6th APAC Program

Accelerating Access To Innovative Medicines through advancing collaborative partnership in Asia

Wednesday, April 5, 2017
MC : A. Matsubara (JPMA)

08:30 » 08:40 Opening Remarks Y. Hatanaka JP-JPMA
08:40 » 08:55 Congratulatory Speech T. Cueni IFPMA
08:55 » oo | Keynote Lecture _ Boon M.H. PIC/S(HSA)
PIC/S GMP update -tentative
09:40 » 10:00 < Break > (Photo session)
10:00 » 10:10 Introductin of the entire program H. Hirate JP-JPMA
e ATIM Session : Sharing Evaluation Process for GMP Compliance Assessment and Finding Opportunities
| ' to Improve Efficiency ~Aiming early approvals of innovative medicines in Asia
Presentations Chair:Boon, S. Sakurai/PMDA
10:10 » 10:25 | 1 GMP compliance assessment process and future possibility in Japan M. Yabuki JP-PMDA
10:25 » 10:40 | 2 GMP compliance assessment process and future possibility in Korea M. Choi KR- MFDS
10:40 » 10:55 | 3 GMP compliance assessment process and future possibility in Taiwan Ellen C. TW-FDA
10:55 » 11:10 | 4 GMP compliance assessment process and future possibility in Thailand Suchart C. TH-FDA
11:10 » 11:25 | 5 GMP compliance assessment process and future possibility in Indonesia Bayu W. ID-NADFC
Panel Discussion
1125 » 11:40 <Suggestion from Industry> SMF/PMF issues identified by JPMA and potential areas K. Kamiya
' ' for efficiency in GMP compliance assessment T. Nakagawa JPMA
Il
11:40 » 12:15 | * How Asian authorities & industry can collaborate for efficient GMP compliance ? all member
+ M. Chuna MFDS & floor
12:15 » 12:20 Session closing Boon M. PIC/S

12:20 » 13:30 < Lunch >

13:30 » 15:30 |DA Session :Dawning Era in Drug Discovery with Natural Resources in Asia

13:30 » 13:35 Introduction to the DA Session A. Hasuoka JP- JPMA
Keynote Lecture Chair : W.K.Chi & A. Hasuoka
13:35 » 14:05 Continued Efforts to Discover New Drugs using Natural Resources (tentative) K. Shinya JP-AIST

Presentations

14:05 » 14:15 | 1 Drug discovery using natural compounds in Thailand Wanchai D. TH-Chula. Univ.
14:15 » 14:30 | 2 Drug discovery using natural compounds in Taiwan M. Su TW- SynCore
14:30 » 14:45 | 3 Application of Natural Resources to Drug Discovery in Eisai K. Tagami JP-Eisai

14:45 » 15:00 | 4 Activities of Pillar 5 (Drug Discovery by Natural Resources) Task Force Nares D. TH-TCELS

Panel discussion

-Implementation of drug discovery using natural resources in Asia

15:00 » 15:25 ; . : .
-Issues & solution for drug discovery by natural resources in Asia

all member & floor

15:25 » 15:30 Session closing W. Chi TW-DCB

15:30 » 15:50 < Break >

RA Session : Toward Efficient & High-Quality Registration Process for Innovative Medicines

15: » 17:2 . . . .
3:30 0 — Campaign for Rolling out the Good Registration Management

15:50 » 15:55 Introduction to the RA Session 0. Inagaki JP-JPMA
Presentations Chair :0. Inagaki

15:55 » 16:10 | 1 GRM Pilot CoE workshop -Reviewers Training J. Wang TW-FDA

16:10 » 16:25 | 2 Promotion of Good Submission Practice in Asia S. Hatakeyama JP-JPMA
Panel discussion Chair : J. Sato  JP-PMDA

16:25 » 16:40 <Presentation> Forward-looking approaches & its Experiences of PMDA's ATC* J. Sato JP-PMDA

16:40 » 17:15 <Discussion> Challenges on capacity building for quality improvement in new drug|all member + Allice C. PhAMA,

registration process Busakorn L. PReMA & floor
17:15 » 17:20 Session closing 0. Inagaki JP-JPMA
17:20 » 17:35 |Closing Remarks H. Naito JPMA-JP
18:00 » < Reception >

*ATC : Asia Training Center




