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b~ FRER A SEEL ICH EL7 2 BEREEEREIREZEE - WIS TR S TER
(e HE RIS A AR AT -
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£ 11 H - 0 9 AWEE ICH 455 [ERGHIS - FEIMEZTHQ ~ E~ S~ M RJI#L
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(21 M4Q (R2) - M8eCTD VA.0) ~ EMIEHEEEIFHA » AR N TR EAE(H
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TRAEIF AR E -

2. ZZ[EH FDA Jjt 2025 - 6 H 18 H ¥ APEC GRM ZE2 sy (CoE) &3 L3lll4k
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Draft agenda (as of 3 August 2025)

Sub-Committee on Standards and Conformance (SCSC)

Second Meeting (SCSC 2) 2025
4-5 August 2025, 9.00-17.00

Premier Ballroom B, Songdo Convensia, Incheon, Republic of Korea

Indicative

Timing
4 Aug 2025

9:00 am

Announcement on quorum

Opening Session
SCSC Chair (ROK} to deliver opening remarks

9:05 am

9:10 am

9:20 am

9:30 am

9:35 am

Adoption of the Agenda
SCSC members to comment on the agenda and propose changes, if any

Business Arrangement

SCSC Chair/APEC Secretariat to inform the meeting program and other

i administrative arrangements

Introduction of Delegates
SCSC Chair to invite each head of delegation to introduce themselves and their
delegation

| scsc 2025 Updates and Related Issues

5.1 Updates from Peru
Peru to update about the CTl initiative: a way forward to implement the ichma
Statement

5.2 Updates from APEC Secretariat
APEC Secretariat to share updates on APEC SCSC projects

SCSC Work in Various Areas
6.1 Trade Facilitation

6.1.1 Japan to report on developments at the WTO TBT Committee
6.1.2 China to report on developments at the WTO SPS Committee

6.2 Alignment with international Standards and Active Participation in
international Standardization

6.2.1 Japan to report on the results of the third survey of the 13™
Voluntary Action Plan (VAP} and the fourth survey of the 10t
VAP

6.3 Good Regulatory Practices

6.3.1 ROK to update on the 18" Good Regulatory Practices (GRP}
Conference

40




Y
Asi-Pciic APEC 2025

Economic Cooperation KOREA

o

6.4 Technical Infrastructure Development
{Members are invited to present their progress on Technical Infrastructure

Development)
10.15 am Group Photo and Short Break
10:30 am SCSC Work in Various Areas (continued)

6.5 Food Safety Cooperation Forum (FSCF)
6.5.1 ESCF Chair (ROK) to update on the 11™ FSCF Conference

Projects related to FSCF

6.5.2 China on Policies, standards, and best practices for recycling of
plastic intended to contact with foods to reduce marine plastic
waste among APEC economies (SCSC 205 2024A)

6.5.3 China on Promoting food safety through enhancing information
transparency - study on prepackaged food labeling laws,
regulations and standards of APEC member economies
(SCSC 04 2024S}

6.5.4 China on Research and discussion of standards and regulatory
frameworks of pesticide maximum residue levels (MRLs) in
food and agricultural products of APEC member economies.
(SCSC 05 2025S)

6.5.5 Indonesia on Strengthening standard knowledge on women
culinary food safety and its food waste management in
supporting the domestic tourism (SCSC 102 2024T} (tbc}

6.5.6 ROK on Workshop on innovative approaches to respond to
emerging issues for better food safety (SCSC 04 2025S)

6.6 Joint Regulatory Advisory Committee on Electrical and Electronic
Equipment (JRAC)

6.6.1 JRAC Chair (Russia} to update on the 32" JRAC Plenary
Meeting

Projects related to JRAC

6.6.2 Indonesia on Public-Private Dialogue (PPD} on Development of
Strategies for harmonizing standards and conformity
assessment on Electronic Household Appliances in The APEC
region (SCSC 202 2024T}

6.6.3 Peru on SCSC_103 2024A: Workshop on Photometer Calibration:
Utilizing LED Lights in Accordance with CIE 251:2023 Standard
(Reference Spectrum L41) in Domestic Metrology Institutes
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11.15am

11:35am

12:00 pm

02:00 pm

7

8

9

6.7 Regulatory Harmonization Steering Committee on Medical Products
{RHSC)
6.7.1 RHSC Interim Chair {United States} to update on the 3'¢ RHSC
Plenary Meeting

Specialist Regional Bodies (SRB)

7.1 Specialist Regional Bodies {SRBs} Forum Convener (APLMF} to report on
SRBs activities
7.2 Reports by SRB members
7.2.1 Report by Asia Pacific Accreditation Cooperation {(APAC)
7.2.2 Report by Asia-Pacific Legal Metrology Forum (APLMF)
7.2.3 Report by Asia Pacific Metrology Programme (APMP}
7.2.3.1 Australia to share their participation at the APMP
Leadership and Management Task Force Workshop
7.2.4 Report by Pacific Area Standards Congress (PASC)

Interaction with Business and External Stakeholders

8.1 ASTM International (ASTM] to report on latest developments

8.2 International Electrotechnical Commission (IEC} to report on latest
developments

8.3 International Organization for Standardization (ISO} to report on latest
developments

Lunch Break
SCSC Projects (listed in order of event date)

9.1 Canada on Engaging Micro, Small and Medium Enterprises in
International Standards Development (SCSC 02 2024S)

9.2 United States on Strengthening Standards and Technical Regulations
for Higher Water Quality (SCSC_105_2024A)

9.3 United States on Technical Barriers to Trade: Recent Trends in
Regional FTAs (SCSC 204 2023A)

9.4 Australia on Strengthening collaboration on standardisation for
quantum technologies (SCSC_03_2025S}

9.5 ROK on APEC Workshop on higher education in standardization
(SCSC_206_2024A}

9.6 ROK on APEC Al Standards Conference: “Building a Sustainable
Al Ecosystem Tomorrow” (SCSC_07_2025S)

9.7 Peru on Study and workshop on the identification and analysis of
public policies promoting quality infrastructure services for the
implementation of Circular Economy in APEC economies
(SCSC 106 2024A)

9.8 Peru on Study on the use of accredited testing laboratory services in
biodegradability (SCSC_107_2024A)

9.9 Jjapan on Capacity Building on antiviral products and its evaluation
test method ISO 21702 (first seminar) (SCSC_201_2024T}
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9.10
9.11
9.12

9.13

9.14
9.15

9.16

I
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Malaysia on Best Practices of Quality Infrastructure (Qf} in APEC
Economies (SCSC_202 2023A})

indonesia on Enhancing Quality Infrastructure to Improve Green
Material utilization in The Building Structures (SCSC_104 2024A)
ROK on Shaping Digital Transformation in Accreditation
(SCSC_209_2024A)

indonesia on Survey and Workshop on Market Compliance
Mechanism for Self-Declaration of Standard Compliance on Textiles
and Textile Product (SCSC_203_2024T}

Chinese Taipei on 2025 APEC Conference on the Analytical
Techniques for Cosmetics (SCSC_02_2025S}

United States on Women in Standards: Reducing Inequality
(SCSC_205_2023A)

China on Survey and Workshop on Standard Coordination and
Innovation Mechanism for Cross-Border E-Commerce Consumer
Dispute Resolution in the APEC Region (SCSC_102_2025A}

New proposal

9.17

9.18

9.19

9.20

9.21

Chile on Empowering Small-Scale Aquaculture in APEC Economies:
Strengthening Capacity for Prudent Antimicrobial Use and Integrated
AMR Surveillance

China on Standards and Best Practices Sharing on Carbon
Reduction and Capture and Carbon Emission Management in Urban
Wastewater Treatment

Thailand on Building Laboratory Capabilities of Mycotoxin Analysis
in Food

United States on Advancing Good Regulatory Practices in the APEC
Region: A Focused Study and Capacity-Building Workshop

APEC Secretariat on status of other SCSC projects

(End of Day 1)
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5 Aug 2025
9:00 am 10 Policy Discussion

10.1

10.2

The policy discussion will consist of two sessions covering cooperation on
standards and conformance in the “Digital Transformation” and “Sustainable
Energy” sectors, two of APEC SCSC's priorities for 2025.

Panel Discussion on “Enabling a Trusted Digital Economy: The Role of
Standards and Conformance”

This panel discussion will explore the role of standards and conformance in
promoting a trusted digital economy and accelerating digital transformation
across the APEC region.

*  How can standards and conformance support the advancement of digital
technologies such as cloud computing, 10T, and blockchain?

* In response to global movements such as the S.M.A.R.T (Standards that
are Machine Applicable, Readable and Transferable) initiative, how can
APEC SCSC enhance cooperation and information exchange to support
the digitalization of standards?

*  How can member economies share good practices on digitalizing
standards or operating digital certification systems to foster regional
alignment?

