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Seminar in Clinical Trials 1
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This course is a 101 introductory course in drug de-
velopment and clinical trial. The topics covered include
the following: GCP trial ethics; overview of phase 1, 2,
and 3 clinical trials; postmarketing surveillance; trial de-
sign; sample size calculation; concepts of control group;
adverse drug reaction evaluation and reporting; and stat-
istical analysis.
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This course teaches students how pharamaceutics and
medicine are integrated in drug development and how
the two fields can be applied to clinical pharmacology.
The following topics will be discussed: integrated ap-
proach from preclinical to clinical trial; drug delivery sys-
tem; and research methodology for PK/PD/safety/efficacy
evaluation.
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Regulatory aspects related to new drug development,
such as regulations, evaluation of a new drug, and the
process of approving a new drug are studied in relation
with clinical pharmacology. Topics covered include IND
review, NDA review, PMS, and adverse drug reaction
monitoring.
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Clinical Pharmacogenetics applies pharmacogenetic
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knowledge to clinical situations including therapeutic drug
monitoring. Phenotype, genotype, polymorphic drug me-
tabolizing enzymes, and variability in drug receptors are
studied to be applied in a clinical context.
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This course covers the molecular biological aspects of
pharmacogenetics. The principles and applications of mo-
lecular biological methodologies such as PCR, RFLP,

SSCP, TDGS, and DGGE are studied.
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Clinical Aspects of Drug Interactions
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This course focuses on the evaluation of PD and PK
based drug interactions. This course will help students to
predict and assess the dlinical significance of drug
interactions.
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Adverse Drug Reactions and

Hypersensitivity
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This course covers the application of an integrated ap-
proach to ADR. Topics such as ADR research method-
ology, causality assessment, reporting, regulations and
intervention are discussed.
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This course will cover recent methodological advances
in pharmacoepidemiology and their application to real
situations through case studies.
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This course will focus on the clinical pharmacological
principles and their application to drug therapy in fields
such as CNS, CV, GI, renal, infection, and allergies.
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This course will focus on understanding and applying
clinical pharmacological principles to drug therapy for the
elderly, pediatrics, organ function derangement, the
pregnant, and lactating mothers.
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Seminar in Clinical Trials 2
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This advanced course will deal with major drug devel-
opments and clinical trial-related issues from a practical
perspective. Topics will cover clinical trail design, ran-
domization, monitoring, CFG and data management, trial
reporting, filing, and global trends.
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Advances in PK/PD Modeling
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This course will cover the application of modeling to
the objective and quantitative analyses of the PK/PD da-
ta obtained from clinical trials. Topics will cover the ap-
plication of simulation techniques to the optimal design
of trials, mechanistic/empirical PK and PD modeling, non-
parametric PK/PD, and physiologically based PK.
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This course will cover dose-response analysis methods
to be applied to optimal drug therapy, clinical trials, and
PK/PD modeling. Modeling methods such as indirect re-
sponses, tolerance, effect-link models, irreversible effects,
and oscillating responses will be studied.
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This course will deal with epidemiological research
methodology on the basis of clinical pharmacology.
Descriptive studies, case reports, case series, cross sec-
tional studies, case-control studies, cohort studies, com-
parative studies, and automated database use will be
covered.
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