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Day 1 (2020/2/3)

TIME TOPIC

09:15~09:45 |Registration

09:45~10:00 |Opening Ceremony, Overview of the Seminar

10:00~10:45 |Outline of PMDA

10:45~12:15 |Comparison of Pharmacovigilance systems among
the US, Europe and Japan and International
Cooperation

13:45~14:45 |Pharmacovigilance 1in the US

15:00~17:15 | Introduction of Pharmacovigilance in Each

Country/Region




Day 2 (2020/2/4)

TIME

TOPIC

09:20~12:10

Riskminimizationmeasures: Label ing management

End-to-End Labeling process: CCDS/CCSI
Labeling system, Management of Labeling in
Asia, electronic labeling initiatives

Management of USPI and Medication guide

Management of EUSmPC and package leaflet

Management of Japan Package Insert, patient

medication guide

13:40~15:10

Risk Management Plan - Practice at Industry and
Regulatory

* Overview (PMDA)

* Industry

« Regulatory

15:25~17:45

Group Work: RMP (Safety Specification)
- How to create RMP - Identification of Safety

Specifications




Day 3 (2020/2/5)

TIME TOPIC

09:30~10:30 | Evaluation of Benefit/Risk Balance throughout
Product Lifecycle, Assessment of effectiveness

of risk minimization activities

10:40~11:40 |Communication of Safety Risk Information to
Patients and Healthcare Professionals

involvement

13:10~16:30 | Group Work: RMP (Risk Minimization Activity)
- How to Create RMP - Planning Risk

Minimization Activity




Day 4 (2020/2/6)

TIME TOPIC
09:30~10:45 | Pharmacovigilance and Pharmacoepidemiology
11:00~12:00 |Pharmacoepidemiology - The New Tool for Drug
Safety Assessment in PMDA
13:30~14:40 |Healthcare Professionals involvement
« ADR reporting by Healthcare Professionals
+ The use of safety information by Healthcare
Professionals
14:50~15:50 | Relief System for Adverse Drug Reactions
16:00~16:30 | Closing Ceremony
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Other Requirements

Japan Europe us
National
Safety Safety Control _
Responsible Manager Bl
Person
SOP v v v
Training /(tho't i”g .
: regulation, bu
Reqfl;lrrtla)n\;ent v v mentioned in FDA's
; S
personnel m;giugﬁs
v
Internal
. (As “Self v =
Audit System Inspection”)
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Concept of Risk Management
* All medicines have risks (side effects).

> Itisimportant to keep a balance positive
between benefit and risk. (positive; benefit >
risk)

> To keep the balance, we should know what risks
of a medicine is and implement a plan to avoid
the risk.

Risk management is activities to collect
information of risk of medicine and to implement
safety measures for minimizing the risk.

PMDA-ATC Pharmacow

: N g‘?—‘ DE&IZER IEZ*E/%M\

> RSN 2R EE RSN BN EEIR -
BEATER Z oA ELE b ER S - SSHER SR AR AT T bR % -
ezl Bl - Wt B E R - f120 - P50

11



MR 2N EBCERE - BE Rt e N B 8om N E8E 3
Hal  PREEE A IEIE « BURE BRI - FriesR T
Bt > M EE T EE N EEBEE N Eaa R - BFEA
IS ERE NP ¢ IR =t DN e e il i R ST
M R EE L 2 - PRET TR E R ER - B S FT
PR\ 2 18 2 o5 b B P S (e i P A ST TR
SRR ECH > R FEEEr i T b & B A - W PR S R b e
PEREHE © (A0[E =)

2

Risk management Method

Collection of

information

Assessment of .
safety measure Pharmacovigilance Analysis

effects Activity
Risk Minimization

Planningand | Activity

Implementation of Hypothesis
Safety measures

But, is this enough for risk management!?
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_?ﬁ_}_ Implementation of Additional Risk 'ﬂ'ndq
Minimization Activities (1)

80

Fig.1 Implementation ratio 3g/a1
of additional risk minimiza- 70 2/32
tion activities in new active 50 s
substances. The numbers shown % 1122
the figure are the number of
ndr!lt}c?na] risk minimization (%) 40 ) 050
activities/number of approval 30 12/a1
drugs. * In 2013, there were
no new drugs targeted for the B 429 sy0 [l >2%
creation of a risk management 10 F st 350
plan in Japan " I m vz il
us EU i

H2013 12014 W2015 W2016 2017

Risk minimization activities were largely influenced by
differences in regulatory thinking, medical systems, and
cultural differences.

