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In a recently published commentary, three examples drawn from the 

ClinicalTrials.gov registry were used to illustrate challenges associated with 

the cluster-randomized trial design. The commentary argued that the 

Ottawa Statement fails to provide comprehensive ethical guidance. In this 

article, the authors illustrate the application of the Ottawa Statement to the 

three trials. They challenge the conclusions reached in the commentary by 

demonstrating that an ethical analysis requires complete information. The 

authors correct some misperceptions about the cluster-randomized trial 

design by collecting additional information. They contacted the authors of 

trials. The authors used the Ottawa Statement to conduct an ethical 

analysis of each trial and to address a number of substantive concerns 

raised regarding the identification of study participants, informed consent 

and harm benefit analysis. In the two cases in which they were able to 

obtain detailed study information, the authors were able to complete the 

ethical analysis prescribed by the Ottawa Statement. They argued the 

Ottawa Statement does provide a useful framework for the ethical design, 

review and conduct of cluster-randomized trials. 
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This paper develops asymptotic properties of the mean rank imputation 

method and attempts to demonstrate its validity to test the primary endpoint 

under certain mild distributional and missing mechanism assumptions. 
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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. 

 

5.) Taljaard, M., Teerenstra, S., Ivers, N. M., & Fergusson, D. A. (2016). 
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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. 


