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• ILD is a common manifestation of lcSSc, which may become progressive.1-3 Few data are available on the management of ILD,
or on adverse events associated with drug treatment, in patients with lcSSc.

• Nintedanib	is	a	tyrosine	kinase	inhibitor	that	inhibits	pathways	leading	to	pulmonary	fibrosis.4 In the SENSCIS trial in patients
with	SSc	and	an	extent	of	fibrotic	ILD	on	HRCT	≥10%, nintedanib reduced the rate of decline in forced vital capacity (FVC)
compared with placebo, with adverse events that were manageable for most patients.5

• SENSCIS-ON	(NCT03313180)	is	an	open-label	extension	trial	that	is	collecting	data	on	decline	in	FVC	and	adverse	events	in
patients treated with nintedanib over the long term.

• To	assess	the	decline	in	FVC	and	adverse	events	in	patients	with	lcSSc	and	ILD	treated	with	nintedanib	in	SENSCIS-ON.

• Among patients with lcSSc and ILD who received nintedanib over 52 weeks of SENSCIS-ON, the change
in	FVC	and	the	safety	profile	of	nintedanib	were	similar	to	observations	in	patients	with	lcSSc	and	ILD	who
received nintedanib in SENSCIS.

• These	analyses	support	a	continued	effect	of	nintedanib	on	targeting	pulmonary	fibrosis	and	slowing
decline in FVC, and the ability to manage adverse events of nintedanib over the longer term in patients with
lcSSc and ILD.
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• Patients	in	SENSCIS-ON	came	from	two	parent	trials:

• Among	patients	with	lcSSc,	we	analysed	changes	in	FVC	and	adverse	events	over	52	weeks	of	SENSCIS-ON	in:

– Patients who had received nintedanib in the SENSCIS trial and continued nintedanib in SENSCIS-ON
(“continued nintedanib” group)

– Patients who received placebo in the SENSCIS trial and initiated nintedanib in SENSCIS-ON or who had received
nintedanib for a short period in the drug-drug interaction study (“initiated nintedanib” group).

• Female patients with SSc-ILD received
nintedanib over a period of ≥14 days to
approximately	28	days

• Patients who completed the study on treatment
were eligible to enter SENSCIS-ON

Open-label drug–drug interaction study of 
nintedanib and Microgynon   

(ethinylestradiol + levonorgestrel)6

• Patients with SSc-ILD were randomised to
receive blinded treatment with nintedanib or
placebo

• Patients remained on treatment until the last
patient had reached week 52 but for ≤100 weeks

• Patients who completed the trial on treatment
and attended a follow-up visit were eligible to
enter SENSCIS-ON

SENSCIS trial5

21

Baseline characteristics of patients with lcSSc at inclusion in SENSCIS-ON

Serious adverse events, dose adjustments and treatment discontinuations in patients with 
lcSSc over 52 weeks of SENSCIS-ON

Proportions of patients with lcSSc with absolute declines from baseline in 
FVC % predicted >5% and >10% over 52 weeks in SENSCIS-ON

Change from baseline in FVC (mL) at week 52 in patients with lcSSc in SENSCIS and 
SENSCIS-ON

Proportions of patients with lcSSc with relative declines from baseline in 
FVC (mL) >5% and >10% over 52 weeks in SENSCIS-ON

Adverse events over 52 weeks in patients with lcSSc in SENSCIS and SENSCIS-ON

*n=114 from SENSCIS, n=13 from drug–drug interaction study.
ATA,	anti-topoisomerase	I	antibodies;	mRSS,	modified	Rodnan	skin	score.	ATA	status	was	determined	at	the	start	of	the	parent	study.

Data are % of patients with ≥1 such event reported over 52 weeks (or until 7 days after last trial drug intake if earlier).  
Serious	adverse	events	were	defined	as	events	that	resulted	in	death,	were	life-threatening,	resulted	in	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	event	reported	over	52	weeks	(or	until	28	days	after	last	drug	intake	if	earlier	in	SENSCIS	or	until	7	days	after	last	trial	drug	
intake if earlier in SENSCIS-ON). Adverse events reported in >10% of patients with lcSSc in either group in SENSCIS-ON are shown. Adverse events were 
based on single preferred terms in the Medical Dictionary for Regulatory Activities (MedDRA), except for hepatic events, which were based on the standardised 
MedDRA	query	‘liver	related	investigations,	signs	and	symptoms’	(broad	definition).

Continued nintedanib 
(n=98)

Initiated nintedanib 
(n=127)*

57.057.6 Mean age, years

56.750.0 ATA positive, %

4.44.1 Mean mRSS

74.172.7 Mean FVC % predicted

25082449 Mean FVC (mL)

73.5 73.2Female, %
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