
Table S1: Data items abstracted from the included studies (unless specified otherwise all items 

are from the design section and not from the results) 

 
Item  Explanation  

General trial demographics   

Journal impact factor  Taken from Web of Science, JCR Science Edition 2013 

Year  What was the year of publication of the report? 

Country  What country did the study take place in? 

Cluster What was the cluster (i.e. hospital, ward, general practice, 

residential area, health professional)? 

Intervention  Was the study conducted in a health care or non-health care 

setting?  

Number of arms  How many interventions were being compared? 

Method of randomisation  What was the method of randomisation used (i.e. unrestricted, 

paired, stratified)? 

  

Assessment of quality of reporting of basic sample size elements 

Sample size justification  Was a sample size justification provided? 

Level of significance Was the level of significance reported? 

Power Was the level of power reported? 

Treatment effect Was the treatment effect used in the sample size calculation 

sufficiently reported? Sufficient reporting of the treatment effect 

consists of either a standardised effect size; a mean difference and 

standard deviation; means in both arms and standard deviation; 

proportions in both arms; proportion in one arm and a relative or 

absolute difference. 

Primary outcome  Was the outcome used in the sample size calculation consistent 

with the primary outcome of the trial? 

Attrition  Was attrition allowed for in the sample size calculation?  

  

Assessment of quality of reporting cluster sample size elements 

Measure of variation of 

outcomes across clusters (i.e. 

ICC) 

Was a measure of variation in outcomes across clusters reported? 

Measures of variation include the ICC, coefficient of variation (of 

the outcome) or a design effect. 

Measure of uncertainty of 

measure of variation (i.e. ICC) 

Was a measure of uncertainty of the ICC (or equivalent) reported; 

or was sensitivity to power considered under alternative ICCs? 

Number of clusters Was the number of clusters explicitly reported or deducible? 

Cluster size Was the cluster size explicitly reported or deducible? 

Measure of variation of cluster 

sizes 

Was a measure of variation in cluster sizes reported (or it clear 

that there was not variation), such as a coefficient of variation (of 

cluster size) or standard deviation of cluster sizes? 

  

Assessment of quality of reporting of stepped-wedge sample size elements 

Number of steps Was the number of randomisation steps reported? 

Number of clusters per step Was the number of clusters randomised per step reported? 

Measurement points Was the number of measurement points reported? 

Clarity of cluster size  Was there clarity between cluster size per measurement point or 

period and total cluster size? 
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Design type Was it clear whether the design was cross sectional, cohort or 

open (i.e. mixture)?  

Schematic illustration  Was the design represented using a schematic illustration? 

Methodological assessment elements 

Method used to compute power Was the methodology used to determine the power reported? If 

so, was this using a parallel cluster method; Hussey and Hughes; 

Woertman; simulation methods (and did this allow for time 

effects); or was no allowance for clustering or time effects made?  

Powered design variations If the trial included a variation on the typical design, such as 

transition periods, or extra pre and post measurement periods, or 

repeated measures on the same individual, or varying cluster 

sizes, were these allowed for in the power calculation?  

Powered interactions Was the trial powered for any interactions, such as for example 

and interaction between calendar time and the treatment effect; or 

an interaction between the time since exposure and the 

intervention (e.g. a treatment lag)? 

Extended correlations Was the trial powered for an allowance for any extended 

correlation structures, such as a different correlation between 

observations within a cluster over time? 

Method used to describe 

between cluster heterogeneity?  

What method was used to describe the between cluster 

heterogeneity (i.e. ICC, coefficient of variation or design effect)?  

  

Realised design characteristics (for full study reports only)* 

Number of steps If reported, how many randomisation steps were there? 

Number of measurement 

periods 

If reported how many measurement periods were there? 

Number of clusters  If reported, how many clusters were there? 

Number of clusters per step If reported, how many clusters were randomised at each step? 

Cluster size If reported, what is the median cluster size across all 

measurement points? 

Duration of study If reported, how long did the study run for (not including outcome 

follow-up times or retrospective data collection)? 

Duration of each step If reported, how long what was the median duration of the time 

between each step? 

Design type If reported, did the study use repeated cross sectional sampling, 

cohort design or open cohort design? 

Transition periods  Did the design include transition periods during which the 

intervention is embedded into practice and the cluster considered 

neither exposed nor unexposed? 

Variation on design Did the design include any variation on the conventional SW-

CRT, such as extended pre and post periods? 

 