{Member economies are welcome to volunteer presentations of no more than 10
minutes each)

10.1.1 ROK on Digitalization of Accreditation in Korea: Practices and Global
Engagement

10.1.2 China on Standards Digital Transformation and Practices in China

10.1.3 Thailand on E-SPS Certificate Exchange for Agri Trade

10.1.4 Singapore on Singapore’s Cybersecurity Labelling Scheme on Consumer
Internet of Things (loT) Devices

10.1.5 United States on the digitalization of standards

{Member economies and guests are welcome to share updates on their respective
work related to standards and conformance in the digital transformation context
{no more than 3 minutes per intervention}

10.1.6 Japan

Panel Discussion on “Strengthening Sustainable Energy Systems: Cooperation
through Standards and Conformance”

This panel discussion will examine how standards and conformance can

contribute to the development of sustainable energy systems and promote
collaboration among APEC economies toward clean energy transition.
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10:30 am

10:45 am

11:00 am

11:15am

11

12

13

*  Whatis the role of standards and conformance in supporting the
deployment of various sustainable energy technologies (e.g., solar, wind,
hydrogen, energy storage systems)?

» To expand the international use and collaboration on sustainable energy
technologies, what key elements should be considered when building
reliable testing and certification systems?

*  How can the sharing of best practices in standards development, energy-

related policies, and certification programs among member economies
further support sustainable energy transition?

{Member economies are welcome to volunteer presentations of no more than 10
minutes each)

10.2.1 ROK on Building a Global Hydrogen Economy through Standards and
Certification Collaboration

10.2.2 Japan on Trustful energy aggregation service in Japan: The ERAB and CPSF
initiative

10.2.3 China on Standards and Conformance for Development of Sustainable
Energy

(Member economies and guests are welcome to share updates on their respective
work related to standards and conformance in the digital transformation context
(no more than 3 minutes per intervention}

Short Break
Term of Reference

APEC Secretariat to update on the status of TOR of SCSC and its subsidiary bodies
(JRAC, FSCE RHSC)
Other Matters

China to share information on the next year plan for SCSC as next year host
economy and SCSC Chair

Document Classification List

APEC Secretariat / Members to review and endorsed the document
classification list of the meeting
Closing Session

SCSC Chair to deliver closing remarks

[Note: Meeting minutes to be prepared by the SCSC Chair office after conclusion of the meeting for subsequent
review and endorsement by members]
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Asia-Paific APEC 2025

Economic Cooperation KOREA

Draft agenda (as of 25 July 2025)

The 32" Joint Regulatory Advisory Committee (JRAC) on Electrical and
Electronic Equipment Plenary Meeting
Wednesday 30 July 2025 Grand Ballroom A, Songdo Convensia, Republic of Korea

Indicative Timing Agenda ITEM
‘ “ | Announcement on quorum

9:00 am 1 Opening Session
Mir. Sirotkin Rostislav, Deputy CEO of Russian Standardization Institute,
APEC JRAC Chair-designate

9:05 am | 2 Welcome Speech and updates on SCSC
Mr. Byung Goo Kang, SCSC Chair

9:10 am 13 | Introduction of JRAC Member Economies
JRAC member economies to introduce themselves and their delegation

9:20 am | 4 | Adoption of Agenda
JRAC members to adopt the draft agenda

9:25 am IIE | Updates from APEC Secretariat
Ms. Natta Akapaiboon, APEC Secretariat to share updates on APEC SCSC
projects

9:35am 6 0l Updates on the Part | (Information Interchange) under the
APEC EE MRA

JRAC Chair invites JRAC members to share updates on APEC EE MRA

{Member economies are welcome to share relevant updates under this
agenda item)

6.1 Australia to share updates on Auditing Electrical Equipment Online —
Project update
6.2 China to introduce latest development of China Compulsory
[ Certification (CCC) system and the regulation
10.00 am | 7 Reports on JRAC-related projects
JRAC Chair invites JRAC members to share a brief presentation on the
latest status of each project.

Ongoing Projects Update

7.1 (Indonesia) SCSC_202_2024T: Public-Private Dialogue (PPD) on
Development of Strategies for harmonizing standards and conformity
assessment on Electronic Household Appliances in The APEC region

7.2 (Peru) SCSC_103_2024A: Workshop on Photometer Calibration:
Utilizing LED Lights in Accordance with CIE 251:2023 Standard
(Reference Spectrum L41) in Domestic Metrology Institutes
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10:30 am Group photo and short break

10.45 am 8 JRAC topic of interest: safety standards for the use of lithium-based
energy storage technologies

Member economies are welcome to share relevant information and
updates on safety standards for the use of lithium-based energy storage
technologies, looking at both pre-market intervention (including
application standards, approvals or certification}) and post-market
surveillance and enforcement.

8.1 Chinese Taipei to share experience on lithium-based energy
storage safety

9 JRAC topic of interest: behavioral recommendations on the safety
use of lithium-based energy storage by the public

Member economies are welcome to share relevant information and
updates on messages and safety behavioral recommendations that have
been delivered within APEC economies to groups of consumers, or the
population in general, to influence the safety use of lithium-based energy
storage.

11:00 am 10 JRAC topic of interest: consumer education and consumer
engagement

Member economies are welcome to share relevant information and
updates on consumer education and consumer engagement related to
electrical and electronic equipment.

10.1 Australia to share its consumer education and engagement via
the Electrical Equipment Safety System (EESS)

10.2 Singapore to share its experience on consumer education and
engagement

12:00 pm Lunch Break

02:00 pm 11 Revision of Terms of Reference

JRAC members to comment on the revised draft of ToR
02:30 pm 12 Document Classification List
Ms. Natta Akapaiboon, APEC Secretariat

APEC Secretariat / Members to review and endorsed the docu
ment classification list of the meeting.

02:35 pm 13 Closing Session
Mr. Sirotkin Rostislav, Deputy CEO of Russian Standardization institute,
APEC JRAC Chair-designate

[Note: Meeting minutes to be prepared by the JRAC Chair office after conclusion of the meeling for subsequent
review and endorsement by members]
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Management for Battery Energy Storage System

(BESS) Related Products

Lee, Yuan-Chun
Section Chief
logy and Inspection, Chinese Taipei
July 30, 2025

Bureau of dard

=

Outline

W Development and Regulatory
B Certification Product Scopes

M Testing Requirements

B Conformity Assessment Bodies
B Management Frameworks

=

Development and Regulatory

W BESS Background and Development Goals

Target Capacity for the Battery Energy Storage System in Chinese Taipei
Type 2025 2030
Grid Side 1,000 MW 3,000 MW . e b
Generation Side 500 MW 2,500 MW m.
— bt
B BESS Regulatory Responsibilities
Authority Responsibility

Surasu of Standurds, Matrology 8d | - oocq prcuct Safety Tasting and Cortifcation

Inspection

Fire Agency BESS Fire Safety Certification

Energy Administration BESS Policy, Regulation and Deployment
Taipower Company Grid Connection Stability and Grid Code q

- s

=

Certification Product Scopes

Battery Energy Storage System PV Inverter

Grid/
Loads
Products
Photovoltaics (PV) Module Voluntary Safety
PV Inverter
(Unidirectional Inverter) Voluntary (Now) .Pr'::;':a
Power Conversion Systems | Mandatory (Lessthan 20 | safety/EMC Aand
(PCS) (Bidirectional kW, from July 1,2026) | Connectivity Factor
Inverter) /Cybersecurity I n_ryo a
Voluntary (Now)
Oattery i"""' Storage | prandatory (Less than 20
o) KWh, from July 1, 2026)

Testing Requirements (1/5)-Product Safety

Purpose

= Prevent risks of fire or explosion under extreme
conditions (e.g., overcharge, short circuit, overheating).

= Protect users and maintenance personnel from electric

shock or mechanical hazards.

= Reduce equipment failure rates and minimize system ‘ﬁ

gh rig safety eval
Testing Standards
Products Product Safety Standards
PV Module Technical Spedification for PV
PV Inverter CNS 15426-1:2011, CNS 15426-2:2013

pCS CNS 15426-1:2011, CNS 15426-2:2013,
CNS 62477-1: 2023

CNS 62619: 2020/2023, CNS 63056:2021, g‘

CNS 15426-1:2011, CNS 15426-2:2013, Oy

Battery Energy Storage System

CNS 62477-1:2023

Testing Requirements (2/5)-EMC

B Purpose
= Prevent electromagnetic interference (EMI) with nearby
devices (e.g., € ication or medical i ) d
= Ensure the system’s immunity to external
| ic disturbances.

= Prevent malfunctions caused by

m  Testing Standards

Products EMC Standards
PV inverter
pCS CNS 14674-1:2023, CNS 14674-2:2023
CNS 14674-3:2022, CNS 14674-4:2023
Battery Energy Storage System

interference, P
protecting both personnel and equipment during
system operation.

>
Testing Requirements (3/5)-Grid Connection Safety

Purpose o ;
= Maintain power quality and grid stability (e.g., voltage, "_! e
frequency, harmonics). | ]
= Prevent uni ional power backfeeding or islanding .. g

during grid faults or outages.
= Ensure coordinated operation with grid systems, [§ o,
including synchronization and power control. “mk

Testing Standards
Products Grid Connection Safety Standards
PV Inverter CNS 15382:2018
PCS CNS 15382:2018,
for Grid-C
Battery Energy Storage System BESS and PCS

Testing Requirements (4/5)-Cyber Security

B Purpose
= Prevent remote hacking or unauthorized control of
the system via secure authentication and encryption.

