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Clinical Study Synopsis for Public Disclosure 
 
This clinical study synopsis is provided in line with Boehringer Ingelheim’s Policy on 
Transparency and Publication of Clinical Study Data.  
 
The synopsis ‐ which is part of the clinical study report ‐ had been prepared in accordance with 
best practice and applicable legal and regulatory requirements at the time of study completion. 
 
The synopsis may include approved and non‐approved uses, doses, formulations, treatment regimens 
and/or age groups; it has not necessarily been submitted to regulatory authorities. 
 
A synopsis is not intended to provide a comprehensive analysis of all data currently available 
regarding a particular drug.  More current information regarding a drug is available in the 
approved labeling information which may vary from country to country.. 
 
Additional information on this study and the drug concerned may be provided upon request 
based on Boehringer Ingelheim’s Policy on Transparency and Publication of Clinical Study Data. 
 
The synopsis is supplied for informational purposes only in the interests of scientific disclosure. 
It must not be used for any commercial purposes and must not be distributed, published, 
modified, reused, posted in any way, or used for any other purpose without the express written 
permission of Boehringer Ingelheim.  
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before patients initiated or switched to, including Spiriva Respimat, a 
higher dose of ICS/LABA FDC, a new ICS/LABA FDC or an LTRA. 

The secondary outcome was whether a patient had a cardiac failure 
diagnosis on the index date or in the year prior to the index date. 
In addition, the following covariates will be assessed in this study: 

 Demographic characteristics 
 Lifestyle factors 
 Asthma history and lab tests 
 Comorbidities 
 Concomitant prescriptions (both asthma related and non-asthma related 

prescriptions) 

 

This study was based on the United Kingdom’s Clinical Practice Research 
Datalink (CPRD) GOLD database from September, 2014-December 31, 2017. 

Results: In total, the numbers of patients included in different groups in the main 
analysis are as follows: 

 

• The Spiriva Respimat group: 940 

• The LTRA group: 4,509 

• The ICS/LABA switcher group: 10,746 

• The ICS dose increase group: 2,691 

 

The average age of patients (in years, ±SD) on the index date was 
54.22±15.74 in the Spiriva Respimat group, 49.12±16.30 in the LTRA 
group,  51.91±17.19 in the ICS dose increase group, and 53.31±16.96 in 
the ICS/LABA switcher group.  

 

The percentage of females was highest in the Spiriva Respimat group 
(69.47%), followed by the LTRA group (66.93%, ASD=0.054), the 
ICS/LABA switcher group (63.95%, ASD=0.117), and the ICS dose 
increase group (62.72%, ASD=0.142). 

 

Primary outcomes 

 

The primary outcome is whether patients had cardiac arrhythmias on or 
before the index date. Overall, 1.17% of the patients in the Spiriva 
Respimat group had cardiac arrhythmias on or before the index date, 
which was not different from that in the LTRA group (0.46%, 
ASD=0.079) and the ICS dose increase group (1.02%, ASD=0.013). The 
number of patient with cardiac arrhythmias on the index date or in the 
year prior to the index date in the ICS/LABA switcher group was less 
than 5 thus it was not reported and no ASD between the Spiriva Respimat 
group and the ICS/LABA switcher group was calculated.  






