pharmacovigilance Framework in Japan -Hnﬁ

Pre-marketing l Post-marketing l

pe—

8 years usually
1—

AMPIRick Manage
RIVIFIRISK IVIGNAEE

| Routine Pharmacovigilance practice

| Spontaneous reports, literatures >
» L Periodicbeneftsrisk evaluation reports ) | 5
1 o
% Review 'é | Additional Pharmacovigilance activities g 4
> S || oo s ?
— | |{stimulated = o
= : :
| Observational studies g
| Primary data collection ™
| Secondary data collection ;
| Clinical trials g

*Early Post-marketing Phase Vigilance

PMDA-ATC Pharmacovigilance Seminar 2019 (APEC Ce

Center of Excellence Workshop) 14
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PE is composed from several areas

Epidemiology Biostatistics

\ /

Pharmacoepidemiology

/ \

Pharmacology Clinical therapeutics

4 B2Y)AATIRE: (pharmacoepidemiology ) 4HEK

HEEEY A TR LUK B R R SR B R AR ETT - BAA —EfRH - HiL
HZ PMDA o R B &R 2 B0k} » 4l electronic medical record(EMR)
database ~ health insurance association’ s claim data % > WHGFEFERAR L
®EEL 2 ESH > B 2009 FEBHLGEATT MIHARI project (Medical Information for
Risk Assessment Initiative » & 5) - HAYREEE HARRERERE - WA
ZEENEER I TEE 22 i SAHTT > IR 2018 585 MID-NET 242
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-4 MIHARI Project Linda

Pharmacoepidemiological quantitative evaluation framework using electronic
healthcare data in PMDA

PMDA MHLW Medical

institutions
|
==
| =
= =r = l =
MID-NET

EMR DB i
( ) Safety Risk

measure

-\

Drug safety assessment \

using conventional Drug safety assessment
information sources using electronic healthcare
data

Spontaneous
ADR report
DB

Overseas

Literature regulatory
actions

communi

cation

Presentation in
Academic
Conference

& 5

PMDA-ATC Pharmacovigilance Seminar 2019 (APEC Center of Excellence Workshop) 29
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sy —MID-NET finda

Eeeo Coope . Medical Information Database Network

The medical information DB network system

for post-marketing drug safety studies
established by MHLW / PMDA

Distributed databases
10 institutions Jﬁ
Tghoku Univ.
-

a’

Database in each hospital

Claims || Other

(23 hospitals)
About 400 M patients

=
Kyushu Univ. NTT* Medical Center

Tokushukai Group
Saga Univ. %ﬁm 7}& \? —< Tokyo Univ.
2 p 2 é”i'i~-~,- I /
% @ag%’{/"zg Chiba Univ. %

Kagawa Univ. Hamamatsu University |
School of Medicine

*Nippon Telegraph and
Telephone Corporation

PMDA-ATC Pharmacovigilance Seminar 2019 (APEC Center of 'Kitasato'Inst. 32
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@& MID-NET Pilot Studies: Example (2/3) 'H'I'Idl

Asia-Pacific
Economic Cooperation

6 medical institutions
(Jan. 2010 - Mar. 2014)

Patients using denosumab or
zoledronate from
Apr. 2012 to Mar. 2014

|
' '

Zoledronate
Before the After the )| [Intervals before the measure] (Control Group)

measure measure Apr. 2012 — Aug. 2012 Before the After the
N=104 N=563 [Intervals after the measure] measure measure

Oct. 2012 — Mar. 2014 N=665 N=1,055

+ Calculate the incidence of hypocalcemia
during 28 days from a prescription date.

L\ « Perform segment regression analysis based on the
4 —

incidence of hypocalcemia / month.

PMDA-ATC Pharmacovigilance Seminar 2019 (APEC Center of Excellence Workshop) 35

7 MID-NET Pilot Studies

@ MID-NET Pilot Studies: Example (3/3) 'ﬂ'l'ld.

Asia-|
Economic Cooperation

» Results:

[Intervals before the measure] [Intervals after the measure]
— A AL
4 N

100% 5 5.0
) . Released ® Denosumab
< 80% . a warning letter 4.0
S = -0~ Zoledronate :
o = . . )
5 60% s -+ Riskratio 30 ©
Q. = ~
S : ]
o 40% . 20
O] u
8] .
5 20% . 1.0
= m =
Q .
= 0% 0.0

b AV N N> ] D N> A
» N N - S a» S ‘.p
‘,S?‘ w o ¥ &F Y,\)Q 9 ¥
PMDA-ATC Pharmacovigilance Seminar 2019 (APEC Center of Excellence Workshop) 36
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Economic

Information available through
the PMDA medi-navi

e
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Adverse Events in Pragnant Women and Foetuses
e Associated with Use of Angiotensin I Receptor Slockers
= s A Inhibitors
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