= Protect data integrity during ission and g
to avoid tampering or leakage. '
= Safeguard critical infrastructure by mitigating "
cybersecurity threats that could impact grid
operations.
B Testing Standards
Products Cyber Security Standards
PV Inverter dical Spacfication for C
Testing of PV Inverter
PCS 3 for 6 .
Testing of BESS and PCS
Battery Energy Storage System

.




PV Module Technical Specification for PV
NS 15426-1:2011, CNS 15426-2:2013, CNS 15382:2018,
P CNS 14674-1:2023, CNS 14674-2:2023, CNS 14674~

3:2022, CNS 14674-4:2023, Technical Specification for
Security Testing of PV Inverters

CNS 15426-1:2011, CNS 15426-2:2013, CNS 62477-1:

Power 2023, CNS 15382:2018, CNS 14674-1:2023, CNS 14674-

2:2023, CNS 14674-3:2022, CNS 14674-4:2023, Technical

Specification for Cybersecurity Testing of PCS, Technical | Factory Inspection

Product Testing
and

Specification for Grid-Connected BESS and PCS
NS 62619: 2020/2023, CNS 63056: 2021, CNS 15426-
1:2011, CNS 15426-2:2013, CNS 62477-1: 2023, CNS
15382:2018, CNS 14674-1:2023, CNS 14674-2:2023, CNS
14674-3:2022, CNS 14674-4:2023, Technical

Specification for Cybersecurity Testing of PCS, Technical

Battery Energy
Storage System

Specification for Grid-Connected BESS and PCS

B Product Testing and Factory Inspection activities must be
conducted by the BSMI or BSMI-recognized testing labs or
inspection bodies.

W Testing Laboratories (ISO/IEC 17025) and Inspection Bodies
(ISO/IEC 17020) should be accredited by our Accreditation
Body (TAF).

B Manufacturers further submit their testing reports and
inspection reports to apply for certificate issued by BSMI.

W The certificate is valid for 3 years.

Conformity Assessment Bodies

—_ Management Framework
The Commodity Inspection Act

BSMI Connectto Grid |

. IssuevPC |
L fmevre . IR

M"’ Reviewed
by other
Factory L Ymdterdveent s tmoritesfor She :
Inspection = Instalation,  fire
VP Safety, and Grid |
'BESS less than 20 KWh and PCS/PV e | Into the
inverter fess than 20 ¥W will become Ml Market
Pre-market Measure  mandatory from July 01, 2026 1

s i
D

Thank You for Your Attention!
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Agenda

APEC Workshop on Strengthening Collaboration on
Standardisation for Quantum Technologies

July 30 - 31, 2025
Room 107 - 109 | Songdo Convensia

Incheon, Republic of Korea

Day 1: 30th July 2025 {(Korean Standard Time)

8.30am—9:00am Registration and Arrival

9:00am —9.10 am Opening of Day 1 — Standards Australia

9:10 am — 10:00 am Welcome Remarks and Keynote Session

Haesong Lee, Emeritus Professor at the Department of Materials and
Chemical Engineering at Jeonju University, and Chair of [EC/ISO JTC 3
Quantum Technologies

Cathy Foley, Australia’s Former Chief Scientist and Chair of QT-001,
Australia’s National Mirror Committee to IEC/ISO JTC 3 Quantum
Technologies

Icebreaker Activity

10:00am—-10:45am  Session 1 — Standards as a Catalyst for Inclusive Innovation

Discussion on how international gquantum technology standards can
support equitable development across APEC economies, and how regional
collaboration can help overcome disparities in quantum readiness and
uptake, as informed by the regional survey and research report.

Jamal Wagqar, Head of Research, Data and Analysis, Standards Australia

10:45am-11:00am  Group Photo Opportunity

APEC Workshop on Strengthening Collaboration on Standardisation for Quantum Technologies
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11:00 am —11:30 am Coffee Break

11:30am—-12:30pm  Session 2 — Case Studies: Quantum in Action in the APEC

Region
Case studies highlighting how a selection of APEC economies are
approaching quantum technology development and regulation, followed
by a Q&A session.
Panellists:

e Jirawat Tangpanitanon, CEO and Co-Founder, Quantum

Technology Foundation, Thailand
e Stephen Walborn, CTO, Sequre Quantum, Chile

e Michael Egan, Director of Quantum Technologies, KPMG,
Australia

Q&A Moderator:
e Standards Australia

12:30 pm — 2:00 pm Networking Lunch

2:00 pm —3:00 pm Session 3 — Trends, Opportunities, and Risks for Quantum
Technology in the APEC Region

This panel will bring together academia, research institutions, and industry
to discuss the latest developments, emerging opportunities, and potential
risks associated with the advancement of quantum technologies in APEC
economies.

Panellists:

e Pruet Kalasuwan, Assistant Professor, Prince of Songkla
University, Thailand

e Clarissa Ai Ling Lee, Lecturer, Monash University, Malaysia

¢ lJing Yan Haw, Senior Research Fellow, Centre for Quantum
Technologies, Singapore

o Dylan Josh Lopez, Director for Partnership and Collaboration,
Quantum Computing Society of the Philippines, The Philippines

e Piyaphat Phoonthong, Senior Professional Metrologist, National
Institute of Metrology, Thailand

Panel Moderator:
e Standards Australia

3:00 pm — 3:30 pm Coffee Break

APEC Workshop on Strengthening Collaboration on Standardisation for Quantum Technologies
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3:30 pm —4:30 pm

Breakout Session — Challenges and Opportunities for
Developing and Scaling Quantum (In Person Only)

4:30 —4:50 pm

Reporting of Break-out Discussion Results

4:50 pm —5:00 pm

Wrap Up and Closing of Day 1

5:00 pm

End of Day 1

Day 2: 31st July 2025 (Korean Standard Time)

8.30am —9:00 am

Registration and Arrival

9:00am —9.15 am

Recap of Day 1 and Opening of Day 2

9:15am —10:00 am

Session 4 — Role of Standardisation in Quantum Technology

Discussion on the importance of global and regional standardisation for
quantum interoperability. Update on international standards for quantum
technologies (IEC/ISO JTC3).

Speakers:

e Michael Egan, Director of Quantum Technologies, KPMG, Australia

e Qiang Zhang, Executive Director, Jinan Institute of Quantum
Technology, China

e Masahiro Horibe, Deputy Director, G-QuAT, Japan

e Barbara Goldstein, Associate Director, NIST Physical Measurement
Laboratory, United States

10:00 am —10:30 am

Coffee Break

10:30 am —11:30 am

Session 5 — Use Cases and Best Practices for Scaling Quantum
Technology

This session will explore real-world use cases of quantum technology in APEC
economies, focusing on how national and international standards have been

adopted to drive the successful development, deployment, and scaling of
quantum technologies.

Speakers:

e Austin Lin, Chair of the United States National Committee, IEC/ISO
JTC 3, United States

APEC Workshop on Strengthening Collaboration on Standardisation for Quantum Technologies
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e Jayson Victoriano, Associate Professor, Bulacan State University,
The Philippines

¢ Minghan Li, Deputy Chief Engineer, CAS Quantum Network, China

e Haesong Lee, Chair of IEC/ISO JTC 3 Quantum Technologies,
Republic of Korea

11:30 am —12:30 pm

Session 6 — Building a Unified APEC Quantum Ecosystem

Panel discussion on the role of APEC in fostering quantum collaboration to
ensure regional interoperability and equitable access to quantum
technologies.

Panellists:

e Qiang Zhang, Executive Director, Jinan Institute of Quantum
Technology, China

e Masahiro Horibe, Deputy Director, G-QuAT, Japan

o Jeffrey Aborot, Supervising Science Research Specialist,
Department of Science and Technology — Advanced Science and
Technology Institute, The Philippines

e Emily Mclntyre, Manager of International Policy, Standards Council
of Canada, Canada

¢ Nordin Ramli, Head of Technology Diplomacy, MIMOS Berhad,
Malaysia

Panel Moderator:
e Standards Australia

12:30 pm —1:30 pm

Networking Lunch

1:30 pm —3:00 pm

Breakout Session — Creating a Roadmap for APEC Quantum
Collaboration (In Person Only)

3:00 pm —3:30 pm

Coffee Break

3:30 pm —4:00 pm

Reporting of Break-out Discussion Results

4:00 pm —4:15 pm

Wrap Up and Closing of Day 2

4:15 pm

End of Day 2

APEC Workshop on Strengthening Collaboration on Standardisation for Quantum Technologies
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APEC Regulatory Harmonization Steering Committee (RHSC)

Plenary Meeting

Grand Ballroom B, Songdu Convensia, July 31-August 1, 2025

Preparatory Meetings

CoE Coalition Preparatory Meeting
Thursday, July 31 from 08:00 — 08:30 hrs.

*Meetings upon request by Steering Committee Champion(s) and by invitation. Meeting
location, timing, and potential teleconference details for virtual attendees to be arranged by
respective PWA Champions. Please contact PWA Champions directly for more information.

RHSC Plenary Meeting
Thursday, July 31 from 09:00 = 17:00 hrs.
Friday, August 1 from 09.00 — 17:00 hrs.

