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• In	the	INBUILD	trial	in	patients	with	progressive	fibrosing	ILDs	other	than	idiopathic	pulmonary	fibrosis	(IPF),
nintedanib	slowed	the	rate	of	decline	in	FVC	(mL/year)	over	52	weeks	by	57%	compared	with	placebo,	with	adverse
events	that	were	manageable	for	most	patients.1

• Elderly	patients	with	IPF	are	more	likely	to	be	frail	and	to	have	comorbidities	that	complicate	their	care2	and	may	be
more	likely	to	discontinue	antifibrotic	treatment.3,4

• To	investigate	the	efficacy	and	safety	of	nintedanib	in	elderly	patients	with	progressive	fibrosing	ILDs	other	than	IPF.

• In	patients	with	progressive	fibrosing	ILDs	other	than	IPF,	the	course	of	disease	in	the	placebo	group
was	numerically	worse	in	patients	aged	≥75	years	than	<75	years.

• Nintedanib	reduced	the	rate	of	decline	in	FVC	both	in	patients	aged	≥75	years	and	in	younger
patients, with a greater treatment effect in the patients aged ≥75	years.

• Serious	adverse	events,	adverse	events	leading	to	dose	reduction	of	nintedanib,	and	adverse	events
leading	to	treatment	discontinuation	were	more	frequent	in	patients	aged	≥75	than	<75	years.
Proactive	management	of	adverse	events	is	important	to	help	maintain	patients	on	antifibrotic	therapy.

Efficacy and safety of nintedanib in elderly patients with progressive fibrosing interstitial lung diseases (ILDs) 
Teng	Moua,1	Francesco	Bonella,2	Masaki	Okamoto,3 Sara Tomassetti,4	Claudia	Valenzuela,5	Wim	A	Wuyts,6 Corinna Miede,7	Dirk	Lievens,8	Elisabeth	Bendstrup9	on	behalf	of	the	INBUILD	trial	investigators	

1Division	of	Pulmonary	and	Critical	Care	Medicine,	Mayo	Clinic	Rochester,	Rochester,	MN,	USA;	2Interstitial	and	Rare	Lung	Disease	Unit,	Ruhrlandklinik,	University	Hospital,	Duisburg-Essen	University,	Essen,	Germany;	3Department	of	Internal	Medicine,	Division	of	Respirology,	Neurology,	and	Rheumatology,	Kurume	University	School	of	Medicine,	Japan;	
4Department	of	Experimental	and	Clinical	Medicine,	Careggi	University	Hospital,	Florence,	Italy;	5Hospital	Universitario	de	la	Princesa,	Universidad	Autonoma	de	Madrid,	Madrid,	Spain;	6Unit	for	Interstitial	Lung	Diseases,	Department	of	Pulmonary	Medicine,	University	Hospitals	Leuven,	Leuven,	Belgium;	7mainanalytics	GmbH,	Sulzbach	(Taunus),	Germany;	
8Boehringer	Ingelheim	International	GmbH,	Ingelheim	am	Rhein,	Germany;	9Centre	for	Rare	Lung	Diseases,	Department	of	Respiratory	Diseases	and	Allergy,	Aarhus	University	Hospital,	Aarhus,	Denmark.

REFERENCES
1. Flaherty	KR	et	al.	N	Engl	J	Med	2019;381:1718–1727.
2. Sheth	JS	et	al.	Respir	Med	2019;148:6–12.
3. Glaspole	I	et	al.	Respir	Res	2021;22:125.
4. Wright	WA	et	al.	BMJ	Open	Respir	Res	2021;8:e000782.

ACKNOWLEDGEMENTS AND DISCLOSURES
The	INBUILD	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.	Teng	Moua	and	Wim	Wuyts	have	no	relevant	conflicts	of	
interest.	Elisabeth	Bendstrup	has	received	fees	from	BI.

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

Time to absolute decline in FVC ≥10% predicted or death

Treatment-by-subgroup	interaction	p=0.71

Rates per 100 patient-years of most frequent adverse events

Rates per 100 patient-years of most frequent adverse events leading to 
treatment discontinuation

Based	on	AEs	reported	between	the	first	trial	drug	intake	and	28	days	after	the	last	trial	drug	intake.	Adverse	events	were	coded	according 
to	preferred	terms	in	the	MedDRA.	AEs	with	an	incidence	rate	of	>2	patients	per	100	patient-years	in	either	subgroup	of	the	nintedanib 
or	placebo	group	are	shown. 
*Corresponded	to	MedDRA	preferred	term	“interstitial	lung	disease”.

Trial design1

• Patients	in	the	INBUILD	trial	had	diffuse	fibrosing	ILD	(reticular	abnormality	with	traction	bronchiectasis,	with	or
without	honeycombing)	of	>10%	extent	on	HRCT,	FVC	≥45%	predicted.	Patients	with	IPF	were	excluded.

• Patients met ≥1	of	these	criteria	for	ILD	progression	at	any	time	within	the	24	months	before	screening,	despite
management	deemed	appropriate	in	clinical	practice:

• Patients	were	randomized	to	receive	nintedanib	150	mg	bid	or	placebo.	Dose	reductions	to	100	mg	bid	and
treatment	interruptions	were	permitted	to	manage	adverse	events.

