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Fuws #1 20 furaw 2562
08.30 - 09.00 Registration
09.00 - 10.30 Key Study Activities Definition &
Principles of GCP
Pravich Tanyasittisuntom, MD.
10.30 - 10.45 Break
10.45 - 12.00 Sponsor and Investigator
Responsibility
Pravich Tanyasittisuntom, MD.
12.00 - 13.00 Lunch
13.00 - 14.00 Protocol or Clinical investigation plan,
protocol amendment and protocol
compliance
Pravich Tanyasittisuntom, MD.
14.00 - 15.00 EC Responsibility
Nitaya Jeanpan
Break

Informed Consent

15.00 - 15.15
15.15 - 16.15

Nitaya Jeanpan
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08.45 - 09.00 Registration

09.00 - 10.00 Safety management
Nitaya Jeanpan

10.00 — 10.45 Handling of Investigational products
or handling of investigational
social/behavioral interventions
Nitaya Jeanpan

10.45 - 11.00 Break

11.00 - 12.00 Enhancing subject recruitment,
subject compliance and subject
retention
Pravich Tanyasittisuntom, MD.

12.00 - 13.00 Lunch

Advance GCP/GCP Addendum (Module 9-10)

13.00 - 14.30 Quality management in clinical

research

® Risk-based manitoring

Pravich Tanyasittisuntom, MD.

Break

Data record and data quality

14.30 - 14.45
14.45 - 15.45
management
o Electronic Data Record
Pravich Tanyasittisuntom, MD.
15.45 - 16.15 Post Test



