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Time Topic Speaker
08:30 - 09:00 | Register & Opening
01: UMhYasuuIMIATFIUNSATLNTATeMeAddngia (ntroduction Good | un.Usz3%
09:00 - 10:30 v o a
Clinical Practice or GCP)Development of Ethical Principles for Human Research | Agysyavngeuns
and Good Clinical Practice (GCP)
- Hgunazuannis 13 4awas ICH GCP (Definition and Principles of ICH GCP)
~ HANNITNUFIUVBININTFIUNNINGIAEATUAZUINTFIUNNDIUFITUYDINTITY
1u1n§‘l;-}81 (Introduction of scientific and ethical standard in research involving
human)
~ FTUUNITIANITAMUAINNITANEIITENI9AATLN (Quality management system in
clinical researches)
10:30 — 10:45 | Break
10:45 - 12:00 o d e o UN. U5
02: UNUIMARUINAMUTURNAYIUVBINIAY (Responsibilities of investigator) v -
ARYEYANIHUNS
12:00 - 13:00 | Lunch
03: unummthilanufuiaveuveudwamwiedaiuayulasinisise un.Us%y
13:00 - 13:45 R v o oa
(Responsibilities of sponsor) AYEYANIEFUNT
04: mewwﬁ']ﬁmw%’Uﬁmjawaaﬂzusniium5&1’%855534mﬁ%’ﬂuwwéﬂizﬁﬂ
13:45 - 14:45 v
#@01uu (Responsibilities of Institutional Review Board (IRB)/Independent Ethics
Committee (IEC)
14:45 - 15:00 | Break
05: NFEUIUNTVBANUTUBBULAYLATUNITUBNNETD ABULTNSINNTTIVLVDS URIEFL
15:00 - 15:45 o v o oa
918181AT (Informed consent process)Board (IRB)/Independent Ethics ARYANTHUNT
Committee (IEC)
15:45 -16:00 Q&A
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Time Topic Speaker
08:45 - 09:00 Register
09:00 - 09:40 | 06: M3TIBUANNUABAAETUNITIEN9AGNN (Safety reporting) | UW.UTLAY Asyeyandguns
09:40 - 10:20 | 07: N15IANTTHEANAUINITY (Investigational products) un.Use3 AgyayanSguns
dmsun1sRneIdennasawnenisaatin
10:20 - 10:35 Break
10:35 - 11:15 | 07: N159AN1SWAAAMINTIY (Investigational products) un.Use3 AgyayanSguns
dm3un1sAneITennasamiIenisaaiin (Cont.)
08: NsARLdaN ENENATIEN3IUNTTIVY MsaadsulieaalAS
11:15-1200 | yjdanauazaglun1sideauduga (Enhancing subject Un.UszIY AYYANSHUNS
recruitment, subject compliance and subject retention)
12:00 - 13:00 Lunch
13:00 - 14:30 | 09: Essential documents in clinical researches un.UsE3Y AgyayanSguns
- TA999191157398 n1sunlalaA$9519n15338 (Protocol/Clinical
investigation plan, protocol amendment)
- AilaAdy (Investigator’s brochure)
- wuuuwIaTenudayan1sAne (Case report form)
- tanasAuauu (Source documents)
- M3IAAUNETIATINSANYIIY
14:30 - 14:45 Break
14:45 - 15:45 | 10: MU Uudin uazn1suinsiansaanindaya (Data record | uw.Uszdy AeysyBnsauns
and data quality management) wazn1sunlasdnenanuaunay
aududauna (Privacy and confidentiality protection)
15:45 -16:00 Q&A
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