
European Respiratory Society
Annual Congress 2012

Abstract Number: 3536

Publication Number: P2118

Abstract Group: 5.1. Airway Pharmacology and Treatment

Keyword 1: COPD - management Keyword 2: Bronchodilators Keyword 3: Exacerbation

Title: Long-term safety of twice-daily aclidinium bromide in COPD patients: A one-year, double-blind study

Arthur 19619 Gelb afgelb@msn.com MD 1, Donald 19620 Tashkin dtashkin@mednet.ucla.edu MD 2, Barry
19621 Make makeb@njhealth.org MD 3, Xiaoyun 19623 Zhong xiaoyun.zhong@frx.com 4, Esther 19625
Garcia Gil esther.garciagil@almirall.com MD 5 and Cynthia 19626 Caracta cynthia.caracta@frx.com MD 6. 1

Southern California Clinical Trials, Lakewood, United States ; 2 Division of Pulmonary & Critical Care
Medicine, David Geffen School of Medicine at UCLA, Los Angeles, United States ; 3 Department of
Medicine, National Jewish Health, Denver, United States ; 4 Biostatistics, Forest Research Institute, Jersey
City, United States ; 5 R&D Centre, Almirall, S.A., Barcelona, United States and 6 Clinical Development,
Forest Research Institute, Jersey City, United States .

Body: INTRODUCTION: Aclidinium bromide is a novel, long-acting muscarinic antagonist currently under
investigation for the maintenance treatment of COPD. Safety data from a long-term efficacy and safety trial
of twice-daily (BID) aclidinium are presented here. METHODS: In this 52-week study, moderate-to-severe
COPD patients were randomized (1:1) to receive aclidinium 200 µg or 400 µg BID. Safety was assessed via
adverse events (AEs), vital signs, and 12-lead ECG. RESULTS: A total of 605 patients were randomized,
and 602 (99.5%) were included in the safety population. Postbronchodilator FEV1 and percent predicted at
screening were (mean ±SD) 1.55 ±0.54 L and 52.3±13.2 L. The incidence of AEs was similar across the
aclidinium 200 µg and 400 µg groups and most were mild or moderate. The most common AE and most
frequently reported AE leading to discontinuation was COPD exacerbation, with a similar percentage of
patients between groups who discontinued due to exacerbations [200 µg, 9 (2.9%); 400 µg, 8 (2.7%)]. The
incidence of typically expected anticholinergic AEs was low and similar between groups (e.g. dry mouth:
200 µg, 1.3%; 400 µg, 2.7%; constipation: 200 µg, 2.9%; 400 µg, 1.7%). Cardiac and cerebrovascular AEs
did not occur in a dose-related manner. The 200 µg and 400 µg groups had similar incidences of serious
AEs, with values [n (%)] of 29 (9.3) and 29 (10.0), respectively. One patient in each treatment group died
during the study (200 µg, biliary sepsis; 400 µg, subarachnoid hemorrhage), but neither death was deemed
to be related to treatment. CONCLUSIONS: Twice-daily aclidinium 200 µg and 400 µg were safe and well
tolerated over 52 weeks with a similar safety profile for both doses.
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