Basic GCP & GLP (12/23 - 01/03)

Date GCP GLP
Opening & Course Introduction
14:00-15:00 (In-Jin Jang)
Medical Science Building Room (#115)
1st Day Clinical Trials for New Drug Development
12/23 Mon
15:00-17:00 (SeungHwan Lee)
Medical Science Building Room (#115)
17:00-18:00 Facility Tour
Date Gep [ GLP
Early Phase Clinical Trials
10:00-12:00 (Jaesung Oh)
Medical Science Building Room (#115)
12:00-13:00 Lunch
2nd Day Late Phase Clinical Trials
12/24 Tue 13:00-15:00 (Yunhee Choi)
Medical Science Building Room (#115)
How Conduct Clinical Trials?
15:00-17:00 (Kyungho Jang)
Medical Science Building Room (#115)
Date GCP [ GLP
. :;:S%T";d 10:00-18:00 Holiday (Christmas)
Date Gep [ GLP
09:00-10:00 Clinical Trial Observation (Group 1) (Giyoung Hur)
Clinical Study Design & Protocol Review
10:00-12:00 (Jun Gi Hwang)
Medical Science Building Room (#115)
4th Day 12:00-13:00 Lunch
12/26 Thu Informed Consents
13:00-15:00 (Seol Ju Moon)
Medical Science Building Room (#115)
Outline of IRB
15:00-17:00 (Heung Woo Park)
Medical Science Building Room (#115)
Date GCP GLP
09:00-10:00 Clinical Trial Observation (Group 2) (Giyoung Hur)
Clinical Trials for Medical Devices
10:00-13:00 (Jong-Hee Lee)
Medical Science Building Room (#115)
Sth Day 13:00-14:00 Lunch
12/27 Fri Outline of HRPP
14:00-16:00 (Ockjoo Kim)
Medical Science Building Room (#115)
Internal Audit
16:00-18:00 (Dong In Seo)
Medical Science Building Room (#115)
Date GCP GLP
Adverse Events
10:00-12:00 (Hyewon Chung)
Medical Science Building Room (#115) B -
§th D2y 1 01300 Lunch
12/30 Mon o
Protocol Development (Practice) (Korea University)
13:00-17:00 (Soyoung Lee)
Medical Science Building Room (#115)
Date GCP GLP
Statistical Consideration in Clinical Studies
10:00-12:00 (Sujin Rhee)
Medical Science Building Room (#115)
thDay T o130 Lunch
12/31 Tue
PK/PD Biomarker Development
13:00-15:00 (Yun Kim) (SangChun Ji)
Medical Science Building Room (#115) Convergence Research Building Room (#523)
Date GCP GLP
018;;10‘;2“ 10:00-18:00 Holiday (New Year's day)
Date GCP GLP
Bioequivalence Study Bioassay
10:00-12:00 (Jung Sunwoo) (Seo Hyun Yoon)
Medical Science Building Room (#115) Convergence Research Building Room (#522)
12:00-13:00 Lunch
9th Day Statistical Analysis Plan
01/02 Thu 13:00-15:00 (Seonghae Yoon) Bioassay
Medical Science Building Room (#115) (Practice)
Clinical Study Report
15:00-17:00 (Jaesung Oh) Convergence Research Building Room (#522)
Medical Science Building Room (#115)
Date GCP GLP
Data Management
10:00-12:00 (SeungHwan Lee)
Medical Science Building Room (#115)
10th Day
01/03 Fri | 12:00-13:00 _ tmy
Medical Science Building Room (#115)
13:00-15:00 . (T'Iosing C.eremony
Medical Science Building Room (#115)




