
RESULTS
•		 A total of 638 patients received nintedanib and 423 received placebo.

Changes in CASA-Q cough symptoms and impact scores
•		 Changes in CASA-Q cough scores over 52 weeks were small across subgroups in both treatment groups. Nintedanib did not have a clinically meaningful effect 

on cough score in any of the subgroups.
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Median CASA-Q cough 
symptoms score at baseline 58.3

Median CASA-Q cough 
impact score at baseline 81.3

Change in CASA-Q cough symptoms score over 52 weeks Change in CASA-Q cough impact score over 52 weeks

Decline in FVC
•		 The rate of decline in FVC was numerically greater in patients with lower (worse) CASA-Q cough 

symptoms or impact scores at baseline.

•		 Nintedanib reduced the rate of decline in FVC versus placebo in all the subgroups, with a more 
pronounced effect in patients with a lower (worse) cough symptoms score at baseline.
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Difference: 157.3 
(95% CI: 102.6, 212.0)

Difference: 74.6 
(95% CI: 30.6, 118.5)

Difference: 118.7 
(95% CI: 70.4, 167.1)

Difference: 91.2 
(95% CI: 42.1, 140.3)

Treatment-by-subgroup-by-time interaction p=0.02 Treatment-by-subgroup-by-time interaction p=0.43

Baseline characteristics

Rate of decline in FVC over 52 weeks in subgroups by CASA-Q cough domain scores at baseline
•	 Cough can be a major problem for patients with IPF and may be related to disease progression.1-3

•	 The cough symptoms and cough impact domains of the Cough and Sputum Assessment Questionnaire 
(CASA-Q) assess the frequency of cough and its impact on everyday activities.4,5

•	 Nintedanib is an approved treatment for IPF that reduces the rate of decline in forced vital capacity (FVC).6

INTRODUCTION

CONCLUSIONS

•	 Patients with IPF who had worse cough at baseline had a numerically faster rate of decline in FVC 
and more pronounced effect of nintedanib on decline in FVC over 52 weeks.

•	 Based on the CASA-Q, no clinically meaningful effect of nintedanib was observed on changes in 
cough scores.

•	 Patient-reported outcomes developed in patients with IPF may provide more insights into the 
prognostic implications of cough and the effects of nintedanib on cough. 

•	 To assess the effect of nintedanib on decline in FVC and changes in cough scores in subgroups of patients 
with IPF by cough scores at baseline.

AIM

METHODS
•	 Data were pooled from the two INPULSIS trials in which patients with IPF were randomized to receive 

nintedanib or placebo for 52 weeks.

•	 The cough symptoms and cough impact domains of the CASA-Q were completed at baseline and weeks 
6, 12, 24 and 52.

•	 We assessed the effects of nintedanib on the rate of FVC decline (mL/year) and change from baseline 
in CASA-Q cough symptoms and impact scores over 52 weeks in subgroups by median CASA-Q cough 
symptoms and impact scores at baseline.

•	 Interaction p-values were calculated to assess potential heterogeneity in the treatment effect of nintedanib 
versus placebo between subgroups. No adjustment for multiplicity was made.

•	 11 items evaluate cough and its impact 
on usual activities over the last 7 days

•	 Response options range from “never” 
to “always” on a 5-point scale

      Cough and Sputum Assessment 
Questionnaire (CASA-Q)

CASA-Q cough symptoms and 
cough impact domains

100

0

       Cough symptoms and cough impact 
scores range from 

0–100
       Higher scores represent fewer 

symptoms/less impact of cough

Data are mean or % of patients. 

Male, %

Age, years

BMI, kg/m2

Former or current 
smoker, %

FVC % predicted

DLco % predicted

CASA-Q cough 
symptoms score       
≤58.3 (worse)

CASA-Q cough 
symptoms score 

>58.3 (better)

CASA-Q cough 
impact score  
≤81.3 (worse)

CASA-Q cough  
impact score 
>81.3 (better)

Nintedanib 
(n=262)

Placebo 
(n=166)

Nintedanib 
(n=376)

Placebo 
(n=257)

Nintedanib 
(n=335)

Placebo 
(n=221)

Nintedanib 
(n=302)

Placebo 
(n=202)

78.6 75.3 80.1 81.3 75.8 77.8 83.4 80.2

66.3 66.6 66.8 67.2 66.7 66.9 66.5 67.1

28.7 27.7 27.7 27.6 28.5 27.6 27.6 27.7

70.2 72.3 74.5 70.4 67.2 67.0 78.8 75.7

76.9 76.5 81.7 81.0 77.0 76.1 82.6 82.8

45.1 46.6 49.0 47.2 45.7 46.2 49.3 47.8

CASA-Q cough symptoms score
≤58.3 (worse)

n=261 n=373n=165 n=256
>58.3 (better)

CASA-Q cough impact score

n=333 n=300n=219 n=202
≤81.3 (worse) >81.3 (better)

Treatment-by-subgroup-by-time interaction p=0.31

CASA-Q cough symptoms score
≤58.3 (worse)

n=260 n=365n=163 n=254
>58.3 (better)

Difference: 2.54 
(95% CI: −1.59, 6.67)

Difference: −0.20 
(95% CI: −3.49, 3.08)
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Treatment-by-subgroup-by-time interaction p=0.90

CASA-Q cough impact score

n=327 n=297n=216 n=201
≤81.3 (worse) >81.3 (better)

Difference: 1.76 
(95% CI: −1.74, 5.26)

Difference: 1.44 
(95% CI: −2.08, 4.95)
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