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• The course of SSc-ILD is variable and may include periods of stability or improvement in forced vital capacity (FVC)
as well as periods of decline.1

• A	number	of	studies	have	identified	characteristics	associated	with	FVC	decline	in	patients	with	SSc-ILD,1-3 but the
course of disease for an individual patient cannot be predicted.

• To investigate the baseline characteristics of patients with SSc-ILD in the placebo group of the SENSCIS trial whose ILD
improved or progressed over 52 weeks.

• In the SENSCIS trial, most baseline characteristics were similar across subgroups based on
progression of SSc-ILD over 52 weeks, but patients who had higher DLco % predicted or who were
taking mycophenolate at baseline were less likely to show progression, while patients with a greater
extent	of	fibrosis	on	HRCT	were	numerically	more	likely	to	show	progression.

Baseline characteristics of patients with improvement or progression of systemic sclerosis-associated interstitial lung disease 
(SSc-ILD) during the SENSCIS trial 
Anna-Maria	Hoffmann-Vold,1	Eric	Hachulla,2	Ariane	L	Herrick,3 Teng Moua,4 Gabriela Riemekasten,5 Madelon C Vonk,6 Alexandra James,7 Margarida Alves,8 Oliver Distler9 on behalf of the SENSCIS trial investigators 
1Head	of	the	inflammatory	and	fibrotic	rheumatic	disease	research	area,	Oslo	University	Hospital,	Oslo,	Norway;	2Department	of	Internal	Medicine	and	Clinical	Immunology,	Université	de	Lille,	Lille,	France;	3Centre	for	Musculoskeletal	Research,	The	University	of	Manchester,	Northern	Care	Alliance	NHS	Foundation	Trust,	Manchester,	UK;	4Division of Pulmonary and Critical Care 
Medicine,	Mayo	Clinic	Rochester,	Rochester,	MN,	USA;	5Rheumatology	and	Clinical	Immunology,	University	Hospital	Charité,	Berlin,	and	Rheumatology,	University	Hospital	Schleswig-Holstein,	Lübeck,	Germany;	6Department	of	Rheumatology,	Radboud	University	Medical	Center,	Nijmegen,	The	Netherlands;	7Elderbrook	solutions	GmbH,	Bietigheim-Bissingen,	Germany;	 
8Boehringer	Ingelheim	International	GmbH,	Ingelheim	am	Rhein,	Germany;	9Department	of	Rheumatology,	University	Hospital	Zurich,	University	of	Zurich,	Zurich,	Switzerland.

REFERENCES
1. Hoffmann-Vold	AM	et	al.	Ann	Rheum	Dis	2021;80:219–227.
2. Ross	L	et	al.	Clin	Exp	Rheumatol	2018;36(Suppl	113):S126–S134.
3. Wu	W	et	al.	Ann	Rheum	Dis	2019;78:648–56.
4. Distler	O	et	al.	N	Engl	J	Med	2019;380:2518–2528.

ACKNOWLEDGEMENTS AND DISCLOSURES
The	SENSCIS	trial	was	supported	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.	Elizabeth	Ng	of	FleishmanHillard,	London,	
UK,	provided	editorial	and	formatting	assistance,	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.	Anna-Maria	Hoffmann-Vold	reports	grants	from	BI;	consulting	fees	from	Arxx	Therapeutics,	Bayer,	BI,	
Janssen,	Lilly,	Medscape,	Merck	Sharp	&	Dohme,	Roche;	fees	for	presentations	from	Arxx	Therapeutics,	Bayer,	BI,	Janssen,	Lilly,	Medscape,	Merck	Sharp	&	Dohme,	Roche;	support	for	travel	from	BI,	Janssen,	Medscape,	Roche;	and	holds	leadership	or	fiduciary	roles	with	EUSTAR,	the	Nordic	PH	vision	group,	the	Norwegian	SSc	
study	group;	she	is	the	EULAR	convenor	for	the	development	of	management	guidelines	for	ILDs	associated	with	connective	tissue	diseases.	Oliver	Distler	has	received	grants	from	BI,	Kymera,	Mitsubishi	Tanabe;	consultancy	fees	from	AbbVie,	Acceleron	Pharma,	Alcimed,	Altavant	Sciences,	Amgen,	AnaMar,	Arxx	Therapeutics,	
AstraZeneca,	Bayer,	Blade	Therapeutics,	BI,	Corbus	Pharmaceuticals,	CSL	Behring,	4P-Pharma,	4P	Science,	Galapagos,	Glenmark	Pharmaceuticals,	Horizon	Therapeutics,	Inventiva,	Kymera,	Lupin,	Merck	Sharp	&	Dohme,	Miltenyi	Biotec,	Mitsubishi	Tanabe,	Novartis,	Pfizer,	Prometheus	Biosciences,	Redx	Pharma,	Roivant	Sciences,	
Sanofi,	Topadur;	speaking	fees	from	Bayer,	BI,	Janssen,	Medscape;	and	holds	patent	US8247389	for	the	treatment	of	SSc.	In	addition,	he	is	Chair	of	the	Executive	Committee	for	the	FOREUM	Foundation,	Co-Chair	of	the	ERS/EULAR	Guidelines,	President	of	EUSTAR,	a	Member	of	the	Board	of	Trustees	for	the	Swiss	Clinical	Quality	
Management	in	Rheumatic	Diseases	(SCQM)	and	the	Hartmann	Müller	Foundation,	and	a	Senate	member	of	the	Swiss	Academy	of	Medical	Sciences.

Trial design4

• Patients	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 and DLco 30–89% predicted.

• Patients taking prednisone ≤10	mg/day	and/or	stable	therapy	with	mycophenolate	or	methotrexate	were	allowed
to participate.

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

Analyses

• We investigated the baseline characteristics of patients in the placebo group in subgroups based on the course of
SSc-ILD	over	52	weeks:

• Missing FVC data at week 52 were imputed using a worst observation carried forward approach.

• P-values based on ANOVA or Chi-squared tests were used to compare the baseline characteristics of the patients
who showed improvement, stability, and progression.

Course of SSc-ILD over 52 weeks in placebo group 
of SENSCIS trial (N=288)

Improvement

absolute increase in 
FVC ≥5% predicted

Stability

absolute decline or 
increase in  

FVC <5% predicted

Progression

 absolute decline in 
FVC ≥5% predicted

Significant progression

absolute decline in  
FVC ≥10% predicted

Mean ± SD.

% of patients with available data.

% of patients with available data. % of patients with available data. Mean ± SD. Mean ± SD. % of patients with available data.

Mean ± SD. Mean ± SD. % of patients with available data.
*Assessed	visually	in	whole	lung	to	nearest	5%.	Pure	(non-fibrotic)	ground
glass opacities were not included.
Mean ± SD.

% of patients with available data. Mean ± SD. % of patients with available data.

Baseline characteristics of subgroups based on course of SSc-ILD over 52 weeks
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(overall: 73.6%)
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cutaneous SSc 
(overall: 50.7%)

Taking 
mycophenolate 
(overall: 49.0%)

84.8%Significant progression 
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56.8%Significant progression 
(subset of Progression) 78.4%Significant progression 

(subset of Progression)

73.0%Significant progression 
(subset of Progression) 56.8%Significant progression 
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Progression 3.5 ± 1.9
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FVC % predicted 
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