ical Trial & Ethics Course (Marc|

Vietnam
10:00-11:00 Opening Ceremony
Course Introduction
11:00-12:00 (In-Jin Jang)
Biomedical Research Building Video-Conference Room
1st Day 12:00-13:00 Lunch
y22Th [T Facility Tour
(Ju-Yeon Lee)
New Drug Development and Clinical Trials
15:00-17:00 (Kyoungho Jang)
Biomedical Research Building Video-Conference Room
Date cal Trial (4%) Vietnam - Ethics (3%)
How to Conduct Clinical Trials
10:00-12:00 (Kyungho Jang)
Biomedical Research Building Video-Conference Room
2nd Day 12:00-13:00 Lunch
3/23 Fri -
Clinical Trials for Medical Devices
13:00-16:00 (Jong-Hee Lee)
Biomedical Research Building Video-Conference Room
Date Vietnam - Ethics 3%)
SOPs on Clinical Trials
10:00-12:00 (HyeWon Kim)
Biomedical Research Building Video-Conference Room
12:00-13:00 Lunch
Pharmacokinetics-Parmacodynamics
13:00-15:00 (Su-jin Rhee)
3rd Day ) ; :
3726 Mon Biomedica Research Building Video-Conference Room
Clinical Study Design
15:00-17:00 (Sang Won Lee)
Convergence Research Building Room (#523)
Protocol Review
17:00-19:00 (Sang Won Lee)
Convergence Research Building Room (#523)
Date Vietnam - Clinical Trial (4) Vietnam - Ethics (3%8)
9:00-10:00 Clinical Trial Observation (R3)
Early Phase Clinical Trials
10:00-12:00 (Jaeseong Oh)
Biomedical Research Building Audio-Visual Room
12:00-13:00 Lunch
4th Day -
3727 Tue Late Phase Clinical Trials
13:00-15:00 (Yunhee Choi)
Biomedical Research Building Audio-Visual Room
Informed Consents
15:00-17:00 (Seol Ju Moon)
Biomedical Research Building Audio-Visual Room
Date Vietnam - I Trial (4%) Vietnam - Ethics (3%)
Screening Process (Observation)
10:00-12:00 (Soyoung Lee)
Biomedical Research Building Video-Conference Room
12:00-13:00 Lunch
5th Day Adverse Events
3/28 Wed 13:00-15:00 (Hyewon Chung)
Convergence Research Building Room (#523)
Protocol Development (Practice)
15:00-19:00 (Soyoung Lee)
Biomedical Research Building Video-Conference Room
Date | Vietnam - Ethics (3%)
Data Management
10:00-12:00 (SeungHwan Lee)
Biomedical Research Building Room (#2301-1)
12:00-13:00 Facility Tour - Data Management Center
6th Day 13:00-14:00 Lunch
3/29 Thu Surrogate Biomarker
14:00-16:00 (Sang Chun Ji)
Biomedical Research Building Video-Conference Room
Clinical Study Report
16:00-18:00 (Jaeseong Oh)
Biomedical Research Building Room (#2301-1)
Date Vietnam - Ethics (3%)
7Dy 500-18.00 K-Bio Tour
3/30 Fri
Date Vietnam - Vietnam - Ethics (3%)
Statistical Consideration
10:00-12:00 (Woojoo Lee)
Convergence Research Building Room (#523)
8th Day 12:00-13:00 Lunch
4/2 Mon . Documents for IRB Submission
1300-1600 § (Practce) Gingshun L)
(Woojoo Lee)
Biomedical Research Building Video-Conference Room
16:00-17:00 Biomedical Research Building Audio-Visual Room
Date Vietnam - Clinical Trial (4%) Vietnam - Ethics (3%)
Outline of HRPP
10:00-11:30 (Ockjoo Kim)
Biomedical Research Building Video-Conference Room
Outline of IRB
11:30-13:00 (Heung Woo Park)
9th Day Biomedical Research Building Video-Conference Room
4/3 Tue 13:00-14:00 Lunch
Monitoring
14:00-16:00 S
Biomedical Research Building Video-Conference Room
Sample Collection & Preparation (Practice) Major Comments from IRB; Cases
16:00-18:00 (SungHee Han) (Seol Ju Moon)
Biomedical Research Building Video-Conference Room Biomedical Research Building Affiliated Meeting Room
Date Vietnam - | Trial (4%8) Vietnam - Ethics (3%)
Internal Audit
10:00-12:00 (Dong IN Seo)
Convergence Research Building Room (#523)
12:00-13:00 i Lunch g
14(/1;h vs:: 13:00-14:00 Subject M(aBr\Oagh:‘rvl\(e‘:) (Practice) (Observation)
14:00-15:00
Biomedical Research Building Video-Conference Room Lunch
15:00-16:00 & Reporting of AE (Practice) IRB System
1600-17:00 (Jeong shil Choi) (JoungHyeon Park)
Biomedical Research Building Video-Conference Room Biomedical Research Building Affiliated Meeting Room
Date Vietnam - I Trial (4%) Vietnam - Ethics (3%)
D2y | 16001200 Tour
4/5 Thu
Date Vietnam - Clinical Trial (4%) | Vietnam - Ethics (3%)
Special Lecture - Infectious Diseases Research Trends
10:00-12:00 (Sungmin Kim)
12th Day Ji Seok-Yeong Hall (Biomedical Research Institute Building)
4/6 Fri 12:00-13:00 Survey
Closing Ceremony
13:00-15:00
Ji Seok-Yeong Hall (Biomedical Research Institute Building)




