


Efficacy results:
Primary Efficacy Evaluation
1. BSS: Mean change (improvement from baseline) at day 7, ITT/PP

1.1 ITT population
Table 01. Primary endpoint – BSS difference day 0 and day 7 and confidence levels (ITT)
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Table 02: Mann-Whitney test for primary endpoint (ITT)
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Conclusion:
The Mann-Whitney test shows a significance at level ~ 0.0001359 and therefore the null-hypothesis can be rejected, and it can be concluded the BSS score at day 7 for the verum is significantly lower than for the placebo.


1.2 PP population

Table 03: Primary endpoint – BSS difference day 0 and day 7 and confidence levels
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Table 04: Mann-Whitney test for primary endpoint (per-protocol)
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Conclusion (pp per-protocol):
The Mann-Whitney test shows a significance at level ~ 0.0001020 and therefore the null-hypothesis can be rejected, and it can be concluded the BSS score at day 7 for the verum is significantly lower than for the placebo.
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Day 7  BSS Score

Mann-

Whitney U

5400.0000000

Wilcoxon W 13275.0000000

Z -3.8154702

Asymp. Sig. 

(2-tailed)

0.0001359

Test Statistics

a

a. Grouping Variable: Verum/Placebo
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Mean values

BSS Day 0 BSS Day 7 Difference (day 0 and 7)SD for Difflower bound upper bound Diff. ( in %) lower bound upper bound

Verum 8.39 3.6 4.79 2.04 4.43 5.168 57.09 52.79 61.60

Placebo 8.25 5.05 3.2 2.47 2.73 3.666 38.79 33.14 44.44

mean difference std.err lower bound upper bound

Verum vs 

placebo 1.59832 0.29806 1.011 2.18564

95% Conf. Intervall f. Diff 95% Conf. Intervall f. Diff (in%)

95% Conf. Intervall f. Diff
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Ranks

Verum/Placebo

N Mean Rank

Day 7  BSS Score Verum

Placebo

Total

119 98.78 11755.00

110 132.55 14580.00

229


image7.emf
Day 7  BSS Score

Mann-Whitney U 4615.0000000

Wilcoxon W 11755.0000000

Z -3.8858973

Asymp. Sig. (2-

tailed)

0.0001020

Test Statistics

a

a. Grouping Variable: Verum/Placebo
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Mean values

BSS Day 0 BSS Day 7 Difference (day 0 and 7)SD for Difflower bound upper bound Diff. ( in %) lower bound upper bound

Verum 8.43 3.9 4.53 2.34 4.12 4.95 53.74 48.90 58.72

Placebo 8.21 5.29 2.92 2.64 2.44 3.394 35.57 29.72 41.34

95% Conf. Intervall f. Diff 95% Conf. Intervall f. Diff (in%)
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mean difference std.err lower bound upper bound

Verum vs 

placebo 1.61933 0.318 0.99 2.25

95% Conf. Intervall f. Diff
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Ranks

Verum/Placebo

N Mean Rank

Day 7  BSS Score Verum

Placebo

Total

125 106.20 13275.00

120 140.50 16860.00

245


