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e On February 16, 2017, the FDA approval of
for the long-term, once-daily, maintenance treatment of asthma in patients 6
years of age and older.

— Previously, Spiriva Respimat was approved for this use in patients 12 years of age and
older.
— Spiriva Respimat is not indicated for relief of acute bronchospasm.

e Spiriva Respimat is also approved for the long-term, once-daily, maintenance treatment of
bronchospasm associated with chronic obstructive pulmonary disease (COPD), and for reducing
COPD exacerbations.

o Efficacy for the expanded indication of Spiriva Respimat was established based on the partial
extrapolation of efficacy in adults and two trials (12 and 48 weeks duration) of 801 asthma patients 6
- 11 years of age. The primary efficacy endpoint in both trials was change from pre-treatment
baseline in peak forced expiratory volume in 1 second (FEVy, g.3nr)-

— There was a statistically significant increase from baseline in FEV, ¢.35, in patients taking
Spiriva Respimat vs. placebo in the 48-week study (mean difference = 0.17 L; [95% CI:
0.11, 0.23)).

— The 12-week trial did not show a significant increase from baseline in FEV, o3 in patients
taking Spiriva Respimat vs. placebo (mean difference = 0.04 L; [95% CI: -0.03, 0.10]).

e The most common adverse events (> 2%) with Spiriva Respimat use in adult asthma patients were
pharyngitis, headache, bronchitis, and sinusitis.

e The most common adverse events (> 3%) with Spiriva Respimat use in COPD patients were
pharyngitis, cough, dry mouth, and sinusitis.

e The recommended dose of Spiriva Respimat for the treatment of asthma in patients aged 6 years
and older is 2 inhalations of Spiriva Respimat 1.25 mcg once daily.

e The recommended dose of Spiriva Respimat for the treatment of COPD is 2 inhalations of Spiriva
Respimat 2.5 mcg once daily.
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