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08.00 - 08.30 w. awmzilou

08.30 - 08.45 u. nstUan1sausy

08.45 - 09.00 u. A18AINIINAU

09.00 - 10.00 u. IIMUINITVDIATYSITUNIIY U Ate lemiTaiu

10.00 - 10.15 . Break

10.15-11.15 u. wé’nmsiﬁugqu ICH GCP ANYSAAM AT.WEY.AUNTT IMEID1IT
11.15 - 12.00 w. AMIZASSUNISIIUETTY A wey. v ey wun B

12.00 - 13.00 . Lunch

13.00 - 13.45 u. bl WA.AT.WEY. WTTUTINT 0317
13.45-14.30u. Sponsor ZRE%? i;::wzg’zsli AAIA13
14.30 - 14.45 1. Break

14.45 - 15.30 u. Monitor AAYTAAM AT.NEY.JUNTT MEIN1IT
1530 - 16.15u. || COI A wey. v ey wun B
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08.00 - 08.30 w. ameilou
08.30-09.154. || Pre-study visit A ey U TeyTun Buug
09.15 - 10.00 w. Initiation visit ALY AUNA INTASIASUNA
10.30 - 10.45 . Break
10.45-11.30 u. Monitoring visit ANYIARM AT.WEY.JUNTT LNAIDIS
11.00 - 12.00 u. Close-out visit WALAS.WEY. WSS 29417
12.00 - 13.00 u. Lunch
WALAS.WEY. WTTEUTIN 'i'aa"h
13.00 - 15.00 u. Exercise on Monitoring ;ﬁﬁ?ﬁ%ﬁ?ﬁ?ﬁgma
ANTAAMN AT.NEY.JUNTT MEID1IT
15.00 - 15.15 u. Break
15.15 - 16.30 u. Monitoring Report writing ANTAAMN AT.NEY.JUNTT MEID1IT
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08.00 - 08.30 w. ameilau
08.30 - 09.30 . Epidemiology studies Social & behavioral studies A.AT.WEY. AINITTE Laﬂ‘uﬁanga
09.30 - 10.30 . Phases of Product Research development ALNYSARM AT.NEY.JUNT LHAIDN1IT
10.30 - 10.45 1. Break
Trial Master file, investigator file, HRSI SOP on trial
10.45 - 12.00 u. document management WALAT.WEY.WITeUANT T84l
(Protocol development and associated documents, list of essential trial
documents, maintaining trial master file, confidentiality, archiving rules)
12.00 - 13.00 . Lunch
13.00 - 14.00 w. Principle of Data management and Practice A.AT.WEY. AINITTE Lﬁﬂuﬁanga
14.00 - 15.00 u. ST S GER I SR DT T i et A.AT.NeY. Ainssau LBeudensena
(Source data, source documents, CRF, source data verification) ¢ Y
15.00 - 15.15 1. Break
Informed consent process (ICF) & Elements of informed = = o .
15.15-16.15 u. A.LNYIRNAN AT.WEY.AUNTT LAA1DIT
consent : ¢
16.15 - 17.00 w. Assessment of ICF ANYIARM AT.NEY.JUNTT LEEID1IT
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08.00 - 08.30 w. amzilau
Definition of investigational product, labeling, supply of

08.30 - 10.30 . investigational product, storage, product accountability AN.ANTYE ﬂiﬁﬁJﬁ‘gaéﬂ%‘
and inventory

10.30 - 10.45 u. Break

10.45 — 12.00 U Process of Safety management: recognizing, assessing L A SR R AR

’ ’ ’ and reporting AE, ADR, SAE, SUSAR R A d

12.00 - 13.00 . Lunch

13.00 - 15.00 1. Application of GCP principles to clinical laboratory e T
management

15.00 - 15.15 u. Break

15.15-16.15 u. Concepts in quality management system and the NNV VIYIYAIAS (MTDRUNL)
application in clinical research (SOP, monitoring, audit) vl Y
Exercise on Quality management
e Identification of ethical justification and scientific validity, GCP issues o o e m oA

16.15-17.00 u. AN.ANIVY YIYIYALAT (MIDRLNU)

(i.e., research participant care and safety, and data quality)
e Measures to minimize participant risks, ensure data quality and obtain
study objectives following good research practice
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08.00 - 08.30 w. ameilou
08.30 - 09.30 u. Introduction to Risk-based monitoring AN.ANTTY Y1YIYAIAT (M50KUN)
09.30 - 10.30 w. Monitoring of non-interventional human research ﬂ.LﬁUiaQi‘u AT.WEY. TUNTT LUAINT
10.30 - 10.45 u. Break
AN.INTTY VIQYIYADA3
10.45-12.15 u. Exercise on risk-based monitoring = = oSy, ‘
ﬂ.LﬂEJiG]F{I‘iu 3. WEY.IUNTT LURAIIT
12.15-13.30 u. Lunch
13.30 - 14.00 w. @3U Recap session
50 Multiple choice questions that cover above topics:
14.00 - 15.00 w. Ethical Principles, GCP principles, Stakeholders responsibilities, Research methodology, Informed consent,
Documentation management, GCLP, investigational product management, Quality management, Monitoring.
15.30 - 15.30 u. Break
15.30 - 16.00 1. Q&A 1a% course evaluation




