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•	 In the INBUILD trial in patients with progressive fibrosing interstitial lung diseases (ILDs) other than idiopathic pulmonary fibrosis (IPF), 
nintedanib reduced the rate of decline in forced vital capacity (FVC) (mL/year) over 52 weeks by 57% versus placebo.1 

•	 No heterogeneity was detected in the effect of nintedanib on FVC decline across subgroups by ILD diagnosis.2 

•	 Declines in FVC of >5% and >10% predicted have been associated with mortality in patients with fibrosing ILDs.3-5

•	 To assess the effect of nintedanib on categorical changes in FVC % predicted over 52 weeks in the INBUILD trial.

Trial design1

•	 Subjects had diffuse fibrosing ILD (reticular abnormality with traction bronchiectasis, with or without honeycombing) of >10% extent 
on high-resolution computed tomography (HRCT), FVC ≥45% predicted, and diffusion capacity of the lungs for carbon monoxide (DLco) 
≥30%–<80% predicted. Subjects with IPF were excluded.

•	 Subjects met ≥1 of the following criteria for ILD progression at any time within the 24 months before screening, despite management 
deemed appropriate in clinical practice:

•	 Subjects were randomized to receive nintedanib or placebo, stratified by HRCT pattern (usual interstitial pneumonia [UIP]-like fibrotic 
pattern or other fibrotic patterns).

Analyses

•	 In post-hoc descriptive analyses, we assessed the proportions of subjects with absolute and relative declines or increases in FVC >0% 
to ≤5%, >5% to ≤10%, >10% to ≤15%, and >15% predicted at week 52 in the overall population and in the subgroup of subjects with 
autoimmune disease-related ILDs.

•	 Missing values at week 52 were imputed using multiple imputation.

•	 In the overall population of the INBUILD trial, and in the subgroup with autoimmune disease-related ILDs, the 
proportions of subjects with clinically relevant declines in FVC over 52 weeks were lower in the nintedanib group 
than in the placebo group. 

•	 These results provide further support for the benefit of nintedanib on slowing the progression of ILD in patients 
with progressive fibrosing ILD other than IPF.
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