2018 Multi-Regional Clinical Trial (MRCT) Workshop:

Challenges and

Date : MAY 9-10, 2018

Opportunities

Venue : CHANG YUNG-FA FOUNDATION International Convention Center Rm801

Interpreter: English-Chinese interpreter (TBD)

Dayl Wednesday, May 9

e Moderator: A & 1= (KA R & Fr)

Time Topics Speaker
08:30-09:00 3F 3| Registration
s . e 1V k
09:00-09:10 ¥ # 33 Opening Remarks
(Taiwan FDA)
09:10-09:20 B %2 £ P& Memorial photo taking
Keynote Speech

e 5% MRCT # 7 5% o 1 E T W
09:20-09:50 el T 4 , Fr
Experience sharing on MRCT in Taiwan (% = %5 [=)
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09:50-10:20 o ¥ R4 ~ ICH {82, ¥ &% ez d (FHEP-FELTD
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10:20-10:40 ik & Coffee Break

Session 1: Implementation of ICH E17: Regulatory Perspectives
e Moderator: 1 ¢ ik & (TaiwanFDA) % Naoyuki Yasuda (Office Director, Office of

International Programs, PMDA

oif il Fin
10:40-11:10 e Introduction of ICH E17 Guideline (M2 A FERE%
v :\'J)

e Point to Consider for MRCT Results e Shuji Kamada

11:10-11:40 Evaluation and the Impact of ICH E17 (Reviewer, Office of New
Implementation in Japan Drug V, PMDA)

11:40-12:10 Q&A
12:10-13:30 < % Lunch




Session 2: Implementation of ICH E17: Industry Perspectives
e Moderator: B R™ ik (RZEFP L §)

e Impact of ICH E17 to New Drug Development | ® $I5 %

13:30-14:00 . . . < o
and the Design of Global Clinical Trials (B~ ZR)

*Marcin Ernst
e Experience Sharing on Planning and Design a .
14:00-14:30 ] . ) (VP Clinical
MRCT: Asia-Pacific Regional  (TBD)

Development, Synoes)

14:30-15:00 Q&A

15:00-15:20 Coffee Break

Session 3: Implementation of ICH E17: Clinical Center Perspectives
e Moderator: MizEy i ix(% + F 1)

o LATRR RN R {0 CHikH FEF
15:20-15:50 Strategies for Strengthening the Clinical Trial (A E2 * F B h %
Environment in Taiwan ¢
o HAY A
15:50-16:20 o Tk iR & [ A ¥ 55k~ % (TBD) (£ A& & Ffek #
v o)
o FRPTE 1 ix
16:20-16:50 o TR & 4 #2553 (TBD) (5 A F TR 3
o)
16:50-17:20 Q&A




Day 2
Thursday, May 10

Time Topics

Speaker

08:30-09:00

Registration

09:00-09:10

Opening Remarks

o ERM Ik
(R~ F)

Session 4: Implementation of MRCT :

e Moderator: BRM KL (R=BP L 5F)

Challenges and Opportunities (TBD)

e Impact of ICH E17 to New Drug o ®HE VL
09:10-09:40 Development and the Design of Global (F R= A PP MK
Clinical Trials" WEF ARG
e Dr. Junko Sato
(Director for Office of
e Implementation of Multi-Regional Clinical | International Cooperation,
09:40-10:10
Trial- Challenge of PMDA-ATC Pharmaceuticals and
Medical Devices Agency
(PMDA) )
10:10-10:30 e k4 Coffee Break
, , o flnk FiF
e |Implementation and the experience N e b b o s
10:30-11:00 ) (¢ 2R g X ;é'*ﬂz ik
sharing on MRCT (TBD) e
P RERT)
e James Leong
e Potential challenges to effective (Head of Pharmaceutical
11:00-11:30 implementation of ICH E17: A Training Regulatory Science
Center’s perspective Programme (CoRE) Duke-
NUS Medical)
11:30-12:00 Panel Discussion
o 1 vixiE
12:00-12:10 Closing Remarks
(TFDA)




