The primary outcome calculation formula is:

  (1)
Where  is the baseline 4-day average VAS score of EG before the withdrawal period,  is the maximal VAS score of EG in the withdrawal period,  is the baseline 4-day average VAS score of CG before the withdrawal period,  is the maximal VAS score of CG in the withdrawal period.



Thus, the sample size calculation formula was:

  (2)
Where  is the expected mean difference of the two groups,  is the superiority threshold value(0, here), is the quantile of the standard normal distribution,  is the first class error level for statistical test (0.025, here for unilateral test; 0.05 for bilateral test if need), and  is the second class error level for statistical test (0.2, here). The calculated sample size per group through this calculation is 21. Considering that the maximum possible loss rate is 10%, the total sample size is 24 pairs (N = 48) [15-17]. 

