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Multiplicity in Clinical Trials

Guei-Feng Tsai!, Meifen Kung! and Min-Shung Lin?

A clinical trial is often designed to test multiple hypotheses on the efficacy of a new drug.
Multiplicity in clinical trials may be induced by multiple endpoints, multiple treatment arm
comparisons, multiple time points, multiple analysis populations, and subgroup analyses. It is
well recognized that multiplicity can have a substantial influence on the rate of false positive
findings if no appropriate statistical method is used to safeguard against the inflation of false
positive findings from multiple tests. The paper accordingly focuses on examining situations
with the potential of triggering multiplicity problems and introducing some common multiple
testing methods for controlling the false positive rate. An example comparing different statistical
methods is provided for the reference of clinical researchers.

(Taiwan J Fam Med 2014, 24: 157-163) DOI: 10.3966/168232812014122404001
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