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3. Wadanisousy

- Study design and research methodology in clinical research

- Principles of Good clinical practice in clinical study

- Clinical trial process (roles, site selection, Pl selection, study planning, study start up and closing)

- Responsibilities of sponsors and investigators in clinical research

- FDA regulations for clinical study

- Responsibilities of EC in clinical research (Initial review of protocol)

- Informed consent/ assent

- Essential documentation in clinical research: what are essential document?, the purpose of certain
essential documents, study documents (source document, CRF)

- Safety report and SAE handling (basic definition and procedure ICH E2 documents)

- Monitoring and auditing (Causes of unreliable data, the process of data monitoring and source data
verification, inspections by regulatory authorities: audits and inspection in National, EU, US, Japan,
Latest inspection policies and finding)

- Handling multicenter trial

- Funding for clinical research

- Clinical research's proposal preparation

- Research innovation

- Success in research career

- How to submit your research work to the right journal
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Time

07.30-08.30
08.30-08.45
08.45-09.45
09.45-10.15
10.15-11.15
11.15-12.00
12.00-13.00
13.00-13.45

13.45-14.30
14.30-15.00
15.00-16.00

08.30-10.00
10.00-10.15

10.15-11.15
11.15-12.00

12.00-13.00
13.00-13.45

13.45-14.45

14.45-15.00
15.00-16.00

08.30-09.15
09.15-10.00
10.00-10.15
10.15-11.00

11.00-12.00
12.00-13.00
13.00-13.45
13.45-14.30

Topic Speaker(s)

Registration

Opening ceremony AR

Study design and research methodology in clinical research | A.uw.Asud nuasauna
Break

Study design and research methodology in clinical research li A.uw.Asud nua?muqa
Principles of Good clinical practice in clinical study 5A.05.un. 31531 AT TweA
Lunch

Clinical trial process (roles, site selection, Pl selection, study AUALYS NuATIAURAY
planning, study start up and closing)

Responsibilities of sponsors and investigators in clinical research  |uw.Usz3y Ayey@ndauns
Break

FDA regulations for clinical study AN (RYTENY

Aney.519 Funduiaed
sA.un.asseun lad1sey

Responsibilities of EC in clinical research (Initial review of protocol)

WA WY USEN NSO SRz

Break
Informed consent/ assent W.2. MU UMY F1UIYUIND
Essential documentation in clinical research: what are essential a.ney.Avua Hanausng

document?, the purpose of certain essential documents, study

documents (source document, CRF)

Lunch
Safety report and SAE handling (basic definition and procedure ICH qua’iﬁ aumminﬁu
E2 documents)
Monitoring and auditing (Causes of unreliable data, the process of |AMIYYAA LKA
data monitoring and source data verification, inspections by

regulatory authorities: audits and inspection in National, EU, US,

Japan, Latest inspection policies and finding)

Break

Handling multicenter trial

Funding for clinical research A.UN.ANENT Indinsnn
Clinical research's proposal preparation HAWEY.HUUNT Yeuariniay aaudioq
Break
Research innovation A.95.8u03 ONAN3
a.wey.lawnns musydlsad
Success in research career A.uw.DawA adfsduuv
Lunch
How to submit your research work to the right journal A.UN.59E55A gnuiiiing
Final evaluation/ Certification and closing 9.05.W1y. 1938 93uianAna
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