Day 1: Thursday, July 31 2025

09:00 —09:20

RHSC Leadership Welcome, Introductions and Updates

1.1 RHSC Chair & Vice-Chair to deliver opening remarks

1.2 ROK MFDS GHC Director General to deliver welcome message

1.3 SCSC Chair to update on the SCSC's work

1.4 APEC Secretariat to inform the meeting program and other administrative
arrangements, and update of the status of RHSC TOR for 2026-2029

09:20 —09:25

Update from RHSC Advisor's Office

2.1. RHSC Advisor's Office to update on ongoing RHSC work and potential
new projects

09:25 —09:25

Update on the Global Harmonization Center (GHC)

3.1. GHC to update on recent activities

09:35 —09:55

International Forum Updates
4.1 ICH/IPRP MFDS GHC
4.2 IMDRF Malaysia
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09:55 — 10255

5 RHSC Projects

5.1 RHSC Key Performance Indicators — RHSC Advisor's Office

5.1.1 Update on Phase 1 KPIs Infographic for RHSC endorsement

5.1.2 Phase 2 KPIs

Guiding Questions

Do the indicators align the with RHSC's vision “to accelerate regulatory
convergence for medical products in the APEC region™?

Do the indicators advance the RHSC's mission to “promote political will
for convergence and reliance among regulatory policymakers"?

Are the indicators clear? Are the survey questions associated with each
KPl understandable and feasible to answer?

Are there any indicators you believe are missing and should be included in

Phase 27

5.2 Additional Project Updates

10:55 -11:05

HEALTH BREAK

Priority Work Area (PWA) Updates

11:05 —-11:40

6. Global Supply Chain Integrity PWA

PWA Champion Update

6.1 U.5. FDA, United States

Update from CoEs

6.2 United States Pharmacopeia (USP), United States

6.3 Pilot CoE Rx-360

11:40-12:30

7. Advanced Therapies and Biotherapeutic Products PWA

PWA Co-Champion Update

7.1. LS. FDA, United States; Health Sciences Authority (HSA), Singapore

7.2. BIO (Sub-Champion)

Update from CoE

7.3. Kobe University, Japan

7.4, USP, United States
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7.5. Northeastern University, United States
7.6. Duke-NUS Medical School (CoRE), Singapore

14:00 - 14:40 | 8. Multi-regional Clinical Trials and Good Clinical Practices Inspection PWA 4

PWA Co-Champion Update

8.1. Pharmaceuticals and Medical Devices Agency (PMDA), Japan; Thai FDA,
Thailand

Update from CoEs

8.2. Korea National Enterprise for Clinical Trials (KoNECT), Republic of Korea

14:40-15:35 | 9. Medical Device PWA

PWA Co-Champion Update

9.1. MFDS, Republic of Korea; PDMA; U.S. FDA, United States
9.2. AdvaMed, JIRA (Sub-Champions)

Update from CoEs

9.3. Soonchunhyang University (SCH) Medical Device Clinical Research
Center, Republic of Korea

9.4. University of Southern California (USC), United States

9.5. TFDA, Chinese Taipei

MDsSAP

9.6 Medical Device Single Audit Program (MDSAP) Update, Australia

9.7 Promoting Abridged Pathway Based on Reliance through the Use of
MDSAP, JIRA
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15:35-16:10 | 10. Pharmacovigilance PWA

PWA Champion Update

10.1. MFDS, Republic of Korea

Update from CoEs

10.2. Korea Institute of Drug Safety and Risk Management (KIDS), Republic of
Korea

16:10 - 16:30 | 11. Good Registration Management PWA
PWA Co-Champion Update

11.1. PMDA, Japan; TFDA, Chinese Taipei

Update from CoE

11.2. TFDA, Chinese Taipei
11.3. Thai FDA, Thailand

16:30 -16:40 | 12. Electronic Data Standards PWA

PWA Champion Update

12.1 U.S. FDA, United States

16:40 — 16:55 | 13. Pharmaceutical Quality PWA

PWA Champion Update

13.1. PhRMA

16:55-17:00 | 14. Day 1 Closing
14.1 RHSC Chair & Vice-Chair to conclude Day 1

Day 2: Friday, August 1

09:00 — 09:05 | 15. RHSC Day 2 Welcome

RHSC Chair & Vice-Chair to give welcome remarks
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09:05 -09:25

16. Coalition Reports
Co-Chairs: Northeastern University & Duke-NUS Medical School Centre of
Regulatory Excellence (CoRE)
Vice-Chair: USP

16.1. CoE Co-Chairs

09:25 -10:05

17. RHSC Strategic Discussion
17.1 PWA Roadmap Strategic Alignment (e.g. PWA lifecycle, metrics, sunset)

17.2 Review of RHSC Operating Procedures

10:15-10:18 18.1 Welcome & Introductory Remarks
ey « RHSC Chair
10:18-10:25 18.2 ICH E17 Overview
(7 minutes) » Aloka Chakravarty, Vice President, Clinical Data Insights and Advanced
Analytics, Eli Lilly
10:25-11:03 18.3 Strategic Value of ICH E17 for APEC Economies
(38 minutes)

Objective: Explore how the principles of ICH E17 can help APEC economies
achieve faster, more equitable availability to new medicines, while preserving
regulatory sovereignty and safeguarding public health.
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Key Points/Themes: Why MRCTs matter for APEC’s health, innovation, and
economic goals; how E17 supports regulatory convergence without
compromising local decision-making; the potential for MRCTs to accelerate time-
to-approval and reduce duplication of effort.

Structure: Up to 9 minutes for each panelist for opening remarks, followed by
~10 minutes of guided panel discussion.

* Miwa Kanematsu, PMDA
« Dr. Jean Lai, Senior Director, Taiwan Center for Drug Evaluation

» Aloka Chakravarty, Vice President, Clinical Data Insights and Advanced
Analytics, Eli Lilly

» Moderator: John Skerritt, Enterprise Professor for Health Research
Impact, Melbourne University

11:03-11:49
(46 minutes)

18.4 Advancing Improved E17 Implementation in APEC Economies

Objective: Identify key opportunities for improved E17 implementation in APEC
Economies to facilitate simultaneous development. Highlight specific policy,
institutional, and regional E17 enablers (e.g., greater adoption of pooling
strategies) and cooperation approaches for more effective and consistent
implementation across APEC.

Key Points/Themes: Policy-level drivers of confidence in MRCT data; capacity-
building, infrastructure, and legal frameworks to support MRCT participation;
addressing local data needs and patient inclusion.

Structure: Up to 9 minutes for each panelist for opening remarks, followed by
~10 minutes of guided panel discussion.

» John Skerritt, Enterprise Professor for Health Research Impact, Melbourne
University

» Sannie Chong, Senior Director, MSD
» Jackie Kline, Vice President, Amgen
» Yan HOU, Professor, Peking University Clinical Research Institute (PUCRI)

» Moderator: Eric Obscherning, Director, Access Partnership
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11:49-12:10
(21 minutes)

18.5 Economy Intervention

Guiding questions

: 5

10.

11,

How does your economy view the role of multi-regional clinical trials (MRCTs)
in enabling faster and more equitable access to new medicines in your
economy and across APEC?

What aspects of the ICH E17 Guideline do you find most useful or relevant in
your current regulatory practice? Are there specific principles that your
economy has adopted or is considering adopting?

In your view, how can APEC economies balance participation in global drug
development with the need for regulatory sovereignty and attention to local
public health needs?

What challenges do you face in applying global trial data to local decision-
making (e.g., differences in medical practice, standards of care, or population
characteristics)?

How can greater alignment around MRCT principles contribute to APEC’s
broader goals for regulatory convergence and simultaneous global
development?

Which elements of ICH E17 has your economy already implemented or found
value in? Which aspects have been more difficult to adopt, and why?

What legal, procedural, or scientific challenges affect your ability to fully apply
E17 principles (e.g., requirements for local data, internal review processes, or
interpretation of extrinsic/intrinsic factors)?

How does your economy currently approach pooling of patient populations
across regions or subpopulations? What would support greater comfort with
this approach?

Has your economy used MRCT data aligned with E17 as a basis for marketing
authorization decisions? If yes, how was this done? If not, what are the key
barriers?

What opportunities do you see for regional cooperation or pilot initiatives to
support capacity building, joint training, or mutual understanding around E17
implementation in APEC?

What specific types of support (e.g., case examples, model protocols, or
regional workshops) would help your economy move toward fuller or more
consistent implementation of E177?

12:10-12:15
(5 minutes)

18.6 Concluding Remarks

¢ RHSC Chair
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19.1 Welcome & Opening Remarks

13:45-13:50

S miontes) « RHSC Chair
13:50 - 14:30 | 19.2 Converging on Definitions of & Pathways for RD Therapies
(40 minutes)

Objective: Examine how inconsistent definitions of rare diseases and orphan
products across APEC impact development, designation, and approval, and
explore opportunities for greater regulatory convergence to streamline access.

Key Points/Themes: Variation in orphan designation criteria and prevalence
thresholds; alignment on incentives and eligibility requirements; enabling
improved pathways, regulatory reliance and mutual recognition through clearer,
more consistent definitions.

Structure: 10 min for each panelist, followed by 20 min for panel discussion
* Miwa Kanematsu, PMDA, Japan
« Jared Auclair, Northeastern University

* Moderator: Eric Obscherning, Director, Access Partnership
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14:30 - 15:10
(40 minutes)

19.3 Enabling Regulatory Agility & Collaboration for RD Therapies

Objective: Highlight innovative regulatory approaches and collaboration
mechanisms that support timely access to rare disease therapies across APEC.
Showcase models that enable flexibility in approval pathways, leverage real-
world evidence, and foster joint or reliance-based assessments.

