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3.1.
3.2
3.3.
3.4.
3.5.
3.6.
3
3.8.
39.

Principles of good clinical practice in clinical study

Study design and research methodology in clinical research -l
Research proposal preparation

Clinical trial registration and Data sharing

Process of investigator-initiated trial

Process of sponsor-initiated

Responsibilities of ethical committee in clinical research
Informed consent/assent

Basic Biostatistics

3.10. Sample size calculation

3.11. How to design case report form (CRF)

3.12. Data monitoring and auditing
3.13. Safety report and SAE handling

3.14. Process for trials with new medical devices

3.15. Process for trials with new medical products
3.16. Personal Data Protection Act (PDPA)
3.17. Application of Al in research

3.18."Routine to Research" (R2R) in nursing

3.19. Workshop: informed consent ; Privacy & confidentiality #1

3.20. Workshop: informed consent ; Privacy & confidentiality #2
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Standard Course in Clinical Trial and GCP Training 2023

15 - 17 WeAIn1eu 2566

o vineuseyw 1210 Toud Ay 12 2maiidsinanyasal Tsaweunaginansel snmialne

Time

08.00-08.15

Topic

Opening ceremony

Speaker(s)

08.15-09.00
09.00-09.15

Principles of good clinical practice in clinical study (45 u1#i)

213-nav (15 wd)

09.15-10.15
10.15-10.30

Study design and research methodology in clinical research | (60 w1i)

a13-nav (15 w1i)

a A =y (3 o
ANARAN UW.NTUY nuaInuNg

10.30-10.45

Break (15 w1i)

10.45-11.45
11.45-12.00

Study design and research methodology in clinical research Il (60 u1#)

an3-nav (15 uri)

A.fAnfinu uw.dsud nuasnuna

12.00-12.45

Lunch

12.45-13.30
13.30-13.45

Research proposal preparation (45 u1ii)

273-nou (15 W)

WAL WEYLENLNS YMBZTALY doiias

13.45-14.25
14.25-14.35

Clinical trial registration and Data sharing (40 w1i)

au-nay (10 u1il)

AWy 28 gadTIsUL

14.35-14.50

Break (15 u1#l)

14.50-15.50

Process of investigator-initiated trial / Process of sponsor-initiated trial (60

uni)

15.50-16.00

a1d-nay

9.1 95504974 AvsUINIAAtY

08.00-09.00 |Responsibilities of ethical committee in clinical research (60 w1¥) AUN.DTIUN 'lilﬁ'li'ug
A.AT.WEY.DIOUA Narian

09.00-09.15 [a3-nau (15 W)

09.15-10.00 |Informed consent/assent (45 u1il) A.ATUN.0LF pousedaaysal

10.00-10.15 [a31-nav (15 w1i)

10.15-10.30 |Break (15 u1#)

10.30-11.30 |Basic Biostatistics (60 1) IALATNY.A15U0 Gowads duu

11.30-12.00 [Quiz (30 w1#)

12.00-13.00 |Lunch

13.00-14.00 |Sample size calculation (60 u1i) SA.AT.NY.A15UN Fowars oy

14.00-14.15 |Quiz (15 wil)

14.15-14.40 [How to design case report form (CRF) (25 w1#) Az.nYwed gasega

14.40-14.45 [aru-nou (5 unil)

14.45-15.00 |Break (15 w1i)

15.00-15.30 |Safety report and SAE handling (30uii) anfig nuagsduige

15.30-15.35 |ma-nau (5 i)

15.35-16.05 |Data monitoring/ auditing/ inspection (301nil) an.Alvg nuagesufigu

16.05-16.10 [a1u-nau (5 mil)

Tsageas19TUsunsu update ann website http:/rs.md.chula.ac.th/event/sct2023/
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Standard Course in Clinical Trial and GCP Training 2023

Time Topic Speaker(s)
08.00-08.30 |Process for trials with new medical devices (30 11) AMENIIUNITDINITUATEN
08.30-09.00 |Process for trials with new medical products (30 u1#) AMZNTTUNITDINITHASEN
09.00-09.15 |a1u-nau (15 uii)
09.15-09.45 |Personal Data Protection Act (PDPA) (30 u1#) a.n5. W5l Tuagiauena
09.45-10.00 |au-nou (15 W)
10.00-10.15 |Break (15 w1i)
10.15-10.35 [Decentralized Clinical Trials (DCT) : e Consent, Direct to patient drug Al.Wey.5ued5 Qounia

delivery, Home health care (20 u#l)
10.35-10.45 [anu-mau (10 unl)
10.45-11.45 |Application of Al in research (60 W1#) NANT.UN.TeiNT ‘ch%'ﬂﬁ
- Introduction to ChatGPT 2.unlornssd invsdewmdey
- Using ChatGPT in conducting research ¢ o
a.unJunigyal Ueyaruszms
- Practice session
11.45-12.00 |[aw-nou (15 wil)

'5’uﬂn‘§ﬁ 17 nnAsnae 2566 (Workshop! for Nurses)

12,00-13.00 Lunch
13.00-13.30 |"Routine to Research” (R2R) in nursing (30 u¥l) HNA.A5.YM Aluae
13.30-16.00 {Workshop for Nurses : Informed consent ; Privacy & confidentiality

Room 1 : @Manasinsnganusnzue (uszuzgaving)

SA.AT.0UKEAY 19N

Room 2 : eandiinsnguiusnzuns (ngudniay / 1in)

2.05.495581 lamdae

uA.ns. g lveinue

Room 3 : onanddinsialy uasmim"q’ﬂw%'uq

N9.10UDT WHIAS

WU Fuaiy

Break (Snu3n1sfitias Workshop)

Tsaga319Talsunsy update an website http://rs.md.chula.ac.th/event/sct2023/
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