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Abstract: Albumin is widely used in clinical practice, and the rationality of trial design directly affects the reliability of research
findings and clinical application value. This article reviews the key statistical considerations in the design of albumin clinical trials,
including the selection of primary endpoints, the establishment of statistical hypotheses and non-inferiority margins, clinical
evaluation criteria for ascites improvement, sample size, and interim analyses, in order to provide methodological guidance for

clinical researchers to optimize clinical trial design and enhance its scientific rigor and feasibility.
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Table 1 Impact of ascites treatment efficacy, rate difference and non-inferiority margin on sample size (rate difference=0)

X B2 A R A THE e E S AEHTIHE FEA L T3 a FEA it (R V% 2 10% )
45% 0 -10% 778(389/4H) 866(433/41)
50% 0 -10% 786(393/4H) 874(437/41)
55% 0 -10% 778(389/4H) 866(433/41)
60% 0 -10% 754(377/4) 838(419/4)
65% 0 -10% 716(358/4H) 796(398/4H )
70% 0 -10% 660(330/41) 734(367/4)
45% 0 -15% 346(173/41) 386(193/41)
50% 0 -15% 350(175/4) 390(195/4)
55% 0 -15% 346(173/41) 386(193/41)
60% 0 -15% 336(168/41) 374(187/4)
65% 0 -15% 318(159/41) 354(177/41)
70% 0 -15% 294(147/4) 328(1644H)

1 : power=0.8, Hfll] a=0.025,

®2 BEARERER ZEZERFSVAESHAENXR(XE=-5%)

Table 2 Impact of ascites treatment efficacy, rate difference and non-inferiority margin on sample size (rate difference=—5%)

Xf IR A RCRA THE HRCREM | &I FEA L 3 E FEA i (V% % 10% )
45% -5% -10% 3062(1531/40) 3404(1702/40)
50% -5% -10% 3124(1 562/4H) 3472(1 736/4)
55% -5% -10% 3124(1 562/40) 3472(1 736/41)
60% -5% -10% 3062(1531/40) 3404(1 702/41)
65% -5% -10% 2936(1 468/41) 3264(1632/40)
70% -5% -10% 2 748(1 374/40) 3054(1 527/4H)
45% -5% -15% 766(383/4H) 852(426/41)
50% -5% -15% 782(391/41) 870(435/41)
55% -5% -15% 782(391/4) 870(435/41)
60% -5% -15% 766(383/41) 852(426/41)
65% -5% -15% 734(367/40.) 816(408/4)
70% -5% -15% 688(344/41) 766(383/41)

7 s power=0.8, B0l «=0.025 .
3 BEARNAUERESEREEEXRZNENLER

Table 3 Simulation analysis of the relationship between
different improvement criteria for ascites and efficacy
rate difference
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