Key Points/Themes: Adaptive and conditional pathways; rolling reviews and
lifecycle approaches; registry-based real-world evidence; regulatory reliance and
shared assessments (e.g., Project Orbis, ACCESS Consortium, ASEAN JAA, EMA
OPEN); RHSC-led capacity-building to expand participation and trust.

Structure: 10 min for each panelist, followed by 20 min for panel discussion

« John Skerritt, Enterprise Professor for Health Research Impact, Melbourne
University

« Prof. James Leong, Professor, Duke-NUS

» Moderator: Eric Obscherning, Director, Access Partnership

15:10-15:40
(30 minutes)

19.4 Economy Intervention
19.4.1 MDA, Malaysia
19.4.2 PMDA, Japan

19.4.3 TFDA, Chinese Taipei

Guiding Questions

Panel 1

1. How does your economy currently define a rare disease and/or orphan medical
product? Is this definition codified in law, regulation, or guidance? Does it align
with international definitions such as those from FDA or EMA?

2. What challenges have you encountered due to definitional inconsistencies
between economies? How have these impacted multinational development,
orphan designation, or regulatory reliance?

3. Has your economy considered revising your definition or list-based criteria? What
stakeholders (e.g., patients, academia, industry) were or would be involved in that
process?

4. Does your economy recognize orphan designation granted by other regulatory
authorities? If not, what would be required to enable mutual recognition or
convergence?

5. What incentives or special pathways are triggered by orphan designation in your
economy? Are there gaps in eligibility or clarity that might hinder sponsor uptake?
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6. What steps could your economy or the RHSC take to promote greater alignment
or transparency of definitions across the APEC region?

7. In your experience, how closely does your economy’s official definition or
regulatory framework for rare diseases and orphan products align with its real-
world implementation? What barriers (e.g., limited awareness, resource
constraints, inconsistent interpretation) have you observed that prevent
theoretical frameworks from being fully realized in practice?

Panel 2

1. What specific regulatory pathways or tools does your agency offer to support
accelerated approval of therapies for rare diseases? For example: conditional
approval, rolling review, or surrogate endpoints?

2. Has your agency used real-world evidence (RWE) to support regulatory decisions
for RD therapies? If so, what were the enabling factors and challenges?

3. Are you currently participating in collaborative regulatory initiatives like Project
Orbis, ACCESS Consortium, or ASEAN JAA? What lessons can you share from these
experiences?

4. How does your agency approach regulatory reliance or mutual recognition for RD
therapies? What criteria must be met for foreign approvals or assessments to be
used?

5. What role do patient registries or lifecycle evidence collection play in your
agency’s regulatory decision-making? Have you considered or implemented
conditional approvals tied to post-market RWE generation?

6. What kind of RHSC-led capacity building or work-sharing arrangements would be
most useful to strengthen your agency’s review of RD therapies? Would you
support a regional capacity-building or work-sharing mechanism specifically for
orphan medical products?

15:40 - 15:45 | 19.5 Concluding Remarks
I ioties) « RHSC Chair
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Work-sharing consortia, such as the Access Consortium, play a pivotal role in
building and maintaining trust among regulatory authorities. This RHSC session
will include expert perspectives on the value of work-sharing and invite dialogue
among RHSC members on opportunities for engagement.

15:45-15:47 20.1 Session Introduction
e « RHSC Chair
15:47-16:15 20.2 Expert Perspectives
CRmies) * Dr. Yee Hoo Looi, Deputy Director, HSA Singapore
» John Skerritt, Enterprise Professor for Health Research Impact, Melbourne
University
» Prof. James Leong, Duke-NUS
« Irene Chan, Executive Director, Global Regulatory Policy & Strategy (Asia
Pacific), Eli Lilly
16:15-16:40 20.3 Moderated Discussion and Expert Q&A
> mkites) Guiding Questions:

1. If your economy participates in work-sharing consortia, what are the
primary benefits you observe?

2. If your economy does not currently participate in work-sharing consortia,
what are the primary barriers to your participation?

3. How might a work-sharing model be relevant for the RHSC? Are there
opportunities to further engage the Access Consortium and/or
incorporate best practices in the RHSC?

16:40-16:45 20.4 Concluding Remarks
Eminatey) « RHSC Chair
MEETING CONCLUSION
16:45 - 16:50 | 21. Any other Business
16:50 — 16:55 | 22. Meeting Documents
» APEC Secretariat to present the document classification list
16:55-17:00 23. Review of Decisions and Action Items and Closing
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MRELS SRS- 4 6y ETRERAEAMNE &
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L ER BT VEFE LR ET: T

()% £ 32 MDA 41 ¥ IMDRF(International Medical Device
Regulators Forum):#t 4731 3R % » 6 27 J§, IMDRF % # £}
WM 202534108 % 14848 KRFTHRIT» %
650 #MmaH (300 4 3504t ) 440 ETRIE A
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it BBEAMSE - HFEDRALABRRLS R (o
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Taiwan Food and Drug Administration Ministry of Health and Welfare

Medical Device PWA
CoE Update

Taiwan Food and Drug Administration (TFDA)

Incheon, Korea
July 31, 2025

(\\/O W E @ A B
AmpaRBEnERE

http://www.fda.gov.tw/
Requlatory Harmonization Steering Committee Meeting, July 31,2025 1

2025 APEC Medical Devices CoE Workshop

tes: A

st 26 - 28, 2025

:

Certificate requirements: Attendance of Day 1 to Day 3 and
questionnaire

i E @ B
AGEDERE

Regulatory Harmonization Steering Commitiee Meeting, July 31, 2025

Core Curriculum

«  Definition of the Terms 'Medical Device’ and 'InVitro

JMedical Device Definitions Diagnostic (VD) Medical Device' (GHTF/SG1/N071:2012)

«  Principles of Medical Device Classification (GHTF/SG1/N77:2012)
Medical Device Classification «  Principles of In Vitro Diagnostic (IVD) Medical Devices
Classification (IMDRF/IVD WG/ :2021)

Agenda

Registration

Opening Remarks
PWA Introduction
CoE Introduction

Lecture #1: Current

Lecture #3: Review of
Essential Principles of Medical
Device & Performance
and Principles of Conformity
Assessment

Lecture #5: Clinical Evaluation

Expectations from the
Workshop and Next Steps

Morning | Harmonization Status of Pre- Certificate Award Ceremony
= Principles of Conformity Assessment for Medical Devices and Post-Market Regulaticns in | Group Practice: Closing Remarks
Principles of Conformity (GHTF/SG1/N78:2012) Each Economy MD Case Study
Assessment «  Principles of Conformity Assessment for In Vitro Diagnostic (IVD) (1) Introdluction
Medical Devices (GHTF/SG1/N046: 2008) (2) Group Discussion
(3) Group Presentation
— . «  Essential Principles of Safety and Performance of Medical Devices
Essential Principles of Medical - Fy
Device Safety &‘(’Performance J(!End(?tli\‘:s 2M))edlc.!l Devices (IMDRF/GRRP WG/N47FINAL: 2024 Noon Lunch
Lecture #1: Current Lecture #4: Adverse Event Manufacturing Site Visit
»  Clinical Investigation (IMDRF/MDCE WG/N57FINAL: 2019) Harmonization Status of Pre- Reporting (optional — only for regulators)
Clinical Evaluation +  Clinical Evaluation (IMDRF/MDCE WG/NS6FINAL: 2019) and Post-Market Regulations in .
«  Clinical Evidence (IMDRF/MDCE WG/NSSFINAL: 2019) Each Ecenomy (continued) Group Practice:
o £ . = IMDRF Terminologies for
+  Medical Devices Post Market Surveillance: Global Guidance for Afternoen | |cebreaker Activities Medical Device Adverse Event
Adverse Event Reporting for Medical Devices (1) Group Discussion
(GHTF/SG2/N54R8:2006) Lecture #2: Medical Device (2) Group Presentation
Adverse Event Reporting +  IMDRF terminologies for categorized Adverse Event Reporting Definition and Classification
(AER): terms, terminology structure and codes (IMDRF/AE +Group Practice
'WG/N43FINAL: 2020(Edition 4) and IMDRF/AE
WG/N43FINAL:2025 Updated Annexes) Evening | Welcome Reception
C LR Ce & @ B @
ArppRBEDERE CpaRBEnERE
Regulatory Harmonization Steering Committee Meeting, July 31, 2025 3 Regulatary Harmonization Steering Committee Meeting, July 31, 2025 4

Website

e Website: https://tfdamdcoe.itri.org.tw

Cy seunm <D
ESERNENE
FDA 7y o o g Geomton Goapirton
2025APEC BAUMERHBANSOHIE
Medical Devices Regulatory Science
Center of Excellence Workshop

« Registration closed on July 15, 2025
o Interested participants: APEC regulators from Chile, Peru, Philippines,
Thailand, Viet Nam, etc.