+ Yasuoka Y. et al : Pharmaceutical Medicine., 33(5): 417, 2019
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Problem Statements on Labeling in Asia

The label is a critical source of knowledge on medicines for healthcare professionals
and patients across Asia. However, there are some important issues with labeling in
Asia which are having a profound influence on the safe and effective use of medicines.

1. No Web-labeling & only paper labeling

Prescribers and patients may only realize there is a revised label months or even years
after approval when the new commercial pack is distributed.

2. No requirements for national specific template

Critical information may be presented in different parts of the label depending on the
product, and users may miss this information.

3. No Patient labeling

A patient version of the label that contains patlent friendly” IanguaFe easily
understandable by consumers does not exist. It's omission may be placing patlents at
increased risk.

e-labeling will help to deliver the latest labeling information immediately in efficient
and customer friendly way for patients safety

PMDA-ATC Pharmacovigilance Seminar 2020 (APEC Center of Excellence Workshop) 23
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,,
P Three Points to Consider for e-labeling in Asia 'Hnd.

Requirements for Labeling [Patients Labeling Web-labeling
m for HCP

China Yes f\xllmhed products

Limited products as RMP
Taiwan Limited products as REMS
Hong Kong/Macao Limited products No
Philippine: Limited products No
= - [ ]
Cambodia No Yes No
Vietnam No No
Thailand No No
Indonesia No Yes for new products No
singapore Ne  Limited products
|ME nmar/Laos N_n 1& M_n
India No No No
Bangladesh/ No No No
Sri Lanka/Nepal/Bhutan
Pakistan N Yes for new products No

PMDA-ATC Pharmacovigilance Seminar 2020 (APEC Center of Excellence Workshop) 25

EIPANNEEDEEE e Vil e W Rk
-y T ARG AR EAUNET > H AT R A T BB B
SfeE s 05 B R A B VR H A s s (8 > DAGRIE B 847
£ - TR EEAE L EETE » WIHE R BEARA T ELL
MS Word =% PDF A BRI 48 L - EZ 2 B ARE
B - ML 4820 (Bran - XML A=) » i B b2
BNESEHER ARG ZEB > RN F Ry PDF F P
it > SR S E R R R > AR T e =
RS R AN S - EERFIIE 2B R85  H
ESINGIIYN o I =N = SIE R T YiEl = iGN

é‘%t

ZEREH 0 NRERTRE 5 o fEBE RSN R4 S LRI D

15



KAREEAZ A BNIES > et RS HEEL 2 - (AET)

..?;. What does the future hold 'ﬂ“dﬂ

for e-labeling?

+ Having labeling information only available as .doc
(Word) or .pdf files is restrictive as they are
“unstructured”. The files cannot be used “digitally”

« Creation of labeling in a STRUCTURED CONTENT
format (eg .xml) offers huge opportunity for further
digital transformation

« Linkage with Electronic Medical Records

«  Production of tailored (personalised) labels
Automated creation of other materials
Provision of real world evidence possible

ity An example is SPL in the
5 rDpel'!’ US, enabling connection
y Inté dards with other digital
stan healthcare systems such
T as e-prescribing and EHR.
|

es tha nh lany g age dlem\lnologvusedwlthl in the
| b I of product.
EU SPOR, Me dDRA dSNOMED are examples.
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Eowmrais Cosremmiion
Canada Notice of Intent:
Transitioning Product
Monographs to an XML
Structured Format (issued April

Structured information
increases the level of detal
available to the public for
search. Together withits
machine readable nature, it will
be easier to index and search.
Open access to encoded drug
product and prescribing

information, facilitatiny
different use cases such
electronic prescribing, electrt
health records, automation,
multi-channel publishing and
mobile applications.
Controlied vocabularies will
introduce a consistent use of
scientific terminology and
definitions

US SPL (an XML format) is
available post FDA approval and
is posted to DailyMed to enable

advanced searching.

SER

e-Labeling Status

Regional (EMA) and national e-labels
commonly published on websites,
with enhanced information
frequently available. EMA Draft
Guidance on ePl published in 2019,

Saudi Drug Information (SDI) website will
hold all PILs and SmPCs for registered
products. MAHs requested to upload labels
by July 2020.

Future releases may include linkage with
Track and Trace. Standardisation of format

despite reference market label
= b
4! J
- 4

PMDA has required SGML
versions of the JPI for many
years, and has started to
/ switch to XML in 2019.

In Taiwan an app has
been released which
can be used to scan
barcodes on the
commercial pack to
access the e-label

HSA has issued the
guidance for e-labeling.

In Australia a 3" party website (the
Pharmacy Guild) hosts e-labeling,
. with just-in-time printing available at

the Pharmacy.

34
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