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The clinical trial is the most definitive tool for evaluation of the applicability
of clinical research. It is a key research activity to improve the quality of
health care and control costs through careful comparison of alternative
treatments., The US FDA has issued stricter guidelines for drug approval
that are consistent with the principles expressed in this course,
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of statistics in clinical trial

and its critical situation
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1 122;22;?? History of clinical trials

2 122;222? Regulatory process and requirements

3 122;22;;? New drug application

4 122;?3;?? Planning and design of clinical trials

5 12222;2? Basic statistical concepts

6 1232322~ Bias and variability

7 12322;;; Confounding and interaction

8 12322;23~ Significant difference and clinical equivalence
9 1222?;2(1; Basic design consideration

10 12221;?; Read a study protocol

11 12221;;& Patient selection

1| [/~ Selection of controls

100/11/27




100/11/28~ L
13 L00/12/04 Randomization models
100/12/05~ ..
14 L00/12/11 Randomization methods
100/12/12~ ) ..
15 L00/12/18 Implementation of randomization
100/12/19~ .. . .
16 L00/12/25 Generalization of controlled randomized trials
100/12/26~| .. ..
17 101/01/01 Blinding
101/01/02~ . .. .
18 L01/01/08 Designs for clinical trials
o Students will be required to present in English on what they are assigned
2k to read in advance.
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“DESIGN AND ANALYSIS OF CLINICAL TRIALS: CONCEPTS AND
¥ kA METHODOLOGIES™ 2nd Ed, S.C. Chow and J.P. Liu. John Wiley (2004).
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“FUNDAMENTALS OF CLINICAL TRIALS” 3rd Ed., LM. Friedman, C.D.
Furberg and D.L. Demets. Springer (1998).
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