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review and conduct of cluster-randomized trials.
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The intent of this study was to evaluate how often sample size calculations
and methods of statistical analysis are pre- specified or changed in
randomised trials.
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The increased attention to quality improvement, comparative effectiveness
research, and pragmatic trials embedded has led to the increase use of the
cluster randomization design. Issues such as increased probability of
chance imbalances and type I and type II error, limited perceived or actual
generalizability, and fewer options for statistical analysis is discussed in this
paper.

