
Day 1
Thursday, Nov.18

Day 2
Friday, Nov.19

14:00 - 14:45
Live Lecture 1: Regulations of IVDs and IVD Medical
Devices
 - Lecture: 30 min
 - Q&A: 15 min

14:00 - 14:45
Live Lecture 4: Regulations of Software as a Medical
Device (SaMD)
 - Lecture: 30 min
 - Q&A: 15 min

14:45 - 15:30
Live Lecture 2: Biological Safety
 - Lecture: 30 min
 - Q&A: 15 min

16:15 - 16:30
Day 2 Group Work Guidance
16:30 - 16:45
Evaluation of Day 1

16:35 - 17:05
Break
16:45 - 17:15
Q&A for Self-learning Program and All Live Lectures
17:15 - 17:25
Evaluation of Day 2 and Overall Program

15:30 - 16:15
Live Lecture 3: Development and Practical Application
 - Lecture: 30 min
 - Q&A: 15 min

14:45 - 16:35
Group Work
Case Study 1: Review of SaMD
 - Introduction: 15 min
 - Group Discussion: 45 min
 - Group Presentation: 20 min
 - Discussion: 10 min
 - Q&A: 10 min
 - Wrap Up: 10 min

PMDA-ATC Medical Devices Webinar 2021, PMDA Workshop
Session Program (Webex)  (all time in JST; UTC+9)


