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Member Training Course（委員訓練課程）

1 臨床試驗概要（A critical review of the trial concept）
1.1 The rationale of the trial 

1.2 Stages and milestones

1.3 Clinical/public health importance

2 臨床試驗之設計（Clinical trial design）
2.1 General issues

2.1.1 Type of design and rationale

2.1.2 Protocol and Case Report Form(CRF)

2.1.3 Use of control groups / active substance and placebo

2.1.4 Inclusion / exclusion criteria

2.1.5 Safety outcomes

2.1.6 Quality of life/ health economics, (if appropriate)

2.2 Statistical issues

2.2.1 Fundamentals of statistical testing

2.2.2 Power & sample size determination

2.2.3 Superiority or equivalence

2.3 Special populations

2.3.1 Children / elderly

2.3.2 Pregnant women / fetuses
2.3.3 Renal /liver failure

2.3.4 Ethnic factors

2.3.5 Gender
3 受試者保護與研究倫理（Ethical issues）
3.1 Value and principles in clinical investigations

3.2 International guidelines

3.3 Patient care in clinical research

3.4 Responsibilities in research

3.5 Conflict of interest

3.6 Ethical review

3.7 Informed consent

3.8 Vulnerable populations

3.9 Biological samples
3.10 Genetic research
3.11 Tissue bank research

3.12 Databases and confidentiality
3.13 Fraud & misconduct

3.14 challenges of conducting international research

4 相關規定與管理（Legal, regulatory and good practice framework）
4.1 Regulatory and legal frameworks

4.2 Good Clinical Practice according to DOH and ICH clinical Trials Directive

4.3 National regulations

4.4 Application to Regulatory Agency, if appropriate

4.5 Quality assurance systems and CQI
4.6 Review procedure (初審, 快速, 追蹤, SAE通報和處理)

4.7 Audits and inspections

5 國際受試者保護的現況（International status of human research protection）
5.1 Resources資源介紹

5.2 Reference documentation文獻法令

5.3 Institution機構團體

5.4 Website重要網站

6 案例討論（case studies）
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