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- Study design and research methodology in clinical research |

- Study design and research methodology in clinical research i
- Type of clinical trial
- Principles of good clinical practice in clinical study
- Research proposal preparation
- Informed consent/assent
- Primer for investigator-initiated trial
- Responsibilities of ethical committee
- Process of sponsor-initiated trial
- Safety report and SAE handling
- Monitoring and auditing
- Process for trials with new medical products or devices
- Clinical trial registration
- How to be successful in research career
O Passion for research

O Successful grant application
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O Establishing research network
- How to submit your work to the right journal
- Basic statistics for researchers
- Translational research: A link between basic and clinical research

- Work shop for nurses: (3 94.)
O Inspiration for clinical & health research of nursing
O informed consent ; Privacy & confidentiality #1
O informed consent ; Privacy & confidentiality #2
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Time Topic (Wauszqulng) Speaker(s)

Wed 8 Nov, 2017

7.30-8.20 Registration

8.20-8.35 Opening ceremony AMUA ANTUNNDAERT U

8.35-9.35 Study design and research methodology in clinical A.uw.fisud nua%’nﬁqa ASUNNDAART "
research |

9.35-9.50 |Break

9.50-10.45 Study design and research methodology in clinical [f.un.fisud nuasauna AMTUANEAIART PN
research I

10.45-11.15  |Type of clinical trial : Sponsor-initiated trial vs. f.uw.Sewn o3RsauNd ALSUNNEATERS A1
Investigator-initiated trial

11.1512.15  |Principles of good clinical practice in clinical study |A.uw.fissA Sn¥iesssy AUTLANEAIART W4

12.15-13.00 Lunch

13.00-14.00 Research proposal preparation HALWEY BNUNT YOyesiRiaY dee ANZUANEATART IR

ding

14.00-14.45 Informed consent/assent ANGLNTIULY inadtes AuzuRMEAans A351Y

14451500  |Break

15.00-16.00  |Primer for investigator-initiated trial FugueiTeaminidiusim

Thurs 9 Nov, 2017

and procedure ICH E2 documents

8.30-10.00 Responsibilities of ethical committee in clinical A5 unduaed AELANYANEAT W10
research (Initial review of protocol) ‘
sA.un. 55w Tadhsey ALSLWNNEANERT U
HANY.UTEN NS0 FYRTDR AIZUAVEAIEARS TR0
10.00-10.15 Break
10.15-11.15 Process of sponsor-initiated trial: Roles of unw.Ussiy ﬁ'q;cyan‘ﬁqum Lﬂ‘s’aﬂw%ﬁ'anijuamﬁ’u
sponsors and investigators, site selection, UNneAIERILMI TN
study planning, study start up and closing vy (MedResNet)
11.15-1215  |Safety report and SAE handling: Basic definition AuNaIR guninalde anpLgIduuavNanLNAY

Auei(PReMA)

12.15-13.00

Lunch
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13.00-14.00  |Monitoring and auditing: Process of data AUATYAR LKA auANgIdLazniandy
monitoring and source data verification, audit and Auei(PReMA)
inspections by regulatory authorities, National, EU,
US, Japan, Latest inspection policies
14.00-15.00  |Process for trials with new medical products or |5l 90 naIRIUAY dninuenEnisums
devices iinafisuvmd 2IMITUATEN (88.)
gmsannqal 9n dndnen dninnunniEnIsung
pMsuazen (ae.)
15.00-15.15 Break
15.15-16.00  [Clinical trial registration: Essential elements for g8 fadTsous ARITUNNEANERT WM

publication

Fri 10 Nov, 2017

08.30-10.15  |How to be successful in research career
- Passion for research A.unnaing Tsafuadund ANZWAVEATART TN
- Funding for medical research and A.uN23nR TuRiaedng ANTUNNEAART QW17
successful research grant application
- Establishing research team and network  |3#.wey.6us$ goufia puzUNEAART R
10.15-10.30  |Break
10.30-11,15  |How to submit your work to the right journal Aundaassd gneiiiing ANIEUNNEAMART W17
11.15-12.00 |Basic statistics for researcher: Sample size RAATNQ. U0 GoyaeS dou  |Asivmandiundsu u.
calculation una
12.00-13.00 Lunch i
13.00-13.45  [Certified examination .. jef dudshia AazUNYVEmART PR
13.45-1430  [Translational research: A link between basic and ~ [A.un.qainy wadda ARIZUNNEAART TH.
clinical research R T TR TR L)
14.30-1500  |Certification and Closing Dasng.{ugf Tudine ARIELNVEAANT W17
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Fri 10 Nov  |Workshop for Nurses Speaker(s)
8.30 - 09.00 Introduction workshop n3. 1ONDT UAIRT swpnanaal fhens
w8, Suun Sumuiu .gaenaal dens
09.00 - 09.30 |Inspiration for clinical & health research of nursing |3A.A7.90UNEA N4TIA aadumanenuanian
£ i P E— I S .-
N5.10UDT WAIRS sw.pnansal drens
09.30 - 10.15 Workshop: informed consent ; Privacy & confidentiality #1
Woa l.: nursing outcome & case study FAMTIDUNLAY IR aatunswetuiaasan
Sufist amnweing
203, 21587 LATYN andumaneuaaia
uiisy anmynine
1.8, Juun Jusdiy wwaensal d1enns
WOUTA
W4 2. : nursing outcome & case study (vulnerable |2.n%. 35381 Tamdlas anfunsnguaAIad
persons) Jufist anmynine
2.n5. voyy lussaus |aptumswaturasian
SufiT annvaing
¥4 3. : nursing outcome & case study 9.7, Smiad 2Mzs9509 aofunneuIaeSED
Jufis anmnwaing
£3. 1UBT UAIAS ainsel dhenns
HHTUTA
10.15 - 10.30 |Break
10.30 - 12.00 Workshop: informed consent ; Privacy & confidentiality #2
84 1. : discussion of case study SAAT.IDUNSIL IHIIIA aounsnenunadian

2.A3. 97381 LATYNA

aofunianeIunanIan

Suiisr amnalne

Uit annalve

1.6, Juun Juniy

swpaensal enns

WeWIA
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