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Spiolto Respimat, solution for inhalation
(tiotropium/olodaterol 2.5/2.5 mcq)
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Spiolto Respimat is indicated as a maintenance bronchodilator treatment to relieve
symptoms in adult patients with chronic obstructive pulmonary disease (COPD).
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In two additional 12-week, placebo-controlled clinical trials, SGRQ total
score at 12 weeks was also included as primary endpoint as a measure
of health-related quality of life.
In the 12-week trials, Spiolto Respimat demonstrated an improvement
compared with placebo at week 12 in mean SGRQ total score (primary
endpoint) of -4.9 (95%Cl: -6.9, -2.9; p<0.0001) and -4.6 (95%CI: -6.5,
—-2.6; p<0.0001). In a pooled supportive analysis of the 12-week trials,
the proportion of patients with a clinically meaningful decrease in SGRQ
total score (defined as a decrease of at least 4 units from baseline) at
week 12 was greater for Spiolto Respimat (52% [206/393]) compared
with tiotropium 5 microgram (41% [159/384]; odds ratio: 1.56 (95% CI:
1.17, 2.07), p = 0.0022) and placebo (32% [118/370]; odds ratio: 2.35
(95% CI: 1.75, 3.16), p < 0.0001).
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