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•	 The course of SSc-ILD is variable,1 but risk factors for rapid progression include early SSc,2 
elevated inflammatory markers,3,4 significant skin involvement5 and diffuse cutaneous SSc 
(dcSSc).5,6 In patients with such risk factors, nintedanib may not be considered an early 
treatment option.

•	 Some clinical trials have recruited patients with SSc who are at risk of rapid progression 
(e.g faSScinate7, focuSSced8, RESOLVE-19).

•	 The SENSCIS trial of nintedanib versus placebo was conducted in a broad population of 
subjects with SSc-ILD. In the overall trial population, targeting fibrosis with nintedanib 
resulted in a 44% reduction in the rate of decline in FVC (mL/year) over 52 weeks.10

•	 To analyze the rate of FVC decline, and the effect of nintedanib on the rate of FVC decline, in the 
SENSCIS trial in subjects with risk factors for rapid FVC decline used in recent trials in patients 
with SSc.

Trial design10

•	 Subjects had SSc with first non-Raynaud symptom in the prior ≤7 years, extent of fibrotic 
ILD on high-resolution computed tomography (HRCT) ≥10%, FVC ≥40% predicted.

•	 Patients taking prednisone ≤10 mg/day and/or stable therapy with mycophenolate or 
methotrexate for ≥6 months prior to randomization were allowed to participate.

•	 Subjects were randomized to receive nintedanib or placebo until the last patient had reached 
week 52 but for ≤100 weeks.

Analyses

•	 We analyzed post-hoc the rate of decline in FVC (mL/year) over 52 weeks in all subjects and in 
those with early SSc (<18 months since first non-Raynaud symptom), elevated inflammatory 
markers (C-reactive protein ≥6 mg/L and/or platelets ≥330 x 109/L), or significant skin fibrosis 
using two approaches (modified Rodnan skin score [mRSS] 15-40 or mRSS >18) at baseline.

•	 We also analyzed the rate of decline in FVC over 52 weeks in subjects with one of these risk 
factors plus dcSSc.

CONCLUSIONS

•	 Subjects in the SENSCIS trial who had early SSc, elevated inflammatory markers, 
or significant skin fibrosis had a more rapid decline in FVC over 52 weeks 
compared with the overall trial population. 

•	 Across the subgroups, the rate of FVC decline was lower in patients treated with 
nintedanib than placebo.

•	 These results support the use of nintedanib as an early treatment option in 
patients with SSc-ILD. 
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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
Dinesh Khanna,1 Toby M Maher,2 Elizabeth R Volkmann,3 Yannick Allanore,4 Vanessa Smith,5 Shervin Assassi,6 Michael Kreuter,7 Anna M Hoffmann-Vold,8 Masataka Kuwana,9 Christian Stock,10 Margarida Alves,11 Steven Sambevski,11 Christopher P Denton12 on behalf of the SENSCIS trial investigators
1Division of Rheumatology, Scleroderma Program, University of Michigan, Ann Arbor, MI, USA; 2Keck School of Medicine, University of Southern California, Los Angeles, CA, USA; 3Division of Rheumatology, University of California, David Geffen School of Medicine, Los Angeles, CA, USA; 4Department of Rheumatology A, Descartes University, APHP, Cochin Hospital, Paris, France; 5Department of Rheumatology and Internal 
Medicine, Ghent University Hospital, Ghent, Belgium; 6Division of Rheumatology and Clinical Immunogenetics, University of Texas McGovern Medical School, Houston, TX, USA; 7Center for Interstitial and Rare Lung Diseases, Pneumology and Respiratory Care Medicine, Thoraxklinik, University of Heidelberg, Member of the German Center for Lung Research, Heidelberg, Germany; 8Department of Rheumatology, Oslo 
University Hospital, Oslo, Norway; 9Department of Allergy and Rheumatology, Nippon Medical School Graduate School of Medicine, Tokyo, Japan; 10Boehringer Ingelheim Pharma GmbH & Co. KG, Ingelheim am Rhein, Germany; 11Boehringer Ingelheim International GmbH, Ingelheim am Rhein, Germany; 12University College London Division of Medicine, Centre for Rheumatology and Connective Tissue Diseases, London, UK.

