
Effects of Nintedanib in Patients with Progressive Fibrosing Autoimmune Disease-Related 
Interstitial Lung Diseases (ILDs) in the INBUILD® Trial: Subgroups by HRCT Pattern
Paul F. Dellaripa,1 Martin Aringer,2 Anna Maria Hoffmann-Vold,3 Clive Kelly,4 Shikha Mittoo,5 Alexandra James,6 Klaus B Rohr,6 Susanne Stowasser,6 Yoshikazu Inoue7 on behalf of the INBUILD trial investigators
1Division of Rheumatology, Brigham and Women’s Hospital, Boston, Massachusetts, USA; 2Rheumatology, Medicine III, University Medical Center & Faculty of Medicine, TU Dresden, Dresden, Germany; 3Department of Rheumatology, Oslo University Hospital, Oslo, Norway; 4Institute of Cellular Medicine, Newcastle University, Newcastle upon Tyne, UK; 5University Health Network, Toronto, Ontario, Canada;  
6Boehringer Ingelheim International GmbH, Ingelheim am Rhein, Germany; 7Clinical Research Center, National Hospital Organization Kinki-Chuo Chest Medical Center, Sakai City, Osaka, Japan

Poster developed for the American College of Rheumatology Convergence Conference, 5–9 November 2020.https://www.usscicomms.com/respiratory/ACR2020/Dellaripa

Scan QR code or visit 
URL for a device-friendly 

version of this poster.

Relative decline in FVC  
≥5%–<10% predicted  

and worsened respiratory  
symptoms

Worsened respiratory 
symptoms and increased  

extent of fibrosis  
on HRCT 127

(74.7%) 
subjects

had a UIP-like fibrotic 
pattern on HRCT 

43
(25.3%) 
subjects
had other fibrotic 
patterns on HRCT

Aim

n	 �To assess the effect of nintedanib on FVC decline in patients with autoimmune disease-related 
ILDs in the INBUILD trial in subgroups by fibrotic pattern on HRCT.

Methods

Trial design1

n	 �Subjects had an ILD other than IPF, diagnosed by the investigator according to their usual clinical 
practice, reticular abnormality with traction bronchiectasis (with or without honeycombing) of 
>10% extent on HRCT, FVC ≥45% predicted and diffusing capacity of the lungs for carbon 
monoxide (DLco) ≥30%–<80% predicted.

n	 �Patients met ≥1 of the following criteria for ILD progression within the 24 months before 
screening, despite management as deemed appropriate in clinical practice:

Results

Patients

n	 �Patients were randomized to receive nintedanib 150 mg bid or placebo, stratified by HRCT 
pattern (UIP-like fibrotic pattern or other fibrotic patterns), based on central review by expert 
radiologists.

Analyses

n	 �In patients with autoimmune disease-related ILDs, we assessed the rate of decline in FVC  
(mL/year) in subgroups by fibrotic pattern on HRCT at baseline (UIP-like fibrotic pattern vs other 
fibrotic patterns).

n	 �An exploratory interaction p-value was calculated to assess potential heterogeneity in the 
treatment effect of nintedanib versus placebo between the subgroups. No adjustment for 
multiplicity was made.

Rate of decline in FVC (mL/year) over 52 weeks

n	 �In the placebo group, the rate of decline in FVC over 52 weeks was similar in patients with a  
UIP-like fibrotic pattern and with other fibrotic patterns on HRCT (Figure).

n	 �The effect of nintedanib versus placebo on reducing the rate of decline in FVC was numerically 
greater in patients with a UIP-like fibrotic pattern on HRCT than in those with other fibrotic 
patterns on HRCT, but the exploratory interaction p-value did not indicate heterogeneity in the 
treatment effect between these subgroups (Figure).

Fibrotic patterns on HRCT

Conclusion
n		�  In patients with progressive fibrosing autoimmune disease-related ILDs in the INBUILD trial, nintedanib slowed the rate of FVC decline both in patients with a UIP-like fibrotic pattern 

on HRCT and in patients with other fibrotic patterns on HRCT, with a numerically greater effect in patients with a UIP-like fibrotic pattern on HRCT.

References
1.	 Flaherty KR et al.  
	 N Engl J Med  
	 2019;381:1718–1727.

2.	 Wells AU et al.  
	 Lancet Respir Med  
	 2020;8:453–460.

Acknowledgements and Disclosures
The INBUILD 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 was provided by Julie Fleming of FleishmanHillard 
Fishburn, 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.

PFD reports grants from Genentech and Bristol-Myers Squibb (BMS). MA has served as a consultant and/or speaker for BI, Roche, BMS, Chugai, Sanofi, AbbVie, AstraZeneca, Lilly, Merck 
Sharp & Dohme, Novartis, Pfizer, UCB. AMHV reports grants from BI and has served as a consultant and/or speaker for BI, Actelion Pharmaceuticals, Roche, Bayer. CK has served as a 
consultant and/or speaker for BI. SM reports no disclosures. AJ, KBR and SSt are employees of BI. YI has served as a consultant and/or speaker for BI.

Introduction

n	 �The INBUILD trial was a randomized placebo-controlled trial of nintedanib in patients with chronic 
fibrosing ILDs with a progressive phenotype other than idiopathic pulmonary fibrosis (IPF).1 

	 –	 Over 52 weeks, nintedanib reduced the rate of decline in forced vital capacity (FVC) (mL/year)  
		  by 57% in the overall population and by 61% in the co-primary analysis population of patients  
		  with a usual interstitial pneumonia (UIP)-like fibrotic pattern on HRCT.1 

	 –	 Although the INBUILD trial was not designed to study individual ILDs, subgroup analyses  
		  suggested that there was no heterogeneity in the treatment effect of nintedanib across  
		  subgroups by ILD diagnosis.2

	 –	 In the subgroup with autoimmune disease-related ILDs, nintedanib reduced the rate of decline  
		  in FVC (mL/year) over 52 weeks by 58% versus placebo:
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*Patients with an autoimmune disease noted in the “Other fibrosing ILDs” category of the case report form, including Sjögren’s disease-related ILD, IPAF and 
undifferentiated autoimmune disease-related ILD. RA, rheumatoid arthritis; SSc systemic sclerosis; MCTD, mixed connective tissue disease; IPAF, interstitial 
pneumonia with autoimmune features.
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Figure. Rate of decline in FVC (mL/year) over 52 weeks in patients with autoimmune 
disease-related ILDs in subgroups by HRCT pattern at baseline

Data are mean or % of patients.
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