Efficacy results
Secondary Efficacy Analysis:
1. Results for BSS Score ( for efficacy second endpoint / per-protocol)

Table 01: Secondary endpoint – BSS difference day 0 and day 10 and confidence levels 
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Table 02: Mann-Whitney test for secondary endpoint (per protocol)
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Conclusion:

The Mann-Whitney test shows  a significance at level ~ .00002927237and therefore the 0- hypothesis can be rejected and it can be concluded the BSS score at day 10 for the verum is significantly lower than for the placebo.



2. Results of Quality-of-Life assessment (for efficacy second endpoint)

Efficacy Results: Assessment of Quality of Life
Whereas at baseline, QoL score was comparable between the Tavipec and the Placebo group, at day 7 the mean QoL score in the Tavipec group was lower (Table 03). At baseline versus day 7, as rated on a score ranging from 0 to 10, the mean scores in the Tavipec and Placebo groups were 7.72 versus 3.22, and 7.6 versus 4.7, respectively, thus scores were significantly lower for the Tavipec group (p < 0.001).
Table 03: QoL-score at baseline and day 7
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Automatisch generierte Beschreibung]
At baseline all patients from the Tavipec and baseline group (ITT), show a similarly impact by the disease: 63.2 % of Tavipec group and 62.5 % of the Placebo group were severe and 36.% and 37.5 %, respectively were moderate impacted by the disease (Table 04).

Table 04: Impact of disease on QoL at baseline, ITT
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Automatisch generierte Beschreibung]
In the Tavipec group (ITT), 62.4 %. 34.4 % and 3.2 % of patients, respectively were mildly, moderately, and severely impacted (ITT), but 28.3 %. 65.8 % and 5.8 % of patients, respectively in the Placebo group (Table 05).

Table 05: Impact of disease on QoL at day 7, ITT
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The impact of disease on QoL from patient’s view was done by evaluation of the change of QoL score from baseline to EOT. The mean QoL score dropped from 7.72 at baseline to 1.20 at EOT in the Tavipec group and from 7.60 at baseline to 3.14 at EOT in the Placebo group, corresponding to an improvement by 6.52 and 4.46 score points, respectively (Table 06).
Table 06: QoL-score at baseline and day 10, ITT 
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At the end of therapy (day 10), 94.1 % of evaluable Tavipec-treated patients in contrast to only 51.8 % of patients in the Placebo group reported to be mildly impacted. On the other hand, only 4.0 % of the Tavipec group reported a moderate impact, whereas 46.4 % of the Placebo group was moderately impacted by the disease at day 10 (Table 07).
Table 07: Impact of disease on QoL at day 10, ITT
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Table 08: Mean QoL score from baseline to EOT, change from baseline, ITT
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Table09: QoL score – mean change (improvement from baseline) at day 7 and day 10, ITT
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The proportion of patients reporting only a mild impact of disease on quality of life at baseline, day 7, and day 10 was 0.8 %. 62.4 %, and 94.1 %, respectively in the Tavipec group and 0 %, 28.3 % and 51.8 %, respectively in the Placebo group. This indicates a clear advantage of Tavipec over Placebo is seen (Table 10).
Table 10: Impact of disease on QoL from baseline to EOT, ITT, % mild, moderate, severe
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QoL. Tavipec QoL. Placebo

Baseline Day 7 Baseline Day 7
Mean 7.72 322 7.60 4.70
Median 8.00 3.00 8.00 5.00
S.D. 1.182 1.866 1.056 1.986
Minimum 2 0 4 0
Maximum 10 10 10 9

Number 125 125 120 120
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Tavipec Placebo

N % N %

Mild 1 0.8 - -
Moderate 45 36.0 45 375
Severe 79 63.2 75 62.5
Sum 125 100.0 120 100.0
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Tavipec Placebo

N % N %

Mild 78 624 34 283
Moderate 43 344 79 65.8
Severe 4 32 7 58
Sum 125 100.0 120 100.0
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QoL. Tavipec QoL. Placebo

Baseline Day 10 Baseline Day 10

Mean 7.72 1.20 7.60 3.14
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Median 8.00 1.00 8.00 3.00
S.D. 1.182 1.560 1.056 2.155
Minimum 2 0 4 0
Maximum 10 8 10 9
Number 125 119 120 112
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Tavipec Placebo

N %  Valid % N %  Valid %
Mild 112 896 94.1 58 483 51.8
Moderate 5 4.0 42 52 433 46.4
Severe 2 1.6 17 2 17 18
Missing 6 48 8 6.7

Sum 125 100.0 100.0 120 100.0 100.0
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QoL Change from bascline

Tavipec _ Placebo __ Tavipec Placebo
Baseline 772 7.60
Day7 322 470 45 29
EOT* 1.20 314 6.52 446

¥ Calculated From those patients being amalysable at the respective days
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QoL score: Mean change (improvement from baseline) at day 7 and day 10, ITT

Day 7 Day 10
Tavipec Placebo Tavipec Placebo

Mean 45 29 6.52 4.46
Number of patients 125 120 119 112
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Tavipec  Placcbo  Tavipec Placebo Tavipec Placebo

Baseline Day 7 Day 10, EOT*
Mild 08 - 62.4 283 94.1 51.8
Moderate 360 375 344 65.8 4. 464
Severe 632 625 3.2 58 17 18
Sum 100.0 100.0 100.0 100.0 100.0 100.0

* Calculated from those patients being analysable at the respective days
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Mean values

BSS Day 0 BSS Day 10 Difference (day 0 and 7)SD for Difflower bound upper bound Diff. ( in %) lower bound upper bound

Verum 8.39 1.92 6.47 2.17 6.09 6.873 77.12 72.53 81.92

Placebo 8.25 3.93 4.32 2.96 3.77 4.886 52.36 45.67 59.22

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 2.151 0.341 1.479 2.823

95% Conf. Intervall f. Diff
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Ranks

Verum/Placebo

N Mean Rank

Day 10  BSS Score Verum

Placebo

Total

119 97.75 11632.50

110 133.66 14702.50

229


