
 
 

ASEAN-Japan Medical Devices Regulatory (MDR) Seminar 2025 

Thursday and Friday, 15th and 16th May, 2025      PADAN room   Level 1 The Westin Jakarta   
MDR Seminar 2025 Schedule  

15 May Thr, 2025 

Time (UTC+7) Topic MC/Chair Speaker* 
   Name  Title 
Start at 09.30   
09.30-09.45 Opening Mr. Hayato Ishida 

PMDA 
Ms. Ayumi Endo Office Director, Office of Asia 

Training Center and 
International 
Cooperation(OAIC), PMDA 

09.45-12.15 Session 1(10min/each AMS x 10: 
Presentation 7min + Q&A 3min) 
Round Table Discussion 
1.Current status and challenges for Medical 
Device Regulations in each AEAN Member 
States 
2.Future  Outlook 

 Mr. Hayato Ishida 
PMDA 

AMS representative 
in alphabetical order 
1. Brunei Darussalam 
2. Cambodia 
3. Indonesia 
4. Lao PDR 
5. Malaysia 
6. Myanmar 
7. Philippines 
8. Singapore 
9. Thailand 
10. Viet Nam 

 

12.15-13.30 Lunch (Break)    
13.30-14.30  
 
 

Session 2 (Lecture 40min+Q&A 20min) 
1. Standard workshop 
2. Q&A (20min) ※ Mr. Hayato Ishida 

PMDA 

 
Mr. Yuki Morishita 

 
Division of Standards for 
Medical devices   
Office of Vigilance and 
Standards for Medical Devices, 
PMDA 

14.30-15.05 Session 3 (Lecture + Q&A 35min) 
 Mr. Hayato Ishida 

PMDA 

 
Mr. Jeffri Ardiyanto  

 
Director of Pharmaceuticals and 
Medical Devices Resilience, 
MoH of RI 

15.05-15.20  Break   
15.20-16.50  Session 4 (Lecture 70min+Q&A 20min) Mr. Hayato Ishida   



 
 

 

*Language :  English 
 

16 May Thr, 2025 
 

*Language :  English 

  Medical Device Single Audit Program
（MDSAP）    
1. Current Status of MDSAP 
2. Industry Perspective for MDSAP                                                                                                                                    
3. Q&A (20min) ※ 

PMDA 
 

 
 
Dr. Kenichi Ishibashi 
Dr. Naoki   Morooka 
 

 
 
Senior Scientist, PMDA 
Senior General Manager, 
Medical Regulatory Policy 
Division, Shimazu Corporation 

16.50-17.00 Seminar Evaluation (Day1)   All Seminar Participants  
17:00- Photo Session    
 End of Seminar (Day1)   

Time (UTC+7) Topic MC/Chair Speaker* 
   Name  Title 
Start at 09.30   
09.30-11.30 Session 5 (Guidance 10min+Lecture 10min 

+Group Discussion 10min+ Presentation 
10min)x3, etc.) 
 Review of high-risk MD    Case study  

Ms. Natsuko Ito 
/ Mr. Yuki Morishita, 
PMDA 

Ms. Natsuko Ito 
/ Mr. Yoshitomo Watanabe 
(pre-record) 

Reviewer, Office of Medical 
Devices I, PMDA 

11.30-11.45 Break     
11.45-12.30 Session 6( Lecture 30min+Q&A 15min) 

1. Review of SaMD 
2.  Q&A (15min) ※     

 Mr. Kaito Shimizu, 
PMDA 

 
Mr. Yuki Furusawa (online) 
 

 
Reviewer, Office of Software as a 
Medical Device, PMDA 

12.30-13.30 Lunch (Break)    
13.30-14.15  
 
 

Session 7 (Lecture 30min+Q&A 15min) 
1. Review of IVDs 
2. Q&A (15min) ※   

Mr. Hayato Ishida 
/Mr. Kaito Shimizu, 
PMDA 

 
 Ms. Hiromi Yamada 

 
Principal Reviewer, Office of In 
Vitro Diagnostics, PMDA 

14.15-15.00 Session 8  
Seminar Wrap up and General Discussion 

Mr. Hayato Ishida, 
PMDA 

 
 

 
  

15.00-15.15  Break/ Seminar Evaluation (Day2)   
15.15-15.40  
 

Photo Session and Closing Ceremony Mr. Hayato Ishida 
/Mr. Kaito Shimizu, 
PMDA 
 

AMS representative 
Ms. Ayumi Endo 
 

 
Office Director, Office of Asia 
Training Center and 
International 
Cooperation(OAIC), PMDA 

 End of Seminar   


