Effect of nintedanib in patients with systemic sclerosis-associated interstitial lung disease (SSc-ILD) and risk factors for rapid
decline in forced vital capacity: further analyses of the SENSCIS trial
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INTRODUCTION RESULTS

- The course of SSc-ILD is variable,! but risk factors for rapid progression include early SSc,?

elevated inflammatory markers,>* significant skin involvement® and diffuse cutaneous SSc
(dcSSc).>*

- Some clinical trials have recruited patients with SSc who were at risk of rapid progression
(e.g faSScinate’, focuSSced?®, RESOLVE-1°).

- The SENSCIS trial of nintedanib versus placebo was conducted in a broad population of
subjects with SSc-ILD. In the overall trial population, targeting pulmonary fibrosis with
nintedanib resulted in a 44% reduction in the rate of decline in forced vital capacity (FVC)
(mL/year) over 52 weeks.!°
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in the SENSCIS trial in subjects with risk factors for rapid FVC decline used in recent trials in
patients with SSc. Mean time since first Mean time since first
non-Raynaud symptom, years 1.0 3.4 3.8 3.9 non-Raynaud symptom, years 1.1 3.6 3.8 3.9
ATA positive, % 51.9 63.3 67.4 67.4 ATA positive, % 75.9 69.8 69.8 67.4
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on HRCT, %* 33.5 36.7 38.3 38.6 on HRCT, %" 37.6 37.6 37.3 38.6
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week 52 but for <100 weeks.
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By targeting pulmonary fibrosis, nintedanib reduced the rate of decline in FVC
across the subgroups based on risk factors for rapid FVC decline.

These results support the prompt initiation of nintedanib in patients with SSc-ILD
to preserve lung function and improve patient outcomes.
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