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Principles of good clinical practice in clinical study

Study design and research methodology in clinical research | - |l

Research proposal preparation

Clinical trial registration: Essential elements for publication

Type of clinical trial: Sponsor-initiated trial vs. investigator-initiated trial
Primer for investigator-initiated trial

Process of sponsor-initiated trial: Roles of sponsors and investigators, site selection, study planning, study
start up and closing

Responsibilities of ethical committee in clinical research

Central Research Ethics Committee (CREC)

Informed consent/assent

How to design case report form (CRF)

* Source doc vs CRF

* Element CRF

* Backward design from statistical analysis plan

Basic Biostatistics

Sample size calculation
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Time Topic Speaker(s)
IUNSN 4 WoARINIEY 2563
07.30-08.15 |Registration
08.15-08.30 |Opening ceremony AR
08.30-09.30 |Principles of good clinical practice in clinical study Aunfinsi SndjesiTu
09.30-10.30 |Study design and research methodology in clinical research | AR uwAsug nuadauna
10.30-10.50 |Break
10.50-11.50 |Study design and research methodology in clinical research Il ﬁ.ﬁﬁﬁﬂm uw.Asud nua%’nur]a
11.50-12.00 A14-ABY e = s B
13.00-13.50 |Research proposal preparation A WEY FUUWS Yaueziany daudas
13.50-14.00 |ou-weU
14.00-14.30 |Clinical trial registration: Essential elements for publication HM!;\J".'JE ARITIOUS
14,30-14.50 [Break ;
14.50-15.50 | - Type of clinical trial: Sponsor-initiated trial vs. Investigator-initiated trial |{2.uW.6517@ Aalunwsssy
- Primer for investigator-initiated trial DN TN fsuuenate

15.50-16.00 |0Ti-RBU

FUNOWEAUAN 5

WOAINIBUY 2563

08.00-08.45 |Process of sponsor-initiated trial: Roles of sponsors and investigators, site  |un.Uss3u dyeyAndeuns
selection, study planning, study start up and closing
08450945 |Responsibiliies of ethical committee in clinical research ~ [samossam hdwgy
- HA.WEY. NG AnueTiwlsand
079.;57-107,1577 Céntral Research Ethics Cc;;ﬁi;;e-(CREd - _ wa.n;ﬁrnjq sﬂ.w_rg.?ﬁ-;aﬁsug mﬂid;ﬁm“"l
10.15-10.30 |a7u-waU e -
10.30-10.50 |Break !
10.50-11.50 Informed consent/assent nﬁ.ns.uw.rﬁ's qmi‘ﬂﬁﬂuuiﬂi
11.50-12.00 [su-ey B = :
13.00-13.30 |How to design case report form (CRF) Ay Gusds gouiv
* Source doc vs CRF
* Element CRF
* Backward design from statistical analysis plan
1330-14.20 |Basic Biostatistics ' N e
14.20-1430 |owmesu -
14.30-14.50  |Break
14.50-15.50 |Sample size calculation ne.aT.wey. a0 Aoyand dou
15.50-16.00 |mwmev ; SRR AT
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08.00-08.30 |Monitoring and auditing: Process of data monitoring and source data AMIYYAR LKA
verification, audit and inspections by regulatory authorities, National, EU, US,
Japan, Latest inspection policies
0_830—07900 Safety repo;t ;J SXE handllng Basn: Séi"rr;ltlon and p;o_c;Er; I_CH E2 i qﬁaqmn qum"lfi\;ugi
documents
77 09 00-—09 }';(T nl;rioces;%.r_ trials with new medlcal dewces N - ney. mj‘:ﬁﬂ; ﬁ;;q 7
© 09.30-10.00 |Process for trials with new medical products ! ney.anting 1IRqAING
10.00-10.30 |Break
10.30-11.00 |evdnuien1sidendiinuvisUszinelve (Thailand Clinical Research Enterprise : Wey. a6l AaLein
TCRE)
11.00-11.10 |ewimsn .~ - T e e
_i_l_lo-rliirso How_to_B_e_;ucc—essfu[TnTesEAEH career: Tps for young?é:earchers o 1 ﬂ.uw.tﬁmﬁﬁ‘iﬁ Usziuﬁﬁs_ﬁaﬂ
11.50-12.00 n‘uHIS'U e s i e ;
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Room 2. : nursing outcome & case study - H\J'wvulnerable group, tdil'mmm'u/
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Room 3. : nursing outcome & case study H‘lJ".IEJa"IE{in'iiu/ WHIUTE (nquﬂmma

9743371 Aaun3TU Ortho OR)

a.n's.qaﬁm Tamiae

|umasveyy lyniaus
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14.00-14.15

Break

14.15-16.00

Workshop informed consent, anacy & conﬂdentlality H2

Room 1.: nursung outcorne & case study u‘l]'mvulnerable group, Q‘U'ltm.,m
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Room 2. : nursing outcome & case study Hﬂ?ﬂvutnerabte group, ﬁﬂwamw/
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2143n37% ARBNTSU Ortho OR)
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