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[Abstract ] Objective To improve the overallrandomization of random allocation and reduce the potential bias of trials though
proposing a two-step method to reconstruct the random allocation process and exploring its scientific and feasibility. Methods The
two-step method included two sequential steps: random stratification and random allocation. The Addition of random stratification
process before traditional random allocation was the key point. The two-step method configured parameters by analysing the influence of
inter-group equilibrium on power and total sample size. Results The proposed method of random allocation and parameter configura-
tion which is easy to achieve enhanced the overall randomization. The influence of unbalance allocation on the total sample size and
power is negligible as long as the parameter configuration does not exceed 4x4. Conclusion A simple and easy two-step randomized
allocation method is established, which is especially suitable for non-blind randomized controlled trials.
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