REFERENCES
1. 	 Hoffmann-Vold AM et al. Ann Rheum Dis 2021;80:219–227.
2. 	 Jaeger VK et al. PLoS One 2016;11:e0163894.
3. 	 Liu X et al. Arthritis Care Res (Hoboken) 2013;65:1375–1380.
4. 	 Ross L et al. Clin Exp Rheumatol 2018;36(Suppl 113):126–134.
5. 	 Nihtyanova SI et al. Arthritis Rheumatol 2014;66:1625–1635.

6. 	 Gilson M et al. Eur Respir J 2010;35:112–117.
7. 	 Khanna D et al. Lancet 2016;387:2630–2640.
8. 	 Khanna D et al. Lancet Respir Med 2020;8:963–974.
9. 	 Spiera S et al. Clin Exp Rheumatol 2021;39 Suppl 131:124–133.
10. 	Distler O et al. N Engl J Med 2019;380:2518–2528.

ACKNOWLEDGEMENTS AND DISCLOSURES
The SENSCIS trial was funded by Boehringer Ingelheim International GmbH (BI). The authors meet criteria for authorship as recommended by the International Committee of Medical Journal Editors (ICMJE). The authors did not receive payment for the development of this poster. Editorial support 
and formatting assistance were provided by Elizabeth Ng of FleishmanHillard, London, UK, which was contracted and funded by BI. BI was given the opportunity to review the poster for medical and scientific accuracy as well as intellectual property considerations. DK reports grants from Bayer, 
Bristol-Myers Squibb (BMS), Horizon, Immune Tolerance Network, National Institutes of Health, Pfizer; consulting fees from AbbVie, Acceleron, Actelion, Amgen, Bayer, BI, Corbus, CSL Behring, Galapagos, Genentech, Gilead, GlaxoSmithKline (GSK), Horizon, Merck Sharp & Dohme, Mitsubishi Tanabe, 
Sanofi-Aventis, United Therapeutics, Prometheus, Theraly, AstraZeneca (AZ); and is Chief Medical Officer for Eicos Sciences. TMM reports consulting fees from Apellis, Bayer, Biogen, Blade Therapeutics, BI, BMS, Galapagos, Galecto, GSK, Indalo, Novartis, Respivent, Roche, Trevi, UCB. ERV reports 
grants from Corbus, Forbius, Kadmon and consulting and/or speaker fees from BI. YA reports consulting fees from Bayer, BI, Roche, Chemomab, Curzion, Sanofi and is a clinical trial investigator for BI and Sanofi. VS reports consulting and/or speaker fees from BI and Janssen. SA reports grants from 
BI, Momenta, Janssen; consulting and/or speaker fees from Novartis, BI, Corbus, AbbVie, CSL Behring, Integrity Continuing Education, Medscape and travel fees from BI. MKr reports grants from BI and Roche and consulting fees from BI, Galapagos, and Roche. AMHV reports grants from Bayer, BI; 
consulting and/or speaker fees from Actelion, Arxx, BI, Medscape, Merck Sharp & Dohme, Roche. MKu reports grants from BI and Ono, consulting and/or speaker fees from Corbus, Mochida, Kissei, BI, Ono, Chugai, Janssen, Astellas, Mitsubishi Tanabe, Pfizer, Nippon Shinyaku and royalties from MBL. 
CS, MA and SS are employees of BI. CPD reports consulting and/or speaker fees from Acceleron, Actelion, Arxx Therapeutics, Bayer, BI, BMS, Corbus, CSL Behring, Galapagos, GSK, Horizon, Inventiva, Leadiant Biosciences, Mallinckrodt, Roche, Sanofi, UCB.

*Assessed in whole lung to nearest 5% by central review. Pure (non-fibrotic) ground glass opacity was not included. †Corrected for hemoglobin.

Rate of decline in FVC (mL/year) over 52 weeks in subjects with dcSSc and risk factors for rapid decline in FVC
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*Assessed in whole lung to nearest 5% by central review. Pure (non-fibrotic) ground glass opacity was not included. †Corrected for hemoglobin.
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