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1. Parallel trials, randomizing individual patients
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Same scale       
WMD



Inverse variance (F)

Different scale  
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_____________________________________________________________

1  Many with zero numerators

2  Expressed per person-time

3  Analyze as measured quantities (continuous scale, by computing number of events per person      (often per unit time period), mean and SD

4  Collapse into two categories

5  Analyze as measured quantities (continuous scale)

6  Data reported and analyzed as “survival curve”
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2. Cluster-randomized Trials
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Analysis at cluster level (not preferred)2
________________________________

1
The sample size is the number of individual patients. 

If the index trial was properly analyzed, accounting for its cluster design, enter the data for effect measure as reported, eg risk ratio and confidence interval.

If the index trial was analyzed without accounting for clustering, to obtain an approximately correct analysis: EITHER

i) reduce the size of each trial to its “effective sample size”: 

- for categorical outcomes, reduce the actual numbers of participants and events by dividing each by the “design effect”, which is 

1 + [(average cluster size – 1) (intra-class correlation)]

- for outcomes measured on a continuous scale, reduce only the sample size, means and standard deviations should remain unchanged; OR 

ii) alternatively, inflate the standard error of the effect estimate by multiplying the SE (which can be calculated from the confidence interval) by the square root of the design effect

2
The sample size is the number of clusters of patients. The analysis is based on the summary measurements from each cluster. This avoids the unit of analysis error, but can considerably and unnecessarily reduce power.

