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Topics Profile Al: Consumer empowerment Tu aging society
* s2uAn: ‘Health literacy’ positively leads to ‘consumer empowerment.

* “the cognitive and social skills which determine the motivation and ability of individuals to gain access to, understand and use information in
ways which promote and maintain good health. Health literacy implies the achievement of a level of knowledge, personal skills, and
confidence to take action to improve personal and community health by changing personal lifestyles and living conditions. ... By improving
people’s access to health information, and their capacity to use it effectively, health literacy is critical to empowerment (WHO, 1998).“

The achievement of a level of kKnowledge, personal skills, Health literacy the motivation and ability of individuals to gain

and confidence to take action toimprove personal and (the cognitive and social skills) access to, understand and use information in ways
community health by changing personal lifestyles and living conditions which promote and maintain good health
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Retail Ecommerce Sales Worldwide, 2020-2025
trillions, % change, and % of total retail sales
$7.391

$6.767

N 26.4%

19.0% 20.3% 21.5% 22.5%

-
="u _n_1§
17.9% 16.3% )
12.2% . 11.0% . 100% [ 9.2%

2020 2021 2022 2023 2024 2025

J NNz global e-commerce forecast

2021 (eMarketer)
B Retail ecommerce sales [ % change M % of total retail sales 3
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Retail Ecommerce Sales in Select Countries in

AL *» Spytheast Asia, 2021
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‘ Indonesia $20.21
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Thailand
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Malaysia
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Vietnam $4.38 l

7Nz global e-commerce
forecast 2021 (eMarketer)

Singapore Ex¥Yy °
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Retail Ecommerce Sales Growth in Select
Countries in Southeast Asia, 2021

% change

Philippines 20.0%

UTEIGE 18.0%

Indonesia 15.0%

VIEIEVEE 15.0%

Thailand 12.0%

< NNNE global e-commerce  [SICE[SLIEG 7.0%
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< forecast 2021 (eMarketer)

Total 14.3% 5
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Regional office of FDA
Office of FDS Office of FDS Office of FDS
FDS Office of FDS Office of FDS

Ministry of Food and Drug safety, About us, https://www.mfds.go.kr/eng/index.do

Sohn Mungy, Summary: Ministry of Food and Drug Safety
Korea Health Industry Development Institute, ' idi 2

Affiliated Organization

National Institute Food and Drug Safety Evaluation (NIFDS)

Food Safety
Evaluation Department

Biopharmaceutics

and Herbal Medicine and Medical Device Evaluation and
Evaluation Department Research Department Research Department

National lnr;titute for Food Safety Iﬁformation
Korean Institute of Drug Safety and Risk Assessment
Korean Orphan & Essential Drug Center

Korean Association Against Drug Abuse

National Institute of Medical Device Safety Information
Korean Agency for HACCP Accreditation

Medical Device
Evaluation Department

Toxicological

Drug Evaluation
Department
Pharmaceutical

« Health Industry * R&D Plasning/Evaluation
Planning : * R&D Performance/Support

* Medical Industry ystry * Health Technology
Innovation , » Development

« Semsor-friendly 4 New Drug/Medical Device
Industry Policy Devedopment

i KRhIDI

« Ceeative Technology * Inbound
Management (Foreign Patients)

« Pharmaceutical * Qutbouad (K-Medi
Industry Support Package)

* Medcal Device * Middie East/China
industry Support
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Value Chain of ATMPs Development in Thailand
—Consultaﬂon & Meeting—
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Post-Market

| (Pharmacology)

R&D strategic R&D strategy (Drugs/ Medical devices/ Modicalv'*ﬁw
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Health Products it Clinical Health Post
clinical trials phase Product approval

Development studies 1-3 Registration surveillance

Key Driver
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Basic research » Conceptualize Design optlmlzatlon Dossier preparation
Y o2 m ?
-\

Academia involve TRL 3-5 \
1B
e l

Product Classification Scientific and regulatory advice Prior assessment Pre-application
R&D strategy (CMC, non-clinic, clinical protocol assistance) consultation consultation

Services

E-learning/ product journey Eligible criteria Manual

Networking (industry, research institute, academia) Training courses
Tool Self decision diagram

Expert panel
Technical guideline

KM Knowledge base- self learning: user friendly website, database, chatbot

System One platform: online channel, E-tracking, standardizes

E | Proactive consultation

Industry involve

THE

innovator  Shorten duration of research, reduce unnecessary study, reduce expense, create of innovative health products 9
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What is the purpose of the REMS?
The goal of the Vigabatrin REMS Program is to mitigate the risk of vision loss associated with vigabatrin by:
1. Ensuring viders the risk of vision loss, the nesd to counsel patients about the risk, and the nesd for periodic
visual manitoring.
2. Ensuring s only dispensed patents the risk of vision loss.

Vigabetrin and the need for pariodic visusl monkoring.

Event Monitoring (IMEM) : NZ
Prescription Event Monitoring (PEM)
: UK

Lareb Intensive Monitoring (LIM) :
Netherland

Cohort Event Monitoring (CEM) :
WHO

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

31 October 2018

Rev.2.0.1 GVP Module V Rev.2
Human Medicines Evaluation

EMA : guidance RMP, post-
US FDA : Risk evaluation and N

Guidance on the format of the risk management plan g T
(RMP) in the EU - in integrated format mltlgatlon Strategy (REMS)
General consideration and guidance

This guidance should be read in conjunction with GVP module V.

programs

Ref: SYSTEMATIC REVIEW Intensive Monitoring Studies for Assessing Medicines: A Systematic Review. Med., 19 July 2019 Sec. Regulatory Science Volume 6 - 2019



https://doi.org/10.3389/fmed.2019.00147

EMA : List of medicines under additional monitoring
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Watch Lists
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Risk Management Plan
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Intensive monitoring
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THANK YOU
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ns: 0-2590-7259,7270

E-mail: research@fda.moph.go.th
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