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Special points of in-
terest:

. Quality Standard & Ethi-
cal Principles in Human
Subject Research

° Introduction to ICH GCP

. Institutional review board
(IRB)/independent ethics
committee (IEC)

. Essential documents and
document management

. Data collection and data
management

° Informed consent

. Subject recruitment,
subject retention, and
subject compliance

. Investigational drug han-
dling”

. Safety reporting

° Quality control (QC) and

quality assurance (QA) in
clinical trial
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Biomedical Research
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