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3.2,
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3.3.
3.4,
3.5.
3.6.

3.7.
3.8.
39.
3.10.

3.11.
3.12.

Principles of good clinical practice in clinical study

Study design and research methodology in clinical research | - Il

Research proposal preparation

Clinical trial registration: Essential elements for publication

Type of clinical trial: Sponsor-initiated trial vs. Investigator-initiated trial
Primer for investigator-initiated trial

Process of sponsor-initiated trial: Roles of sponsors and investigators, site selection, study planning, study
start up and closing

Responsibilities of ethical committee in clinical research

Central Research Ethics Committee (CREC)

Informed consent/assent

How to design case report form (CRF)

* Source doc vs CRF

* Element CRF

* Backward design from statistical analysis plan

Basic Biostatistics

Sample size calculation
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