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RESULTS

INTRODUCTION

IPF is a rare lung disease characterized by progressive decline in lung function.!»?

Baseline characteristics Adverse events

PDEL inhibition may reduce inflammation and fibrotic remodeling. 3>

In a Phase I trial, BI 1015550, an oral preferential inhibitor of PDE4B, appeared Participants comprised 15 patients with a mean age of 69.7 years (SD=8.3), mean weight of 82.5 kg (SD=11.1), and Drug-related AEs were reported more frequently in patients treated with BI 1015550 versus placebo (90.0% vs 60.0%).
to be well tolerated in healthy adult males: see ATS P5217. median time since diagnosis of 412 days. - The most frequent AEs were GI disorders (80.0% for BI 1015550 vs 40.0% for placebo).

All patients were White; 13 (86.7%) were male. - There was one severe AE of insomnia in a patient treated with BI 1015550, which was considered drug related, and this was

Ten patients were treated with BI 1015550 and five patients with placebo for a median duration of 53.5 and 84.0 days, the only AE leading to discontinuation in the trial.
respectively.

- All other AEs were mild or moderate in intensity.

Baseline lung function was comparable between the treatment groups.

Placebo (n=5) 18 mg BID (n=10)

FVC (% pred): 91.1 (SD=17.1) FVC (% pred): 92.0 (SD=15.3)
~EV, (% pred): 94.5 (SD=12.7) ~EV, (% pred): 97.4 (SD=10.7)
DL, Hb corr (% pred): 62.4 (SD=18.8) DL, Hb corr (% pred): 61.6 (SD=30.2)

» One patient treated with BI 1015550 experienced two serious AEs (anal fistula and anal incontinence) that were mild in

intensity and not considered drug related.
To investigate the safety, tolerability and pharmacokinetics of BI 1015550 in

patients with IPF.
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A Phase Il trial (NCT04419506) investigating the efficacy, safety and tolerability Time (hours)
of BI 1015550 in patients with IPF with and without antifibrotic treatment has
recently completed: see ATS P11301.
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