Standard Course in Clinical Trial and GCP training program 2014

Time Topic Speaker (s) deim
17-4.a.-14
7.30-8.30 Registration
8.30-8.45 Opening ceremony ARIUA
8.45-9.45 Study design and research methodology in clinical research | |A.As.un.u3uns #seyavsna  |AnuzuWNEAIEAT I
9.45-10.15 Break
10.15-11.15  [Study design and research methodology in clinical research Il |A.A5.uW.U3uUNS #Suansna  |AnzuwneAsns 91
11.15-12.00 |Clinical trial process (roles, site selection, Pl selection, study Qmﬁwg nua‘éﬂﬁuﬁﬁﬂ Pharmaceutical Research &
planning, study start up and closing) Manufacturers Association
12.00-13.00 |Lunch
13.00-13.45 |GCP: Principles of Good clinical practice in clinical study Aun.iesh SnYjesTsu AUTUNNYAEAT 1171
13.45-14.30 |Responsibilities of sponsors and investigators in clinical research |Dr Eugene Kroon Armed Forces Research
Institute of Medical
14.30-15.00 |Break
15.00-16.00 |FDA regulations for clinical study Thai FDA representative AMENIIUNITAINTHAZE(BY.)
18-3i.n.-14
8.30-10.00  |Responsibilities of EC in clinical research ANEY.51A1 unaued AUTUNNEAEAS 1171
10.00-10.15 |Break
10.15-11.15 |Informed consent/ assent AL.NEY. WITEULLY uluasus AMSUWVEANENS ALuAnE
11.15-12.00 |Essential documentation in clinical research: what are essential Qmﬁﬁmﬂ'} waadn AUSLNNYANENS W
document?, the purpose of certain essential documents, study
documents (source document, CRF)
12.00-13.00 |Lunch
13.00-13.45 |Safety report and SAE handling (basic definition and procedure ICH qmqmﬁ quwsmsgﬁ%’a Pharmaceutical Research &
E2 documents) Manufacturers Association
13.45-14.45 |Monitoring and auditing (Causes of unreliable data, the process of data A uguﬂ‘ij I,L‘Vian‘VI’gn’Jiqa Pharmaceutical Research &
monitoring and source data verification, inspections by regulatory Manufacturers Association
authorities: audits and inspection in National, EU, US, Japan, Latest (PReMA)
inspection policies and finding)
14.45-15.00 |[Break
15.00-16.00  [Handling multicenter trial Awey. wisel YAgndsssu AYAERSIUATOY LaTina
19-3.a.-14
8.30-9.15 Funding for clinical research AUN.ENENT Inddnsnw AMENITUNITITLUIYIA (9.)
9.15-10.00 Clinical research's proposal preparation WAL WEY.ANUNT YBESAIY 699 [mauzunnedidans U
wlag
10.00-10.15 |[Break
10.15-11.00 |How to make a great research team AUN.89 :j’:'i’aﬁm ASUNNBANERS U
11.00-12.00 |Common pitfalls and solutions in running a good clinical trial  |d.uw.idin wylnsvus AUTUNNBANEAS U
sA.un.Beed odfisauun
3A.Wey.Sue3s goufia
IAUN.DITUN 1’«35’]5’]%‘9
12.00-13.00 |Lunch
13.00-13.45 |How to submit your research work to the right journal Prof John Kavanagh AUTUNNBANEAS U
13.45-14.30 |Final evaluation/ Certification and closing 2.05.Wey. U138 38Ianena AMSUNVYANENS U




