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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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2 101/02/26 Randomization and blinding
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3 101/03/04 Designs for clinical trials
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4 Parallel group designs, Cluster randomized designs,
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Crossover designs
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5 Titration designs, Enrichment designs, Sequential
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designs
101/03/19~ . L. .
6 101/03/95 Designs for cancer clinical trials
101/03/26~| . .
7 101/04/01 Single—stage and Two-stage up and down designs
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8 Randomized phase II designs, Optimal/flexible
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multiple stage designs
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9 L01/04/15 Classification of clinical trials
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10 101/04/92 Classification of clinical trials II
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12 Implementation of a clinical protocol II
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13 L0L/05/13 Issues in efficacy evaluation
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14 L0L/05/90 Issues in efficacy evaluation II
101/05/21~
15 L0L/05/97 Safety assessment
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16 L01/06/03 Safety assessment II
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17 101/06/10 Sample size determination
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18 L01/06/17 Sample size determination II
o Students will be required to present in English on what they are assigned
2Rk 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).

%EQ% B (R WG rsrp A § e 1P 2 KPR
®LEE: 600 % @FHFEA00 % SMIFE: %
@ o
?f?jj O RTE - 9%
T | e () o
TH3 4 4978 % 4% $u http://info.ais. thu edu tw/csp & ¢ Fib
g ¥ B F (% http://www. acad. tku. edu. tw/index. asp/) &+ F " HwF3+ 4
]

%\*%IE_,?“_&}LJ 3@)‘ °
MABELRZDFTL FRYDERPE - HAEBEB AT LR -

TSMXMIS0721B2A

4 F /x4 F 2012/4/17  13:58:03




