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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 6 31.A. 69 New drug development: From compound | Wf.A3.08y.UAT Uszaugf
15.00 - 16.00 Y. | candidate to new drug approval
2 6 31.A. 69 Pre-clinical study and clinical HA.AT.N5.UAT Usesaugi
16.00 - 17.00 Y. | pharmacology in phase 1 study
3-4 13 3.A. 69 Clinical trial protocol development: HA.A5.06Y.5581 anAae
15.00 - 17.00 Y. | - Background and study objectives ‘Uizﬁ‘w‘ﬁg
- 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
5-6 20 31.A. 69 Clinical trial protocol development (cont.) | HA.A5.08.5ReN dnA
15.00 - 17.00 1. Usgans
7 27 1.A. 69 FDA regulatory requirements for clinical 8.08.¢ Yyeyn 1ResEned
15.00 - 16.00 u. | trial approval
8-9 3 N, 2569 Clinical trial management and conduct: HA.A5.08Y.5581 anAne
15.00 — 17.00 w. | - Site feasibility Usyans
- Study recruitment
- Data collection, management, reporting,
and monitoring
10 10 N.N. 2569 | Ethical consideration and Good Clinical Nﬁ.m.ﬂ‘ig.%am fnAnz
15.00 - 16.00 1. | Practice Usgdvs
AOULDNANTNASIT 1 (24 N, 2569 1381 15.00-17.00 1) (ASsil 1-7)
11 10 31.A. 2569 | - Bioequivalent drug product and A.ARRAN AT.N8Y.LNEAS B3
15.00 — 16.00 u. | biosimilar drug uniile
- Regulation for BE and biosimilar drug
studies in Thailand
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12 10 31.A. 2569 | BE study, in practice A.ARRAN N3.N8Y.LNEAS NBY
16.00 — 17.00 u. | Steps to get success BE study uniile
- Prior protocol set up
- Protocol development
- Pilot study
- Ethical concemn
- Conduct of BE study
- Study report
13-14 | 17882569 | BE study, in practice A f3.08.EYA3 Vo
15.00 - 17.00 4. | Steps to get success BE study (cont.) uniile
15 24.319. 2569 | BE study, in practice A f3.05.EYA3 Vo
15.00 - 16.00 U. | Steps to get success BE study (cont.) uniile
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