Safety and tolerability of nintedanib in patients with autoimmune disease-related interstitial lung diseases (ILDs) in subgroups
by sex and age
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The efficacy and safety of nintedanib in patients with autoimmune disease-related ILDs have been investigated in two
placebo-controlled trials: the SENSCIS trial in patients with systemic sclerosis-associated ILD (SSc-ILD) and the INBUILD trial
in patients with progressive fibrosing ILDs other than idiopathic pulmonary fibrosis (IPF).**
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In both trials, patients were randomised to receive nintedanib or placebo.

Recommendations were provided for the management of adverse events using symptomatic therapy, dose adjustment

and treatment interruption.>*

Adverse events reported by the investigators irrespective of causality were coded according to the Medical Dictionary for

Regulatory Activities (MedDRA) version 23.0.

We analysed adverse events reported over 52 weeks in subgroups based on sex and age (<65 and =65 years) at baseline.
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CONCLUSIONS

In patients with autoimmune-disease related ILDs, the safety profile of nintedanib was similar between

male and female patients, but nausea, vomiting and hepatic adverse events and dose reductions were
more frequent in female patients, while serious adverse events were more common in male patients.

« The safety profile of nintedanib was similar between patients aged <65 and =65 years, but decreased

appetite was more frequent in nintedanib-treated patients aged =65 years. Serious adverse events and
adverse events leading to treatment discontinuation were more frequent in patients aged =65 years in

both treatment groups.
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Serious adverse events in subgroups by sex and age
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Data are % of patients with =1 such adverse event over 52 weeks. Serious adverse events were defined as events that resulted in death, were life threatening,
resulted in hospitalisation or prolonged hospitalisation, resulted in persistent or clinically significant disability or incapacity, were a congenital anomaly or
birth defect, or were deemed serious for any other reason.

Data are % of patients with =1 such adverse event over 52 weeks. Adverse events were coded according to preferred terms in the MedDRA, except for
hepatic adverse events, which were based on the standardised MedDRA query ‘liver related investigations, signs and symptoms’ (broad definition).
Adverse events reported in >10% of patients with autoimmune disease-related ILDs in the nintedanib or placebo group are shown.
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Data are % of patients with =1 such adverse event over 52 weeks. Adverse events were coded according to preferred terms in the MedDRA, except for
hepatic adverse events, which were based on the standardised MedDRA query ‘liver related investigations, signs and symptoms’ (broad definition).
Adverse events reported in >10% of patients with autoimmune disease-related ILDs in the nintedanib or placebo group are shown.
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Adverse events leading to dose reduction in subgroups by sex and age Adverse events leading to permanent treatment discontinuation in subgroups by sex

and age
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Data are % of patients with =1 such adverse event over 52 weeks. Only permanent dose reductions were considered for the SENSCIS trial; all dose
reductions were considered for the INBUILD trial.

Data are % of patients with =1 such adverse event over 52 weeks.
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