EHEENT
:2025F 6 H6 H@BR)RLORMENF S5

(S

i 2
YN

R

AREIR

1.

TCRA 2025 BeRi S EEABEHFIE
Issue & Risk Management Workshop
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Time Topic Speaker
08:30-09:00 | Register for Members
09:00-09:10 | Opening Tina Sun
09:10-09:50 | 1) Definition for Issue and Risk Stephen Ou
09:50-10:50 | 2) Root Cause Analysis & CAPA (I) Mandy Liu
10:50-11:05 | Break
11:05-12:00 | 2) Root Cause Analysis & CAPA (ll) Mandy Liu
12:00-13:00 | Lunch
13:00-13:15 | Workshop Flow Instruction

Stephen Ou

13:15-15:00 | 3) Real Case Practice for Issue Management
15:00-15:20 | Break
15:20-16:20 | 4) Real Case Practice for Risk Management Stephen Ou
16:20-17:00 | Panel Discussion * X &8 All
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1. Mandy Liu / Inspection Management Lead, UCB
2. Stephen Ou / CRA Manager, Novartis

[ Panelist / Facilitator 7T 48] (k& HER)
1. Amery Chang / CRA manager, MSD
2. Gash Chou / Sr. Quality Control Manager, QPS-Qualitix
3. Jason Tsai / Sr. Clinical Trials Manager, Gilead Sciences
4. Lillian Lin / Associate Director, Clinical Operation Division, EffPha
5. Patty Tsai / Study Start-Up Team Lead, Novartis
6. Vivi Han / Clinical Study Unit Head, Taiwan and Hong Kong, Sanofi
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Taiwan Clinical Research Association
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