Nintedanib is an inhibitor of tyrosine kinases that inhibits processes fundamental to the
progression of pulmonary fibrosis.!

The INBUILD ftrial investigated the efficacy and safety of nintedanib in patients with chronic
fibrosing ILDs with a progressive phenotype, excluding idiopathic pulmonary fibrosis (IPF).2

To assess the effects of nintedanib on the risks of death, acute exacerbation of ILD or death,
and disease progression or death in subjects with autoimmune disease-related ILDs in the
INBUILD trial.

Trial design?

Subjects in the INBUILD trial had a physician-diagnosed ILD other than IPF, reticular
abnormality with traction bronchiectasis (with or without honeycombing) of >10% extent on
HRCT, FVC =45% predicted and DLco =30%-<80% predicted.

Subjects met >1 of the following criteria for ILD progression in the 24 months before screening,
despite management deemed appropriate in clinical practice:

Relative decline in FVC
>5%-<10% predicted and
increased extent of fibrosis
on HRCT

Relative decline in FVC
>10% predicted

Relative decline in FVC
>5%-<10% predicted and
worsened respiratory
symptoms

Worsened respiratory
symptoms and increased
extent of fibrosis on HRCT

Subjects were randomised to receive nintedanib or placebo. The second database lock took
place after all the subjects had completed the post-treatment follow-up visit or entered the
open-label extension study.
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R, Randomisation 1:1, stratified by HRCT pattern (UIP-like fibrotic pattern or other fibrotic patterns).
* Visits occurred every 16 weeks until end of treatment.

 After last subject had completed week 52 visit.

# After all patients had completed follow-up visit or entered open-label extension study.

Analyses

https://www.usscicomms.com/respiratory/EULAR2020

In the subgroup of patients with autoimmune disease-related ILDs, we assessed the following
using data up to the second database lock:

— Time to death

— Time to first acute exacerbation of ILD or death

Time to disease progression (absolute decline in FVC =10% predicted) or death

— Adverse events

INTERACTIVE

https://www.usscicomms.com/respiratory/EULAR2020/matteson

Time to first acute exacerbation of ILD or death

= 10 patients (12.2%) in the nintedanib group and 18 patients (20.5%) in the placebo group had
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