


Program (Morning Session)
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Time Session Contents Note
8:30-9:00 Registration JPMA/JPMD
9:00-9:10 10 Opening Remarks

5×2 Opening Remarks PMDA, DAV PMDA, Mr. HIRAIWA Masaru
DAV Mr. Nguyen Thanh Lam

9:10-10:55 105 Session 1: Regulatory Update Chair: PMDA, DAV Chair: Ms. ENDO Ayumi(PMDA), Mr. Nguyen Thanh Lam(DAV)
9:10-10:00 (50)

20
20
10

1-1 Overview
1. Japan Regulatory Updates Overview
2. Vietnam Regulatory Updates Overview
Q&A

MHLW
DAV

MHLW, Mr. OKUBO Takayuki
DAV, Mr. Nguyen Tuan Anh
*Extend presentation time by DAV, if they requested

10:00-10:55 (55)
20
20
15

1-2 GMP compliance
1. GMP assessment for foreign manufacturer
2. GMP inspection results and GMP certificates
Q&A

DAV
MHLW

DAV, Mr. Vu Duc Canh
MHLW, Mr. MIYATA Yu

10:55-11:05 10 Break
11:05-11:50 45 Session 2: Effective Use of Reliance Practice Chair: PMDA, DAV Chair: Ms. ENDO Ayumi(PMDA), Mr. Nguyen Thanh Lam(DAV)

15
15
15

1. Introduction of reliance form for drug registration 
review

2. Cooperating in promoting reliance system
Q&A

DAV
PMDA

DAV, Mr. Nguyen Tuan Anh
PMDA, Dr. NODA Shinichi

11:50-12:00 10 Photo session

12:00-13:30 90
<Lunch Break>



Program (Afternoon Session)
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Time Session Contents Note
13:30-13:40 10 Keynote Speech

10 Keynote JPMA JPMA, Mr. YOSHIDA Yasunori

13:40-14:20 40 Session 3: Effective Use of Reliance Practice Chair: JPMA JPMA, Ms. HIGASHIYAMA, Masayo
15
15

10

1. Experiences in reliance review- Japanese industry
2. Experiences in reliance review- International industry in 

Vietnam
Q&A

JPMA
PG

JPMA, Ms. MURABAYASHI Hiromi
PG, Ms. Thuy Nguyen

14:20-15:00 40 Session 4: Promoting Appropriate Use of Medicines Chair: JPMA JPMA, Mr. KAGAWA, Osamu
20
20

Presentation
Panel Discussion

JPMA
Bach Mai Hospital

JPMA, Ms. MARUYAMA Megumi
Ms. Bui Thi Ngoc Thuc

15:00-15:10 10 Closing Remarks
5×2 Closing Remarks DAV, PMDA DAV, Mr. Chu Dang Trung,

PMDA, Mr. OKUBO Takayuki
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