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Monitoring Hands-on Workshop
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[ Agenda)
06 JUN 2024 (Thursday)
Time Topic | Speaker
08:30-09:00 Registration
09:00-09:05 Opening Tina Sun
09:05-09:10 Workshop Flow & General Rules Keris Huang
1) Preparation of Monitoring (Case Study)
- GCP Definition
- ALCOA-C Principles
09:10-10:50 - SDV Strategy Keris Huang
- What Should You Do Before Going to Site? (On-site vs. Remote)
- Close Out
- Site Communication (Good & Bad examples)
10:50-11:05 Break
2) During the Monitoring
11:05-12:05 - Informed Consent Process Tinny Hsiao
- Inclusion/Exclusion Criteria
12:05-13:05 Lunch
3) During the Monitoring
. . - IMP Management
13:05-15:05 . Steve Chen
- Safety Reporting
- Lab Report
15:05-15:20 Break
4) During the Monitoring (Case Study)
. . - Informed Consent Tinny Hsiao
15:20-16:40 - IMP Issue Handling Steve Chen
- SAE Reporting Scenario
Tinny Hsiao
16:40-17:00 Wrap-up /House Keeping Vivi Han
Stephen Ou
17:00 Group Photo All
07 JUN 2024 (Friday)
Time Topic | Speaker
08:30-09:00 Registration
09:00-09:05 Opening Tina Sun
09:05-09:20 Quiz Time (for first day workshop wrap-up) Vivi Han
Stephen Ou
1) Risk Based Monitoring
09:20-10:10 - Introduction of Risk Based Monitoring (RBM) Ally Fang
- Real Experience Sharing
2) After the Monitoring
10:10-10:40 |  Monitoring Report Writing Ally Fang
- Site Communication
- Visit Follow up
10:40-10:55 Break
) ) 3) After the Monitoring (Case Study)
10:55-11:55 "MV Report Writing Ally Fang
11:55-13:00 Lunch
13:00-13:45 | 4) MVR Exercise | AllyFang
13:45-14:00 Break
14:00-15:20 5) Audit /Inspection Common Error Mandy Liu
. . - Vivi Han
15:20-15:50 Wrap-up/Closing/Final Quiz Time Stephen Ou
15:50-16:00 Award & Group Photo All
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1. Keris Huang / Executive Director, Global Clinical Trial Operations, MSD Taiwan
2. Tinny Hsiao / Specialist Il, Process and Performance Learning, R&D, Abbvie
3. Steve Chen / Training Manager, QPS
4. Ally Fang / Clinical Operation Learning Manager, Novartis
5. Mandy Liu / Vice President, METATECH
6. Vivi Han / Clinical Study Unit Head, Taiwan and Hong Kong, Sanofi

7. Stephen Ou / CRA Manager, Novartis
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