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Statistical Methods 
 
 
Sample size: We will screen up to 20 patients to ensure that 16 patients complete the study. 
   

General statistical Methods: A clinical response to apremilast for the purposes of this 
study will be defined as an Investigator Global Assessment score of 0 (clear) or 1 (almost 
clear). The end points of the study will be assessed at Week 16. A period of 16 weeks 
was chosen, as this was the time frame utilized for primary endpoint reporting in the 
ESTEEM clinical program.6,8 An additional 8 weeks of study drug will be provided to 
assess enhanced clinical benefit with continued use at 24 weeks. A rate of incompletion 
and/or drop out of subjects has been factored in to assure great than 16 patients will 
complete the study. 

 
The analysis will be primarily descriptive. Mean, standard deviation, median, minimum, 
maximum, and 95% confidence interval for mean will be provided for continuous 
variables. Changes and percent changes from pre-treatment to on-treatment time points 
will be calculated for continuous efficacy points. Graphical displays of changes over time 
may be presented for key outcomes. Counts, percentages, and 95% confidence intervals 
will be provided for categorical variables. Subgroup analyses, such as gender 
stratification and stratification based on baseline treatment regimens, will be performed to 
identify a patient population that achieves the most benefit.  

 
Efficacy analyses will only use data from participants who complete at least 16 weeks of study 
treatment in order to evaluate the primary endpoint. 


