CHAPTER 4
DATA ANALYSIS

GENERAL CONSIDERATIONS

The statistical analysis was focus on the detection of significant

differences between the treatment ntrol groups with respect to the maximum

pain intensity during F/C as /
ﬁ
Analyses 2 g ouicomes were based on per-protocol

population.,

Al tests of gse8 were €o \’ e two-sided, and 0.05 level

of significance.

The statistigal
release11.0.1 (SPSS, Inc).

PLAN FOR STATISTICAL

Baseline cnaracterlstics

ﬂu&l %m&nﬁu H’]nimty on their baseline

characteristics. Statlstlcal analysw' was not applied to compare the baseline
charact&tﬁﬂrﬁ \ﬂma jm;ll MIratg m&l rlra \%l expected that
the basellne characteristics of both groups would be comparable. However, if there
was clinically significant difference between groups in some baseline variables that
were potential to affect the primary outcome, these variables were planned to be

statistically adjusted using multivariable analysis.
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Efficacy analyses

Statistical analysis was performed to compare the outcomes between the
two treatment groups. The statistical analysis was summarized in Table 4.1. Since the
primary outcome (maximum pain score) was the continuous variable that was not

normally distributed, non-parametric test was used primarily for the hypothesis testing.

The fre A C )l se\ events n.b ‘ eatment and control groups

Because of small sample size, the or ta would be transformed to dichotomous

data before statistical test was

were tabulated and p Test of statistical hypothesis
was not applied beca av ¢ \ (pected to occur in very low

frequency.

Primary efficacy variable

¥ Maximum VAS pain scﬁ

@ Mann-Whitney U test
Secondary efficacy vanableg

®  Proportion of patients with makimum VAS pain score Fisher's exact test
w11 16a V114 [l o om0

"  Proportion of ;ments requiring immediate gost operative analgesm Fisher's exact test
: ﬁﬁ’;lﬁ\"lﬂ‘im UR1INEIAL,
L Patle ts' global satisfaction to treatment Fisher's exact test
Safety variables

®  Adverse events No statistical test
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