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Taiwan Clinical Research Association
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Monitoring Hands-on Workshop
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[Agenda]
03 SEP 2020 (Thursday)
Time Topic Speaker
08:30-09:00 Registration
09:00-09:10 Opening Keris Huang
1) Preparation of Monitoring (I) (Case Study)
- GCP Definition
_ . - ALCOA-C Principles .
09:10-10:30 _SDV Strategy Keris Huang
- What Should You Do Before Going to Site?
- Site Communication (Good & Bad examples)
10:30-10:45 Break
1) Preparation of Monitoring (ll) Keris Huang
10:45-11:15 - Something different from RBM and Remote Monitoring
- Real Experience Sharing Cindy Chou
2) During the Monitoring
11:15-12:15 - Informed Consent Process Tinny Hsiao
- Inclusion/Exclusion Criteria
12:15-13:00 Lunch
3) During the Monitoring
- IMP Management ..
13:00-15:00 _ Safety Reporting Vivian Cheng
- Lab Report
15:00-15:15 Break
4) After the Monitoring
- Monitoring Report Writing
15:15-16:30 Si o Angela Chao
- Site Communication
- Visit Follow up
16:30-17:00 | Quiz Time Tina Sun
04 SEP 2020 (Friday)
Time Topic Speaker
08:30-09:00 Registration
09:00-09:05 Opening Keris Huang
1) During the Monitoring (Case Study)
- Informed Consent Tinny Hsiao
09:05-10:00 IMP | Handli
) ssue Handling Vivian Cheng
- SAE Reporting Scenario
' ' 2) After the Monitoring (Case Study)
10:00-10:30 _ MV Report Writing Angela Chao
10:30-10:45 Break
' ' Wrap up .
10:45-11:45 - Audit/Inspection Common Error Mandy Liu
11:45-12:00 Award & Group Photo All
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1. Keris Huang / Clinical Research Director, Global Clinical Trial Operations,
MSD Taiwan & Hong Kong
2. Cindy Chou / Country Head, Global Clinical Operations, Janssen
3. Tinny Hsiao / Global Training Specialist, Clinical Operations, R&D, Abbvie
4. Vivian Cheng / Director of Strategic Solutions Division, Asia Pacific, PRA
5. Angela Chao / Senior CRA Manager, Trial Monitoring, Global Drug Development, Novartis
6. Tina Sun / Trial Monitoring Country Head, Trial Monitoring/Global Drug Development,
Novartis

7. Mandy Liu / QA Auditor, Bioresearch Quality & Compliance, Janssen
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