
European Respiratory Society
Annual Congress 2012

Abstract Number: 2500

Publication Number: P742

Abstract Group: 1.6. General Practice and Primary Care

Keyword 1: COPD - management Keyword 2: COPD - exacerbations Keyword 3: Anti-inflammatory

Title: Effects of roflumilast in highly symptomatic COPD patients

Prof. Leonardo 18921 Fabbri leonardo.fabbri@unimore.it MD , Dr. Udo-Michael 18922 Goehring
udo-michael.goehring@takeda.com MD , Ms. Manja 18923 Brose manja.brose@takeda.com and Prof.
Klaus 18924 Rabe K.F.Rabe@kh-grosshansdorf.de MD . 1 Department of Respiratory Medicine, University
of Modena & Reggio Emilia, Modena, Italy ; 2 Department of Respiratory Medicines, Nycomed: a Takeda
Company, Konstanz, Germany ; 3 Department of Data Science, Nycomed: a Takeda Company, Konstanz,
Germany and 4 Center for Pulmonology and Thoracic Surgery, Krankenhaus Grosshansdorf, Wöhrendamm
80, Germany .

Body: Background: GOLD currently recommends making treatment decisions based on a combined
assessment of current symptoms and future risk. The modified MRC (mMRC) dyspnoea scale (grade 0–4)
is recommended to assess the level of current symptoms, but data on the efficacy of different treatments in
subgroups based on symptom-grading are lacking. Roflumilast (ROF) is a PDE4 inhibitor approved for
maintenance treatment of severe COPD associated with chronic bronchitis, in adult patients with a history of
frequent exacerbations. GOLD recommends ROF as an option for patients with mMRC grade ≥2, severe
lung function impairment and/or frequent exacerbations (Group D). Aims: To determine the effects of ROF
on exacerbations and lung function when added to tiotropium (TIO) in patients with baseline mMRC grade
≥2. Methods: Study M2-128 included symptomatic patients with moderate-to-severe lung function
impairment. ROF 500µg or placebo (PBO) was added to TIO for 24 weeks. A post-hoc subgroup analysis of
patients with mMRC grade ≥2 at baseline was performed. Results: This subgroup included 395 patients
(ROF n=208, PBO n=187). ROF reduced the mean rate of moderate/severe exacerbations/patient/year by
45.5% (annualized exacerbation rate ROF 0.22, PBO 0.40; rate ratio 0.55, [95% CI 0.31, 0.96], p=0.034) vs
PBO. The mean between-treatment difference in pre-bronchodilator FEV1 was 79mL ([95% CI 38, 119],
p=0.0002), and in post-bronchodilator FEV1 78mL ([95% CI 38, 118], p=0.0002). Conclusions: ROF reduces
moderate/severe exacerbations when added to TIO in COPD patients with moderate-to-severe lung function
impairment and mMRC grade ≥2. These results support the GOLD recommendation for combined
assessment of current symptoms and future risk.
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