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ABSTRACT Objective:To analyze the common problems in sample size estimation of randomized controlled trial (RCT ) with manipula-
tion as the primary intervention measure. Methods: All the RCT articles with manipulation as the primary intervention measure included
from January 2017 to June 2024 were retrieved from the PubMed, Embase and Cochrane Library through computer. The eligible articles were
screened according to the retrieval and screening scheme, and the information , including whether reporting sample size estimation, hypothesis
test type,type I error probability «, power of test (1 — 8) , expected effect size, one-sided or two-sided test, minimal clinically important
difference (MCID) , dropout rate ,sample size calculation tool , primary outcome indicators ,and multiple tests,was extracted independently by
two trained researchers for a descriptive analysis in the form of frequency or percentage. Results: Forty-eight thousand six hundred and
eighty-eight RCT articles were searched out, after removing the duplicate articles ,20% of the remained ones were randomly selected for fur-

ther screening,and 274 RCTs were included in the final analysis, among which 192 ones(70. 07% ) reported the sample size estimation.
Furthermore , among the 192 RCTs, 16 ones(8.33% ) ,146 ones(76.04% ) ,164 ones(85.42% ) ,98 ones(51.04% ) ,88 ones(45.83% ),
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81 ones(42.19% ) ,156 ones(81.25% ) ,167 ones(86.98% ) ,and 131 ones(68.23% ) reported the hypothesis test type,type | error prob-
ability o, power of test(1 — ) ,expected effect size ,one-sided or two-sided test,MCID, dropout rate,sample size calculation tool,and prima-
ry outcome indicators ,respectively. In addition,16 RCTs that reported the type of hypothesis test were all superiority trials,with 9 ones using
the one-sided test and 7 ones employing the two-sided test. Among the 37 RCTs that reported 2 or more primary outcome indicators,8 ones
(21.62% ) mentioned the adjustment of type [ error probability a. Among the 23 RCTs that reported multiple comparisons, one RCT
(4.35% ) referred to the adjustment of type I error probability a. Conclusion ; Problems, such as failure to report sample size estimation,
missing or unclear sample size estimation parameters , mismatch of sample size estimation method with hypothesis test types and primary out-

come indicators,and failure to adjust type | error probability o in multiple test,exist in the sample size estimation of RCTs with manipula-

tion as the primary intervention measure.
Keywords

topic ;sample size
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