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The 4™ Vietnam-Japan Symposium
(Hgi thdo chuyén dé lan 4 Viét Nam — Nhdt Ban)

Date :  Tuesday, 5 December, 2023
Thoi gian . Tha ba, ngay 05/12/2023
Venue : Pullman Hotel, Hanoi

DPia diém : Khéch sgn Pullman, Ha Ngi

Participants : Drug Administration of Vietnam (DAV); Ministry of
Health, Labour, and Welfare of Japan (MHLW); Pharmaceuticals and Medical
Devices Agency (PMDA); Pharmaceutical companies Vietnam — Japan and
relevant parties.

Thanh phan tham di: Cuc Qudan ly Durgc (DAV); BS Y té, Lao déng va Phic lgi Nhdt
Ban (MHLW); Co quan Duwoc pham va Thiét bi Y té Nhdt Ban (PMDA); doanh nghiép duroc
phdm hai meéc va cac bén cé lién quan.

Time Topic Speaker
Thoi gian Chu dé Dién gid

.AN.0- Registration
9:00-9:30 Ding ky dai biéu

Opening Remarks and Keynote Speech
Phét biéu khai mac va bai phat biéu quan trong

9:30-9:35 Openir!g Remarks D!’. Hiroyuki ARAI, Executive
Phat biéu khai mac Director, PMDA
Opening Remarks and
9:35-9:50 Keyno@e speech ? Leader of DAV
Phat biéu khai mac va bai phat biéu | Lanh dao Cuc Qudn Iy Duot
qguan trpng
Dr. Daisuke TANAKA, Office
9:50-10:05 Kgyngte Epeech director, Office of International
bai phat biéu quan trong
programs, PMDA
Photo session
10:05-10:30 Chup dnh T miém
Break
10:30-10:50 Nghi cudi phién khai mac

Session 1: Regulatory updates of marketing authorization for drugs
Phién 1: Cdp nhdt chinh séch vé Ddang ky lieu hanh thuoc

10:50-11:10 | Regulatory updates Mr. Kenji KUROIWA, Deputy
' ' Cdp nhdt chinh sach Director, MHLW
_ _ Regulatory updates Representatives from DAV
11:10-11:30 | 20 77 2 P S o
Cdp nhdt chinh sach Dai dién cua Cuc Qudn Iy Duoc
11-30-12:00 | Q @nd Afor session 1

Phan héi va tra loi cho phién 1




12:00-13:00

Lunch Break

Nghi an trua

Session 2: Timely access to innovative drugs
Phién 2: Tiép cdn thuoc kip thoi déi véi thuoc phat minh

13:00-13:20

Sustainable access to
innovative products

Kha ndng tiép can on dinh Voi
thuéc phat minh

Dr. Keita KAWAJI, Reviewer,
Office of New Drug IV, PMDA

13:20-13:40

Regulation on import
permission of orphan drugs
and drugs meeting demand of

special treatment of hospitals
Ouy dinh vé gidy phép nhdp khau
doi véi thuac hiém va thuéc dap
#ng yéu cau vé chira tri dac biét tai
cac bénh vién

Representatives from DAV
Dai dign cua Cuc Quan Iy Duoc

13:40-14:10

Q and A for session 2
Phan héi va tra loi cho phién 2

14:10-14:30

Break
Nghi cugi phién

Session 3: Facilitation of the proper use of pharmaceuticals
Phién 3: Tao diéu kién thudn loi cho viéc sir dung dwoc phcfm dung cach

14:30-14:50

Facilitation of the proper use

of pharmaceuticals
Tao diéu kién thudn loi cho viéc sir
dung dwoc phdam diing cdch

Ms. Maki YORO, Inspector, Office
of Informatics and Management for
Safety, PMDA

14:50-15:10

Capacity strengthening on
management of substandard

and falsified medical products
Tang cuong nang luc qudn 1y doi
Véi thuac gia va thuéc kém chat
lwong.

Representatives from DAV
Dai dién cua Cuc Qudn Iy Duoc

15:10-15:40

Q and A for session 3
Phan héi va tra loi cho phién 3

Closing Remarks
Phat biéu bé mac budi hop chuyén dé

15:40-15:45

Closing Remarks

Dr. Hiroyuki ARAI, Executive

Bé mac Director, PMDA
15:50-15:50 C!,osmg Remarks Re'prgAsenFatlves frc3m !Z)AV
Bé mac Dai dién cua Cuc Qudn Iy Duoc

Presentation/remarks: simultaneous interpretation
Thuyét trinh/Khai mac: Phién dick dong thoi
Q&A: consecutive interpretation

Phan cau hei: Phién djch nai tiép




