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The regulation requirement and processes regarding the safety and efficacy of new

drug development covering phase | to phase IV clinical research in humans.
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1 17 9.0, 67 New drug development: From compound 9.73.08y.UAT UszAug A

8.00 - 9.00 U. | candidate to new drug approval

a

2 17 a1.A. 67 Pre-clinical study and clinical pharmacology | ©.93.08. a1 Uszauga
9.00 - 10.00 Y. | in phase 1 study

3 18 p.A. 67 Clinical trial protocol development: 9.13.09).5%eN ﬁﬂ@mzﬂizawé

13.00 - 14.00 u. | - Background and study objectives
(94 6-604) | - Study design

- Study population

- Study outcomes

- Enrollment and study procedures

- Investigational products

- Prohibited/permitted concomitant

medications

- Assessment of efficacy and safety

- Statistical analysis and sample size

4 18 m.A. 67 Clinical trial protocol development (cont.) 9.03.07.5R8 5ﬂﬂmzﬂizﬁ%§
14.00 - 15.00 wu.
(Vi3 6-604)
5 24 9.0, 67 Clinical trial protocol development (cont.) 9.03.07.5A8 5ﬂﬂmzﬂizﬁ%§
8.00 - 9.00 w.
6 24 9.0, 67 Clinical trial protocol development (cont.) 9.05.07).5R8 é’ﬂ@mzﬂszaw%{

9.00 - 10.00 wu.
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7 UDNAITY Clinical trial management and conduct: 9.03.09).57eN é’ﬂ@mzﬂizﬁwé
- Site feasibility
- Study recruitment
- Data collection, management, reporting,
and monitoring
8 UBNAT Clinical trial management and conduct 2.05.08).5R8 ETﬂ@ﬂJ%‘lJ'i%’?Wlé
(cont.)
AoUUBNANS1 (A5 1 - 8)
9 UBNAT Ethical consideration and Good Clinical 0.05.08).5A8 é’ﬂ@mzﬂiz?mé
Practice
10 31 a.A. 67 FDA regulatory requirements for clinical trial | 8.08).8 TR NGIIERALNGY
8.00 - 9.00 u. | approval
11 31 a.A. 67 - Bioequivalent drug product and biosimilar ﬂ.m.my.Lﬁiyﬂ% nosumilo
9.00 - 10.00 Y. | drug
- Regulation for BE and biosimilar drug
studies in Thailand
12 T WY. 67 BE study, in practice ﬂ.ﬂ'ﬁ.ﬂﬁy.l,ﬁ@ﬂ% waaumﬁa
8.00 - 9.00 U. | Steps to get success BE study
- Prior protocol set up
- Protocol development
- Pilot study
- Ethical concern
- Conduct of BE study
- Study report
13 TNy 67 BE study, in practice ﬂ.m.my.uﬁiyﬂ% maﬂuWLﬁa
9.00 — 10.00 W. | Steps to get success BE study (cont.)
14 14 w.e. 67 BE study, in practice ﬂ.m.my.l,ﬁiyﬁ% ma@umﬁa
8.00 — 9.00 Y. | Steps to get success BE study (cont.)
15 14 w.y. 67 BE study, in practice ﬂ.ﬂi.ﬂig.Lﬁ@ﬁ% nosumile
9.00 - 10.00 W. | Steps to get success BE study (cont.)
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