O\

S EERE
rpaRBEBERE

Taiwan Food and Drug Administration Ministryof Health and Welfare

Plans for 2026

@ Continue the activities to promote
regulatory convergence as a CoE of the
Medical Device PWA

® Work closely with PWA Steering and
Program Committees to host a CoE
training program

© Conduct periodic assessments based on
performance of future programs and
outcomes that meet applicable objectives

Regulatory Harmonization Steeting Committee Meeting, July 31, 2025 5

Regulatory Harmonization Steering Committee Meeting, July 31, 2025
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G

[ APEC romrmte
—_— Ecomms Cospiruton
» Sub-Committee on Standards and Conformance (SCSC)
» The Regulatory Harmonization Steering Committee (RHSC)

Outlines @

. . @ Current Updates N =
Good Registration Managem b Cotrampors |,
MHLW/PMDA ’ PMDA Y]
PWA Updat Future Plan S e € o/
pdate
Wei-Ting Chen [5) GRM COE
ssociate Researcher, Division of Medicinal Products, ‘&' > TFDA
Taiwan Food and Drug Administration (TFDA) » Thai FDA \‘y @
Ministry of Health and Welfare (MOHW)
53 Asis-Pacific
31 July - 1 August , 2025 Smancingn. Ovopersien. 2
s ag . nd i i i
PWA activities in 2025 2025 29 PWA Steering Committee Meeting
+ APEC SOM3 RHSC. & CuE'update for the plans to host wor_kshups
Maating (Incheon Korea, + Review of the CoEs promotion materials
July) Outcomes
Steering 2 GRM Pwia. = Confirm the detailed dates, times, and updated
e Steering Committee agendas for the Thai FDA and TFDA CoEs
e Virtual Meelings (Virtual, workshops.
March) Date: March 28, 2025 * Provide suggestions on the promotional materials
[IPPTRC - 1= TFDA GRM Cof 24 TFDA GRM CoE GRM PWA Steering Committee Members: for ‘hE“:‘W‘;S:gsS‘ i
(LS Program Committee Program Committee « TFDA MHLW, PMDA, Thai FDA + Committee feedback: X
Meeting Mesting (Virtual, March) Meeting (Taipei, August) « APAC, IRPMA Memt?ers suggested hlghllghllng case studies and
« Subject Matter Experts conblnTtéon productd tug;cs especially co'f_:élex
CoE + Thai FDA GRM CoE Online « Ewmgmw . . . or novel devices, and addressing review til ine
Workshop Training OMrtual, June)  (Teipei, August) gu?:‘ K‘ms';':n'::“m"" Cariterfor gaps between drugs and devices. Next steps
ory include confirming speakers, finalizing agenda
[Carec Tt SO [ ree Tomni.r B topics. .
2025 1%t CoE Program Committee Meeting Thai FDA APEC GRM CoE Online Training
Discussion Topics 7 =
« Update for workshops plans The promotional flyer
* Review the draft agenda for the 2025 APEC GRM CoE « Date: June 18, 2025 g
Workshop + Time: 09:00-16:00 (Bangkok, GMT+7) e ot e
Outcomes « Theme: GRM in the light of reliance pathway
« TFDA shared the daft agenda and flyer and updated the
progress of workshop preparation and future timeline. Objectlves
Date: March 28, 2025 * The W‘)"‘Qf“:ﬁe:’m ::g:e{d toge:\ehr with C‘zga'" + Strengthen capacity on Good Registration
PSR ors ! s Dnfs et kg iy Management (GRM) and relance pathviays
+ TFDA MALW/PMDA * Committee members offered multiple recommendations * Promote regulatory convergence and
* APAC, IRPMA on the agenda and promotional materials. accelerated access to quality medicines.
+ Subject Matter Experts + On August 29th, an in-person Program Committee * Share best practices among regulators, industry,
* USC DK Kim International Center for meeting will be held to review outcomes and and international partners
Regulatory Science suggestions from the workshop.
sia-Pacific 0) Asin-Pacific
Ecanomic Cooperation Economic Gooperation 6
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Thai FDA APEC GRM CoE Online Training

- Agenda -

) Asla-Pacific

Thai FDA APEC GRM CoE Online Training

Outcomes
« 620 online participants from APEC
economies

High Participation and Achievement of
Goals

Practical Content and High Satisfaction

2025 APEC GRM CoE.

(T

Knowledge Application and Suggestions
for Improvement

19) Asia-Pacific
Economic Cooperation 7 e 8
@ 620 participants registered from several economies beyond Thailand (339) Tha[ FDA APEC GRM CoE On | ine Trai ning
Key Learning Outcomes
Health Authorities (200) Industry participants (81) 3
. . " * Regulatory Reliance and Fast-Track Pathways
+ Chile: 2 * Australia: 1 + Philippines: 15 - PQ CRP, SRA CRP, and bilateral reliance highlighted
« Peru 190 « Hong Kong, China: 5 + Singapore: 14 - US. and Japan experiences shared on Breakthrough, Fast Track, and Accelerated
. . - . Chi e v Approvals
Philippines: 1 India: 3 Chinese Taipei: 1 + Good Registration Management (GRM)
+ Chinese Taipei: 1 * Indonesia: 7 + United States: 1 - Digital tools (Skynet system), review templates, review management, critical
« Bangladesh: 6 « Korea: 1 « Myanmar: 1 thinking, and communication were emphasized and utilized
) - + Case Studies & Experience Sharing
* Malaysia: 27 * Sri Lanka:1 - WHO CRP cohorts (2017-2024) show significant timeline improvements. Industry
* Peru:3 + United Arab Emirates: 1 and regulator collaborations reduce approval time by 30-50%
Asin-Pacific ) Asia-Pacific
Ecanomic Cooperation s Ecanomie Cooporation 10
Thai FDA APEC GRM CoE Online Trainin - s T s
& Upcoming PWA activities in 2025
Conclusions
+ The reliance pathway streamlines product registration, benefiting both regulators and
industry, while ongoing training and guideline development are key to its success.
» Regulatory convergence and reliance pathways are vital for timely access to
medicines, especially in low- and middle-income countries, with ongoing ) Jul A
improvements planned for post-approval processes une uly ugust
+ The reliance pathway helps address unmet medical needs by leveraging global ° APEC_ SOM3 RHSC * TFDAAPEC GRM ‘C°E
approvals, with regulatory harmonization key to timely access to quality medicines Meeting (Incheon Korea) Workshop (Taipei)
! + 2"TFDA CoE Program
+ Effective management, communication, and ongoing capacity building are key to Committee Meeting
achieving GRM, supported by future efforts in convergence, reliance, and digital
transformation to improve regulatory efficiency and access.
@D i opersion 1u D 2ot Coopaesion 12

Thank you for your attention.
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Good Registration Management (GRM) -

CoE Update

Wei-Ting Chen
Associate Researcher, Division of Medicinal Products,
Taiwan Food and Drug Administration (TFDA)

Ministry of Health and Welfare (MOHW)

31 July - 1 August , 2025

G

Asia-Pacific

Outlines

@ Current Updates - 2024 GRM Workshop Outcomes
Future Plan- 2025 GRM Workshop Plans
(~ ¢ PMDA

Asia-Pacific
Economic Cooperation

2024 GRM Workshop Hosts & Organizers

Host
* Taiwan Food and Drug fron 2024 APEC Gt Resitration Varagrme (G)
parrnion . A=)

o
O

* APEC RHSC
* MHLW

Co-Organizer 2
L 0

« APAC APAC

) Asia-Pacific
Economic Cooparation

2024 Workshop Program (1/3)

Opening Remarks
® TFDA
® PMDA
® APAC

regulatory decision-making

Session 2: Communication

@ municatior re-market

2024 Workshop Program (2/3)

Session 3: Status of Implementation of GRM in the Economies
® Representatives from 3 economies

Session 4: Planning of Application

@ Planni a cessful submissic

Session 5: Preparation of Application Dossier
® Thir

L T .
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2024 GRM Workshop Outcomes

0On September 3-5, TFDA hosted APEC GRM Workshop in Taipei.

The 2.5 day program brought together 19 experts and 100 participants from 7 APEC member economies.
The workshop was considered highly satisfactory ana the topics were considered used by the participants.
http://www.fda qov.tw/ENG/sitelListContent. aspx?sid=106718id=4762

R L S

Asia-Pacific
Economic Cooperation

2025 GRM Workshop Plan

* Training method: Face-to-face workshop
+ Date: August 26-28th
» Venue: NTUH International Convention Center in Taipei.
« Topic: Good Registration Management of drugs for Unmet Medical Needs
* Number of Participants: Approximately 60 people
* Special arrangement

L ‘I'hls workshop will be jointly conducted with the 2: EC Medical
E Workshop hosted by another division of TFDA on the
same da!e at the same venue. The Opening Ceremony, Welcome
Reception and Certificate Award Ceremony will be jointly conducted

in the same venue. Other workshop agenda will be conducted in
different conference rooms.