• Patients	continued	to	receive	randomized	treatment	until	all	patients	had	completed	the	trial.

Analyses

• In	subgroups	by	age	<75	vs	≥75	years	at	baseline,	we	analyzed	the	rate	of	decline	in	FVC	(mL/year)	over	52	weeks
and	the	time	to	absolute	decline	in	FVC	≥10%	predicted	or	death	over	the	whole	trial.

• Interaction	p-values	were	calculated	to	assess	potential	heterogeneity	in	the	effect	of	nintedanib	versus	placebo
between	subgroups.

• Incidence	rates	of	adverse	events	are	calculated	based	on	the	number	of	patients	with	each	event	divided	by	the
time	at	risk,	expressed	as	the	rate	per	100	patient-years.

Worsened respiratory 
symptoms and 

increased extent of 
fibrosis	on	HRCT

Relative	decline	in	FVC	
≥5–<10%	predicted

and increased extent of 
fibrosis	on	HRCT

Relative	decline	in 
FVC	≥10%	predicted

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

worsened respiratory
symptoms

n	(%)	with	event:							Nintedanib:	26	(45.6%)							Placebo:	48	(69.6%)

DaysNumber	at	risk
Nintedanib

Placebo 69 54 31 659 45 14 062 48 21 256 36 8 0
57 45 27 547 43 13 050 43 20 346 38 7 0

Hazard	ratio:	0.61
(95%	CI:	0.38,	0.99)
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Baseline characteristics

Male, %

Mean DLco % predicted

Mean body mass index, kg/m2

UIP-like fibrotic pattern 
on HRCT, %

Mean age, years

Mean FVC % predicted

Mean weight, kg

 <75 years (n=537) ≥75 years (n=126)

62.8 78.5

52.0 61.1

78.0 72.4

28.5 27.1

58.5 77.8

68.3 71.9

46.5 44.7

Based	on	AEs	reported	between	the	first	trial	drug	intake	and	28	days	after	the	last	trial	drug	intake.	Serious	adverse	events	were	defined	as	
events	that	resulted	in	death,	were	life-threatening,	resulted	in	hospitalization	or	prolonged	hospitalization,	resulted	in	persistent	or	clinically	
significant	disability	or	incapacity,	were	a	congenital	anomaly	or	birth	defect,	or	were	deemed	serious	for	any	other	reason.

Rates per 100 patient-years of serious adverse events

Based	on	AEs	reported	between	the	first	trial	drug	intake	and	28	days	after	the	last	trial	drug	intake.	

Based	on	AEs	reported	between	the	first	trial	drug	intake	and	28	days	after	the	last	trial	drug	intake.

Rates per 100 patient-years of adverse events leading to permanent dose reduction

Rates per 100 patient-years of adverse events leading to treatment discontinuation

Nintedanib Placebo

Difference:	87.5	mL/year 
(95%	CI:	41.9,	133.0)

Difference:	206.2	mL/year 
(95%	CI:	108.2,	304.1)

n	(%)	with	event:							Nintedanib:	108	(39.3%)							Placebo:	133	(50.8%)

DaysNumber	at	risk
Nintedanib

Placebo 262 220 132 11240 189 51 0247 195 83 4224 167 30 0
275 234 173 17254 218 72 1264 224 123 4239 207 45 0

Hazard	ratio:	0.69 
(95%	CI:	0.54,	0.89)
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One	patient	aged	<75	years	had	missing	data	for	body	mass	index,	and	9	patients	(8	aged	<75	years	and	1	aged	≥75	years)	had	missing	
data	for	DLco.	UIP,	usual	interstitial	pneumonia.	
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Treatment-by-subgroup-by-time	interaction	p=0.03

Mean (SD) exposure to trial drug (months)

 <75 years ≥75 years

16.0	(6.9) 13.5	(8.3)

16.9	(5.7) 16.4	(6.4)

Nintedanib

Placebo

<75 years (n=537) ≥75 years (n=126)
Nintedanib

Placebo

38.4

39.8

Nintedanib

Placebo

66.2

64.2

<75 years (n=537) ≥75 years (n=126)

38.1

Nintedanib

Placebo

3.6

55.3

Nintedanib

Placebo

2.1

<75 years (n=537) ≥75 years (n=126)

14.2

Nintedanib

Placebo

9.5

32.8

Nintedanib

Placebo

13.7

<75 years (n=537) ≥75 years (n=126)

0
3.8

1.0
10.7Diarrhea

2.1
0.5

4.2
1.5Progression of ILD*

0
4.50.3

0.3
Atrial fibrillation

0
3.00.3

0
Vomiting

0 0 1515 1010 55

Adverse	events	(AEs)	were	coded	using	preferred	terms	in	the	Medical	Dictionary	for	Regulatory	Activities	(MedDRA).	Based	on	AEs	
reported	between	the	first	trial	drug	intake	and	28	days	after	the	last	trial	drug	intake.	AEs	with	an	incidence	rate	of	>10	patients	per	
100	patient-years	in	the	nintedanib	or	placebo	group	in	the	total	trial	population	are	shown.	*Corresponded	to	MedDRA	preferred	term	
“interstitial	lung	disease”.	ALT,	alanine	aminotransferase.	AST,	aspartate	aminotransferase.	
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