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3. INTRODUCTION 

This trial was designed to establish the olodaterol dose in the ethanolic fixed dose 
combination (FDC) with BI 54903 which is equivalent in bronchodilator effect and systemic 
exposure to the 5 μg olodaterol reference dose in the aqueous inhalation solution (AIS).

8 subjects were enrolled (screened) into the trial but no subject was entered (randomized).

After the 8 subjects had been consented and the screening visits conducted the trial was 
cancelled on 11-Nov 2011 by the company due to the termination of the clinical development 
of BI 54903 and BI 54903 related fixed dose combinations in asthma and chronic obstructive 
pulmonary disease.

This decision was the result of unexpected regulatory authority feedback. It became clear that 
the acceptance criteria for registering a new formulation of a marketed compound as mono-
treatment as well as in combination had been tightened to an extent that Boehringer 
Ingelheim concluded that the ongoing clinical programs would not lead to registration.

4. METHODOLOGY

n/a

5. RESULTS 

n/a

6. DISCUSSION 

8 subjects were enrolled and signed consent to participate in the trial. The trial was 
terminated prior to randomization of subjects. No subject was administered BI 54903.

7. LITERATRURE REFERENCES 

7.1 PUBLISHED REFERENCES

None

7.2 UNPUBLISHED REFERENCES

None