CoD 2 aperston

2025 GRM Workshop Hosts & Organizers

b
Host 2025 APEC
« Taiwan Food and Drug P) Good Registration Management (GRM)
it G, ot eyt

Co-Organizer
¢ APECRHSC pot S
« MW

0 ©

2025 Workshop Program (1/3)

August 26‘“ v

Opening Remarks (TFDA/PMDA/APAC)

Session 1: Define the core competency of applicants & reviewers

¥ By explaining the basic concepts of GRM, we further highlight the core competencies required
for applicants & reviewers
¥ Delivered by Academia (USC) by Lectures

Session 2: Managing and conducting the review
VR

o
¥ Delivered by Regulatory in the US/EMA/TFDA/PMDA by Lectures & Panel Discussion

n implementation of pathways for approval of drugs for unmet medical needs and its

Session 3: Planning of Application
v Planning for Submission for NDA with unmet medical ne
¥ Submission Planning for Complex Products: Strategie:
cations.

)(2), Hybrid and Biosimilar

ed by IRPMA by Lectures/Group Discussion/Group Presentation
@ Economic Cooperation § Romenmio Gosparstion 10
Augus( 27\n « Session 3: Planning of Application August 28" + Session 7: Critical Thinking and Regulatory Decision-making
¥ Innovating for the Fulure: Preparing Your Applications v An overview of regulatory strategies for products with unmet medical needs & cases
i a3 T
¥ Lectures/Group Discussion/Group Presentation : ki)
¥ Lectures
« Session 5: Experience sharing for implementation of pathways for Session 8 Special Lecture
approval of drugs for unmet medical needs in 3 Economies & : s s . A b i
v Share the review experiences of drugs for unmet medical needs across different economies E ﬁerj:u;‘:“r:g:; ‘r;‘a:b‘u‘m ical experiences regarding combination products
to understand and bridge the differences e b s
¥ Delivered by three repr from APEC economies
« Session 6: Communications Closing Remarks
¥ Communications for submission and review of drugs for unmet medical needs ¥ Certificate Award Ceremony
¥ Delivered by Applicant & R r's aspects v Closing Remarks
¥ Lectures/Group Discussion/Group Presentation
Asia-Pacific. Asia-Pacific
CoD e Saopuraton " G I Scapersson i

Thank you for your attention.

“\\

gb
- »lc@
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AGENDA

APEC Workshop: Higher Education in Standardization

August 1, 2025

Incheon, Republic of Korea

Venue: Songdo Convensia

Room No. 107-109  Time: 09:30 am — 16:30 pm

Time Item Description
09:30 - 10:00 Arrival and Registration
10:00 - 10:15 Welcome and Overview of Objectives
Youngshik KANG, ROK, Executive Director (KSA)
10:15-10:45 | Session 1 Project Survey and the Importance of Data
In this Session, overall Hanah ZOO (PhD), ROK, Professor (Hallym
explanation and result of University)
the analysis about the
survey will be given Questions and Answers
10:45-12:00 | Session 2 Best Practices
Through this session,
several economies’ best | Standards and Conformity Assessment Education for
practices will be shared | Industrial Sector
and participants will | Nyoman SUPRIYATNA, INA, Lead Auditor (Ministry
have an opportunity to Of; I0lLSHRy)
briefly discuss on i i . -
Nurturing Innovation with Standards: Strategic Initiatives
relevant themes. G "
of Higher Education
Sohyeon PARK, ROK, Researcher (KSA)
Engaging the Next Generation: ASTM International’s
Academic Outreach Program
Elvin CHIA, US, Director (ASTM International)
12:00 - 13:30 Lunch
13:30 - 14:45 Initiatives of the People’s Republic of China’s Standards
Education
Weijia XIA, PRC, Director (China Association for
Standardization)
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Embedding Standards & Conformance in Singapore’s
Education and Workforce Development
Minyi CHUA, SGP, Director (Enterprise Singapore)

Small Group Discussions

® Theme1
How are best practices adapted to local context and
needs, and can they also be adapted to other
economies, such as developing economies?

® Theme 2
What are the key facilitating factors (e.g., policies,
partnerships, etc.) of economies’ best practice, as well
as the challenges faced and how they were

overcome?
14:45 - 15:15 Break
15:15-16:30 | Session 3 Exploring Collaborative Resources of Standards and

This session will include
the methods of
collaborating on best
practices.

Conformance Education

Importance of Higher Education on Standards and
Conformance - Possible Cooperation among APEC
Economies
Mitsuo MATSUMOTO, JPN, Senior Advisor
(Shobayashi International Patent & Trademark Office)

Who are Standards Professional? Can We Develop them?
Donggeun CHOI, ROK, Director (KSA)

Standards Development Training and Academic
Engagement Strategy
Emily MCINTYRE, CDA, Manager International Policy
(Standards Council of Canada)

Small Group Discussions

® Theme1
Please share any examples from your economy of
collaboration with other economies aimed at
strengthening standards and conformance education.

® Theme 2
Drawing on collaboration experiences and outcomes,
what effective mechanisms or approaches were
identified to engage APEC economies in collaborative
efforts and to ensure that they benefit from the
outcomes?
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APEC Al Standards Conference
gust Ro -

Day 1 : Connecting Al Standards and Industry through Practical Collaboration

“Aligning Innovation and Practice:
Putting Al Standards to Work across APEC Economies”

A collaborative platform to share practical industrial experiences and standardization strategies across APEC economies,
fostering mutual understanding and laying a foundation for action
by leveraging international Al standards as tools for real-world implementation

Time

09:30-10:00
('30)

Session Title

Registration and Arrival

Speaker

10:00-10:05
('5)

Opening Ceremony

KTL

10:05-10:10
(‘5)

Welcome Remarks

Jinseok Bae
(Director, KATS)

10:10-10:25
('15)

10:25-10:55
('30)

International Standards - Building trust, Vv

transparency and security for Al

Session 1:

Silvio Dulinsky
(Deputy Secretary-General,
__1s0)

International
Al Standardization International Standardization Strategies

Bridging Policy and Industry

Wael William Diab
| (Chair, ISO/IEC JTC1 SC42)
|| SRR

10:55-11:10
('15)

Session Break

('30)

11:10-11:40

11:40-12:10
('30)
|
12:10-12:20
(10)

Industry Use Cases of Generative Al o

Seoktae Ko
(CEO, GENON)

Session 2: Industry Best
Practices for Business Leaders

Redesigning Manufacturing with Al:
From Standards to Execution

Kyusoon Hwang
(Managing Director,
WIZCORE)

Q&A

12:20-13:40
('80)

Photo Session and Lunch

13:40-14:10
('30)

14:10-14:40
(30)

14:40-14:50 |
("10)

‘ Learnings from Singapore’s Adoption of Al
| and Best Practices

!
‘ Vinayak Prabhu

(CEO, Senguire)
\

Session 2: Industry Best I

‘ - v
Practices for Business Leaders Application and Use Cases of

Artificial Intelligence in the Steel Industry

—

Jounghan Lee
‘ (Senior Manager,
Hyundai Steel)

\ Q&A

14:50-15:10
('20)

Session Break

15:10-16:40
(90)

\ N %
. 3 [ Group Discussion:
i 3 ST Workshc?p \ What Al Standards Do Business Need,
Enhancing Al Standards in

to Utilizing Existing Al Standards?

All Participants
(Moderator: Hildegunn
Kyvik Nordas
Professor,
Orebro University)

16:40-17:00
("20)

: and What Are the Obstacles
Business

Day 2 Training Session:

iviap-Up Introduction and Closing

KTL
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APEC Al Standards Conference

Day 2 : A Practical Workshop for Implementing Al

“putting Standards to Work:
Practical Al Training for Implementation”

Standards

A hands-on session offering practical insights into applying and assessing international Al standards

in real-world organizational and industrial contexts—

supporting the development of a shared APEC platform for effective implementation

Time

09:30-10:00
('30)

Session Title

Registration and Arrival

Speaker

10:00-10:10
('10)

Orientation Training Goals & Session Overview

KTL

10:10-10:40
('30)

10:40-11:10
('30)

11:10-11:40
('30)

Conformity Assessment of Al Systems

Martina Paul
(Co-Convenor, ISO/IEC
ITC1 SC 42/JWG6)

Session 1:
Foundations of Al
Conformity and Standards

Trustworthiness as the base of Conformity
Assessment design for Al products and services

David Filip
(Convenor, ISO/IEC
JTC1 SC 42/WG3).

for SMEs

ISO/IEC 42001 for
Small and Medium Enterprises
(Al Management System)

Olivier Blais
(Chair, Canadian
Delegation to ISO/IEC
JTC 1/5C 42)

11:40-13:00
('80)

Lunch and Networking

13:00-15:00
('120)

Session 2:
1SO/IEC 42001
Training for
Practical Implementation

ISO/IEC 42001 Training

for Practical Implementation ‘

Claire McFarland
(Senior Manager,
Standards Australia)

15:00-15:15
('15)

Session Break

15:15-15:45
('30)

15:45-16:15
('30)

16:15-16:45
('30)

Al System Quality Enhancement Strategies ‘
! \

Sunho Ahn
(Al Team Manager, KTL)

Session 3:
Advancing Safe and
' Sustainable Al Practices

Al safety in Practice :
Building Trust in Everyday Applications

Kelly Forbes
(President &
Executive Director, AIAPI)

Al Development :
Our Choices for Sustainability

\
Martin Saerbeck

(CTO, AIQURIS)

16:45-16:50
(5)

Closing

KTL
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Asia-Pacific
Economic Cooperation

