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AMUANITBUTIVANATIUMNIRNTUNITENARTENTR
(Basic Good Clinical Practice (GCP) Training Course)
Fuil 25 - 26 fuAx 2563
i veuszyuianagua unInernewaluladsvninansiuesn UWIE IMINVAYT

Day 1 4ufi 25 funpAu 2563

Morning session 08:30 - 12:00

08.30 - 08.45 (15 min)  aiihiumsausH amelou

08.45 - 09.00 (15 min)  Wolln

09:00 - 10:30 (90 min)  Definition and Principles of ICH GCP fgmuagndnms 13 uw.Useds dyrydndauns
a4 ICH GCP

10:30 = 10:45 (15 min)  Break

10:45 - 12:00 (75 min) Ay wiuAaveuveadivesidefaivayulasamsidouaeive  umUsedy dygavdauns

(Responsibilities of sponsor and investieator)
12:00 — 13:00 (60 min) Lunch

Afternoon session 13:00 - 16:00

13:00 - 14:00 (60 min)  AWIVANYOUIDIAMTATIUNITITEFTTUMTINE ULy WE ua.dng) Julu
Usedran1iu (Responsibilities of Institutional Review
Board (IRB)/Independent Ethics Committee (IEC))

14:00 - 14:15 (15 min) Break

14:15 - 15:15 (60 min)  nTEUUMSVIANUIULBLABUTITIIMPINBIDIEE@IAT  wadnen Julu
(Informed consent process)

15:15 - 16:00 (45 min) ~ Fundamental of scientific and ethical standard in unUsEd dyaydnSauns
research involving human
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(Basic Good Clinical Practice (GCP) Training Course)
A 25 - 26 flunay 2563

 veUsyyuslsnagua uninerdemaluladsvasnansiusen Uranse JmInvay3
Day 2 3uil 26 fiunau 2563

Morning session 09:00 — 12:00

09:00 - 10:00 (60 min)  MIFIWNUAIIYABASTIUNTIToMIAGTn (Safety u.a. e Juiu
reporting)

10:00 - 10:15 (15 min) Break

10:15 - 11:15 (60 min)  MsdaMsuazimAugUaRNAINAS§IUNT IS (Quality un.Us¥ A% fryrydnSaumns
management in clinical researches)

11:15 - 12:00 (45 min)  MSIANITRANANYINY WIDNITINNIT intervention M4 w.d dnen Juu

dnumanivsonginssueaans (Handling of Investigational
products or handling of investigational social/behavioral
interventions)

12:00 - 13:00 (60 min) Lunch

Afterncon session 13:00 - 16:00

13:00 - 14:00 (60 min)  TAsa3WM3ITE Msudlulasesnsite wazamsufiianu un. s AyydnSauns
1A59519m5338 (Protocol or Clinical investigation plan,
protocol amendment and protocol compliance)
14:00 - 14:30 30 min)  M3ifiv Yuiin wazmsuimsianisanndeya (Data
record and data quality management)
14:30 - 14:45 (15 min)  Break un.Usy
14:45 - 15:45 (60 min)  MsAndBnaAAIASIINTIIMTINE Mmsduasulananains  undse
Uﬁﬁmmmsaqlumﬁ{fmuﬁufgﬂ (Enhancing subject
recruitment, subject compliance and subject retention)

15:45 — 16:00 Post-test
- - v
(QR Code waamulyult159197u)
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