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3. wdenisinausy
3.1. Principles of good clinical practice in clinical study
3.2. Study design and research methodology in clinical research Il
3.3. Research proposal preparation
3.4. Clinical trial registration and Data sharing
3.5. Process of investigator-initiated trial
3.6. Process of sponsor-initiated
3.7. Responsibilities of ethical committee in clinical research
3.8. Informed consent/assent
3.9. 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
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Time

08.00-08.15

Topic

Opening ceremony

Speaker(s)

a
AUN

08.15-09.00
09.00-09.15

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

214-nau (15 uil)

A.weY.5u3s nsuna

09.15-10.15
10.15-10.30

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

214-nau (15 uil)

AAnAAM ww.Asud nuadauna

10.30-10.45

Break (15 unil)

10.45-11.45
11.45-12.00

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

a1u-nau (15 ufl)

a

AnnRAM ww.Asud nuadauna

12.00-12.45

Lunch

12.45-13.30
13.30-13.45

Research proposal preparation (45 w1i)

214-nau (15 ufl)

AW FUUNT UBeIanY dadillas

13.45-14.25
14.25-14.35

Clinical trial registration and Data sharing (40 w1#i)

214-nau (10 ufl)

NGy 28 AaTISUL

14.35-14.50

Break (15 u1#l)

14.50-15.50

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

i)

15.50-16.00

01U-MU

B.WEY.ITIONU fasunusnade

08.00-09.00 |Responsibilities of ethical committee in clinical research (60 wi) AUN.DITUN ’l’«Jﬁ'ﬁ’]ty
IA.AT.NEY.DTOUIA NAZWAI

09.00-09.15 |a1s-aau (15 w1il)

09.15-10.00 |Informed consent/assent (45 w1i) FA.AT.UN.IF ruTeEauysal

10.00-10.15 |anu-nau (15 w1fi)

10.15-10.30 |Break (15 wnii)

10.30-11.30 |Basic Biostatistics (60 un¥i) 3A.A7.00Y.615U10 HoyanT deu

11.30-12.00 |Quiz (30 w1#)

12.00-13.00 [Lunch

13.00-14.00 |Sample size calculation (60 un¥i) 3A.ATNY.A15UN0 Fowads tuu

14.00-14.15 |Quiz (15 u1#l)

14.15-14.40 |How to design case report form (CRF) (25 u1ii) ﬂi.m‘qwaﬁ gnsena

14.40-14.45 |a1u-nau (5 u1d)

14.45-15.00 |Break (15 wnii)

15.00-15.30 |Safety report and SAE handling (30unii) NN nuageduRgy

15.30-15.35 |a1u-nau (5 uad)

15.35-16.05 |Data monitoring/ auditing/ inspection (30u"#) AN.ALYF nuageduRgY

16.05-16.10 |a1u-nau (5 uad)
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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 un#i) AMZATIUNITIINITHAZEN
08.30-09.00 |Process for trials with new medical products (30 u1#) AMZATIUNITIINITHAZEN
09.00-09.15 |a1s-aau (15 w1il)
09.15-09.45 |Personal Data Protection Act (PDPA) (30 w1#) 2.5 WAl Tvagiauana
09.45-10.00 |anu-nau (15 uii)
10.00-10.15 |Break (15 u1ii)
10.15-10.35 |Decentralized Clinical Trials (DCT) : e Consent, Direct to patient drug f.wgy.Susds goufia

delivery, Home health care (20 w1¥)
10.35-10.45 |au-mau (10 w#)
10.45-11.45 |Application of Al in research (60 w1i) NALAT.UN.FBANS %gmw%ﬁ?j
- Introduction to ChatGPT a.un.lora558 wvsaawAEY
- Using ChatGPT in conducting research ‘ o
a.un.Junigyail Usyariusenis
- Practice session
11.45-12.00 |anu-nau (15 i)

ﬁ'uqni‘ﬁ 17 WeAIN18UW 2566 (Workshop for Nurses)

12.00-13.00 Lunch
13.00-13.30 |"Routine to Research" (R2R) in nursing (30 w1#) WA.A9. Y10 AlunE
13.30-16.00 [Workshop for Nurses : Informed consent ; Privacy & confidentiality

Room 1 : 91aasinsngauszuns (fUaeszezgaiing)

SA.AT.90UNZIT LHIATN

Room 2 : @1aasinsnguiusizuns (Ngudnnay / 1hin)

2.09.695581 landae

NA.AT. YUY lyesnus

Room 3 : 91aasiasn 3y uaznguiiedue

M7.L9UDT LESAS

WU IUANAY

Break (§au3n1sfivias Workshop)
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