K¢
APEC 2025
KOREA

O, « | Ministerio
PERU | de Comercio Exterior

y Turismo

CTI Public - Private Dialogue (PPD) on Follow-up initiative on Promoting
Transparency through the Improvement of Information submitted in the
Sanitary and Phytosanitary (SPS) Notifications

2-3 August 2025
Songdo Convensia
Incheon, Republic of Korea

Day 1: Current Trends of Transparency on SPS Notifications in the APEC Region

Time Agenda Speakers
08:30 — 09:00 Registration
: . . Ms. Pia ARANYA, Project

09:00-09:10 | Opening Remarks oot
Ms. Rocio BARREDA,
Director of  Technical

09:10 - 09:20 | Welcome Speech Requirement for Foreign
Trade, Ministry of Foreign
Trade and Tourism of Peru

09:20 — 09:30 Indications for the PPD’s development

09:30 — 09:45 Family photo

Session 1: Transparency in APEC Region - Focus on SPS Notifications

Previous studies on transparency in APEC
Region

- Study of APEC Economies' Sanitary and
Phytosanitary (SPS) Notifications

Q&As (5 min)

Ms. Pia ARANYA

09:45 - 10:30
- Study of APEC Economies' TBT and sps | MINCETUR-PERU
Specific Trade Concerns: An Analysis from the
APEC Cross Cutting Principles on Non-Tariff
Measures
Q&As (5 min)
10:30 — 11:00 COFFEE BREAK

Session 2: Relevance of transparency in the framework of SPS Agreement

SPS Agreement and the principle of
transparency (20min)

WTO/SPS experts will explain WTO

Members'’ rights and obligations regarding

Ms. Nazia MOHAMMED

WTO/SPS experts will explain the use of E-Ping
platform, and relevant WTO/SPS tools.

FR0=1130 the principle of transparency in the WTO
framework of the SPS Agreement.
Q&As (10min)
Recommendations of the WTO/SPS

11:30 = 12:00 Committee regarding transparency (20 min): Ms. Nazia MOHAMMED

WTO
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Asia-Pacific APEC 2025
Economic Cooperation KOREA
Q&As (10min)
12:00 — 14:00 | LUNCH BREAK
Session 3: Results of the Follow-Up Study of APEC Economies’ Sanitary and
Phytosanitary (SPS) Notifications on Quality and Completeness of Information
Recap of Peru’s “Follow-up initiative on
Promoting Transparency through the
Improvement of Information submitted in the
Sanitary and Phytosanitary (SPS)
14:00 — 14:30 Notifications” (CTI_202_2024T) (20min):
: * Project Overseer will inform about the Initiative, Ms. Pi
S . s. Pia ARANYA
the activities that are part of it, the development, MINCETUR — PERU
and the possible next steps.
Q&As (10min)
Results of the Follow-Up Study of APEC
Economies’ SPS Notifications on Quality
and Completeness of Information (20min):
14:30 — 15:00 The Project Overseer will inform about the Ms. Pia ARANYA
K ’ methodology, the process of collecting MINCETUR - PERU
information and the analysis of the results.
Q&As (10min)
15:00 — 15:30 COFFEE BREAK
Ms. Rocio BARREDA
Conclusions and recommendations based MINGEELER. - Rt
on the results of the Study (30min):
SPS experts from APEC economies and the Dr.PGAi‘r;I:NGIIBe :; F-
Project Overseer will explain the conclusions BUREAU OF PLANT
15:30 - 16:15 | derived from the Study. They will also propose INDUSTRY - THE
a set of recommendations on transparency for PHILIPPINES
further discussion.
x Ms. Anna TYLER
QaAs (1omin) MPI — NEW ZEALAND
Mr. Sergio BALDERAS
National Confederation of
Challenges regarding WTO SPS Livestock Organizations
notifications by private sector (30min): (CNOG) - MEXICO
Representatives from the private sector will
16:15 — 17:00 discuss the conclusions and 'recommendation.s Mr. Ma'rcelo VALVERDE
’ ’ based on the Study. They will also share their National Society of
experience regarding transparency matters. Industries (SNI) - PERU
Q&As (15min) Ms. Claire ZHOU
GACC Registration Service
Org. - CHINA
2
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Purpose: information
Submitted by: Chinese Taipei

T 8% Second Sub-Committee on Standards.

j £ and Conformance Meeting

incheon, Korea

APEC 2025 45 August 2025
KOREA

(Self-Funded Proposal)
Chinese Taipei
(October 22-23, 2025)
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2025 APEC Conference on the
Analytical Techniques for Cosmetics

Information (1/3)

g o

Date Venue Core Actives

October 22-23, 2025 Hybrid Conference
GIS MOTC Convention
Center and Cisco

Webex

Plenary Lectures

1 day Conference Panel Discussions

0.5 day Close Meeting
Chinese Taipei

o0
SN

Others

Main Language:
English

Taiwan Food and
Drug Administration,
Chines: ei
Co-Sponsoring
Economies:

Canada

Analytical
Techniques

Unexpected
Substances
Monitoring

Information (2/3)

Theme

Green
Technology

R.&

Regulations
of Cosmetics

Information (3/3)
Objective

® To provide the information exchange platform
scientific management of cosmetics.

and application.

Target Audience

Official
Researchers

Regulatory
Authorities

3

of analytical

techniques, monitoring programs, or technical advices on the

® To share the latest knowledge and experiences in cosmetic analysis

Testing
Laboratories

t of Chemistry and
Biochemistry,
Carleton University, Canada

Dr. Sae Ishihara

Unit Chief,

Pharmaceutical Safety Bureau
Ministry of Health, Labour and
Welfare, Japan

Pharmaceutical Evaluation Division,

Dr. Taehyung Yoon
Deputy Scientific Director,
Cosmetic Research Division,
National Institute of Food and Drug
Safety Evaluation, Republic of Korea

~

L 75

Dr. Yong-Chien, Ling
Honorary Professor,
Department of Chemistry,
National Tsing Hua University,
Chinese Taipe!

Invited Speakers

& wellness,
RIM Berhad,

Ms. Ching-Chia, Chang
Section Chief,
Division of Research and An,

d Drug Administrats
Ministry of Health and Welfare,
Chinese Taipe
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25/10/22(
Hybrid Conference

Registration

Opening Remarks

09:00
|75 Dr. Der-Yuan Wang
LEBTIN Deputy Director-General, Taiwan Food and Drug Administration, Ministry of Health and Welfare,

Chinese Taipei

{5 3 Analytical Techniques and Experiences
= L8 of Cosmetics in Chinese Taipei

Analytical Characterization and Monitoring of Dr A.Rand
Per- and Polyfluoroalkyl Substances (PFAS) in  Associate Professor, Department of Chemistry and Institute of
Cosmetics and Personal Care Products Biochemistry, Carleton University, Canada

Group Photo

Ms. Ching-Chi
Division of Research and Analysis, Food and
ration, Ministry of Health and Welfare, Chinese

i Dr. Taehyung Yoon
Establishment of Analytica Method for  Deputy Scientific Director, Cosmetic Research Division,
n for=a: Procedure, IMProvement, National Institute of Food and Drug Safety Evaluation,
and Further Study -
Republic of Korea.
Panel Discussion |

Dr. Hsiu-Mei Chiang

rofe 1, rtment of Cosmeceutics, Medical Universi

Agenda (2/3)

Design and Quality Control of Micro/Nano-

zms/m/n(x

Hybrid Conference
Speaker

Sized for Topical
Using Green Technology Approach

Green Chemistry and Chemical Analysis of
Cosmetics

Regulations on Cosmetics and Medicated
Cosmetics in Japan

Moderator :
Dr. Horng-Huey Ko,

Senior Smart Life Sciences & Wellness, Life
Sciences Centre, SIRIM Berhad, Malaysia

Dr. Yong-Chien, Lin;
Honorary Professor, Department of Chemistry, National Tsing
Hua University, Chinese Taipei

Coffee Break

Dr. Sae Ishihara

Unit Chief, Pharmaceutical Evaluation Division,

Pharmaceutical Safety Bureau

Ministry of Health, Labour and Welfare, Japan
Panel Discussion I

Professor, School of Pharmacy, College of
Chinese Taipei

Closing Remarks

Wi

2025/10/23(UTE#B)

Agenda (3/3)

Close Meeting

Moderator *
Dr. Su-Hsiang Tseng, Director, Division of Research and Analysis, Taiwan Food and Drug Administration, Ministry
of Health and Welfare, Chinese Taipei

Panelist :

Dr. Amy A. Rand

Associate Professor, Department of Chemistry and Institute of Biochemistry, Carleton University, Canada

Dr. Taehyung Yoon

Deputy Scientific Director, Cosmetic Research Division, National Institute of Food and Drug Safety Evaluation,
Republic of Korea

Dr. Mazita Mohd Diah

Senior Researcher, Smart Life Sciences & Wellness, Life Sciences Centre, SIRIM Berhad, Malaysia

Dr. Sae Ishihara

Division, Safety Bureau Ministry of Health, Labour and

Welfare, Japan
Dr. Yo ien, Li

Honorary Professor, Department of Chemistry, National Tsing Hua University, Chinese Taipei

Ms. Chin, ia, Cha

Section Chief, Division of Research and Analysis, Food and Drug Administration, Ministry of Health and Welfare,

Chinese Tai

Welcome to participate in this conference |
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