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Time Topic Speaker
08:30 — 08:45 | Register
08:45 - 09:00 | opening fl. UN. Ua. A NReINS
01: UM Y8 UIMIINIATFIUNTANTUNTITEN19ARTNTR FLNYIAAM AT. WEY.TUNT
09:00 - 10:30 | (jhtroduction Good Clinical Practice or GCP) Development of MU LUE10™T
Ethical Principles for Human Research and Good Clinical Practice
(GCP)
- ferunaznanns 13 40989 ICH GCP (Definition and Principles of
ICH GCP)

- NN IUYBIIASE IS NN T AN TEIUNG
A38535UvaINI e usyeE (Introduction of scientific and ethical
standard in research involving human)

- STUUNITIAMIAAINATANYIIEN9AGTEN (Quality

management system in clinical researches)

10:30 - 10:45 | Break

10:45 - 12:00 | 02: nszuIUMsVaANNBuEaNlagldsunIsuannan newdsiunis | Alfesinn a3, ey Jums
e vasa1818As (Informed consent process) Board AU Mg
(IRB)/Independent Ethics Committee (IEC)

12:00 - 13:00 | Lunch

03: UNUMHINNANUFURAYEUYBIEITY (Responsibilities of 3. wey.Seyriuvt Tuayms
13:00 - 14:00 investigator)

04: unumvhiiausuAavauvasanenTsUNTATEsTINMTITETY | we. as. un.ydnd TeniAasey
14:00 - 15:00

mgwéﬂszﬁqamﬁu (Responsibilities of Institutional Review Board
(IRB)/Independent Ethics Committee (IEC)

15:00 - 15:15 | Break

05: unuwvhiiausuRaveuvasy/ I vasHandusviodatuayy | A wey.dl Augussas

15:15-16:00 | {a59n193%8 (Responsibilities of sponsor)

16:00 -16:15 Q&A
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Time Topic Speaker
08:45 - 09:00 Register
09:00 = 10:00 | 06: N13IALAIBUIATIIINTITIVNYAINIUNTNAFDUNINAALN Al WeY.VIQYBUN BULA
10:00 - 10:30 07: N15AANTISHANNUNIVY (Investigational products) ANUNAY NDIEIHA
dmsumsAnenIVenaaswmiIanisaatin
10:30 - 10:45 Break
10:45 - 11:15 | 08: nsAatdeanaranasiasid1saunside maduasulionanatdas | sa. unalgned oulnyad
UfjURnuuazaglunsideauduga (Enhancing subject
recruitment, subject compliance and subject retention)
11:15-12:00 09: NMITeuANUlaaafulun1sITenIeadiln (Safety reporting) | #1. wey.udgyaun Buug
ns5eaunsiiufianudenivuavedlasenis uaznsilesuy
21n1A59N15938 (Protocol non-compliance, Protocol
Deviation/violation)
12:00 - 13:00 Lunch
13:00 - 14:00 10: Essential documents in clinical research 3.0.4Q909NUA DU
- TA59319n15998 n1sudlalases1an1sive (Protocol/Clinical
investigation plan, protocol amendment)
- @A%lag3dy (Investigator’s brochure)
- wuuiiuvsesenudeyanisiinen (Case report form)
- nasAuastU (Source documents)
- MsdauLend1slasINSANEN Y
14:00-15:00 11: p1siu Jufin wazmsuimsdansaanindaya (Data record | Agy.ARNS WAV
and data quality management) wazn1sundasdnenanuauuas
anududaudn (Privacy and confidentiality protection
15:00 - 15:15 Break
15:15 - 15:45 GL)Y
15:45 -16:00 Q&A
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