Short Agenda of 2026 APEC Medical Devices CoE Workshop (In-Person Participation)
	Time
	Day 1: 8/26 (Wed.)
	Day 2: 8/27 (Thu.)
	Day 3: 8/28 (Fri.)

	Morning
	Registration

	
	Opening Remarks
PWA Introduction

Special Keynote: An Overview of Managing and Conducting the Review for Drug-Device Combination Products (optional, not endorsed as APEC CoE topic)

CoE Introduction

Lecture #1: Current Harmonization Status of Pre-and Post-Market Regulations in Each Economy
	Icebreaker Activities

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

Group Practice: 
MD Case Study
(1) Introduction 
(2) Group Discussion
(3) Group Presentation
(4) Q&A
	Lecture #5: Clinical Evaluation

Expectations from the Workshop and Next Steps

Certificate Award Ceremony
Closing Remarks

	Noon
	Lunch

	Afternoon
	Lecture #1: Current Harmonization Status of Pre-and Post-Market Regulation in Each Economy (continued)

Lecture #2-1: MDSAP Introduction
Lecture #2-2: ISO 13485:2016 - Overview and Practical Implementation in Medical Device Quality Management + QA
	Lecture #4: Adverse Event Reporting

Group Practice: 
IMDRF Terminologies for Medical Device Adverse Event
(1) Group Discussion
(2) Group Presentation
(3) Q&A
	Manufacturing Site Visit
(optional – only for regulators)

	Evening
	Welcome Reception
	
	



