Nintedanib in IPF: post hoc analysis of the Italian FIBRONET observational study
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BACKGROUND RESULTS (3 Anxiety/depression, coughing, acute exacerbations, AEs )
FIBRONET (NCT02803580) 1. Baseline characteristics

= Real-world, observational study of patients with IPF in Italy

=Age: 70.2 (27.1) years 12 months: 10.8 (+8.7) (N=36)

Max HADS score (depression/anxiety combined): 42

Baseline: . 12 months:
50.0% of patients » 21.2% of patients
had cough had cough?

(n=26) (n=11)

Mean (+SD) total HADS score l 6 months: 12.3 (£6.9) (n=36)

[ ) o @
78.8% Baseline: 11.5 (£6.9) (n=44)

ﬁ m male = Time from first IPF diagnosis to

[ ] 0 + i
‘ 80.0% (x102)at baseline enrolment: 0.9 (£1.1) months
= 82.2% (+20.9) at 12 months N=52

Mean (£SD) FVC% pred:

= Duration of nintedanib treatment:

21 comorbidity: 11.6 (+1.6) months
u 846% of patients (All values mean [+SD])

47.4% of patients:
= No decline in FVC% pred during study

aMajority of patients had coughing symptoms at some, but not all, visits.

12 months Mean (+SD) FVC% ine: 78.79
+ o pred at baseline: 0./ 7 (£15.0 . .
( ) P ( ) ® & patients (3.8%) had =1 acute exacerbation
42.3% of patients had FVC =80% pred
Antifibrotic therapy (nintedanib or pirfenidone) Four exacerbations in total; two ‘moderate’ and two ‘severe’
) o o (classified according to clinical judgement)
] = Patients receiving at 12 months: 83.9% Most patients received a full dose of nintedanib during the 12 months: \_ -
. . : c ) = o/ - ; A . . . - -
20 centres » Mean time from diagnosis to treatment: 6.4 weeks T 76.9%: 150 mg BID nintedanib AEs occurring at a frequency of >5% during the observation period, AEs leading to
(@ *19.2%: 100 mg BID (reduced dose to manage AEs)? discontinuation of nintedanib, and all SAEs
Not No. of patients (%)
2. Change in lung function .
< e 26.9% decliners Any AE 27 (51.9)
Mean (+sD) FVC% pred at 12 months: Diarrhoea 18 (34.6)
o) -
‘ N " 79.8% (+15.5) (n=52) M =+10% Lack of appetite 3 (5.8)
+5 10 +10%
, , , Weight loss 3(5.8
"D INCLUSION CRITERIA Proportion of patients with: 0 to +5% 9 i)
. —-509 SAEs 2 (3.8)3
° o = >5% decline in FVC% pred: 25.0% 0to =5% . B
® o @ Diagnosed with BRARA .. i with nintedanib - 510% decline: 15.3% n ‘?(;f?[ -1 (1)5/%/ AEs leading to discontinuation of nintedanib 2 (3.8)*
"l IPF <3 months E for 27 months , , o ° °
= <5% decline or increase: 75.0% B >-15% CONCLUSIONS
In the 10 patients who had a dose
. . ) c . . . . . . >
Available FVC% pred values at baseline and 12 months:' reduction (150 mg — 100 mg BID), Decliners In patients with IPF who received nintedanib for 27 months
* Intermediate evaluations at 3, 6 and 9 months mean (+sD) FVC% pred: 11.5% in the FIBRONET study, FVC was stable over 12 months
= Baseline: 77.7% (:20.0) 3.8% » There was a low rate of discontinuation, and the safety profile observed
- J = 12 months: 81.0% (+16.7) Proportion of patients with categorical changes was consistent with the known safety profile for nintedanib in IPF
in FVC% pred during 12 months of observation
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