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Objectives
To evaluate the effect of nerandomilast on supplemental 
oxygen use in patients with IPF in the FIBRONEER-IPF trial.

Introduction
•	 Nerandomilast is a preferential inhibitor of phosphodiesterase 4B that 

has antifibrotic and immunomodulatory properties.1,2  

•	 In the placebo-controlled FIBRONEER-IPF trial, both nerandomilast  
9 mg bid and 18 mg bid reduced the decline in FVC at week 52 (primary 
endpoint) in patients with IPF.3

•	 The initiation of supplemental oxygen places physical limitations on 
patients and can have a psychological impact.4

Methods
•	 Eligible patients were aged ≥40 years, had IPF with a UIP or probable 

UIP pattern on HRCT, FVC ≥45% predicted and DLco ≥25% predicted. 
Patients had taken stable nintedanib or pirfenidone for ≥12 weeks or had 
not taken nintedanib or pirfenidone for ≥8 weeks.

•	 Patients were randomised 1:1:1 to receive nerandomilast 9 mg bid, 
nerandomilast 18 mg bid, or placebo, stratified by use of background 
therapy (nintedanib/pirfenidone vs neither). Patients continued to 
take randomised blinded treatment until the end of the trial. The final 
database lock took place after all patients had completed an end-of-
treatment visit.

•	 The L-PF questionnaire5 was completed at baseline, weeks 12, 26, 36, 44 
and 52, and every 12 weeks thereafter.

•	 The 5 oxygen questions in the L-PF questionnaire assess whether and 
when a patient uses supplemental oxygen and the flow rate used in 
different situations. 

•	 Time to initiation of supplemental oxygen and time to increase in oxygen 
use (initiation or increase in flow rate) were assessed using a Cox 
proportional hazards model based on the final database lock.

Abbreviations
bid, twice daily. CI, confidence interval. DLco, diffusing capacity of the lungs for carbon monoxide. FVC, forced vital capacity. HR, hazard ratio. HRCT, high-resolution 
computed tomography. IPF, idiopathic pulmonary fibrosis. L-PF, Living with Pulmonary Fibrosis. UIP, usual interstitial pneumonia. 
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Results
Supplemental oxygen use at baseline

Time to initiation of supplemental oxygen in patients taking background nintedanib

Time to initiation of supplemental oxygen in patients taking background pirfenidone

Time to initiation of supplemental oxygen by baseline DLco % predicted

DLco <50% predicted

Time to increase in supplemental oxygen use (initiation or increase in flow rate)
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Conclusions 
In the FIBRONEER-IPF trial in patients with IPF:

	 –	� 21% of patients used supplemental oxygen at 
baseline

	 –	� Patients with DLco <50% predicted at baseline had 
a greater risk of initiating oxygen than patients with 
higher DLco

	 –	� There was a numerical reduction in the risk of 
initiation of supplemental oxygen in patients who 
received nerandomilast as monotherapy or as add-
on to nintedanib 

	 –	� There was a numerical reduction in the risk of 
initiation/increase in supplemental oxygen use in 
patients who received nerandomilast versus placebo.

248 (21.1%) patients were using 
supplemental oxygen at baseline

DLco ≥50% predicted

Scan the QR code or visit the URL for a webpage  
featuring Boehringer Ingelheim-supported  
publications at ERS 2025
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Mean exposure to trial medication was 14.8 months.

Mean exposure to trial medication was 14.8 months.N=1177. Overall, 17 patients (1.4%) had missing data on oxygen use. 

Mean exposure to trial medication was 14.8 months.

Mean exposure to trial medication was 13.3 months. DLco was corrected for haemoglobin. 

Mean exposure to trial medication was 14.8 months.

Mean exposure to trial medication was 14.8 months.
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Placebo
Nerandomilast 9 mg bid
Nerandomilast 18 mg bid

Time to increase in supplemental oxygen use (months)

393 374 373 325 316 315 301 272 271 252 252 235 225 223 222 193 160 115 59 44 14 0 0
392 368 367 335 329 328 319 303 300 285 284 268 254 248 248 219 180 137 57 35 14 2 1
392 383 379 346 342 341 327 308 307 281 280 270 242 232 232 207 180 132 52 35 20 3 1

Number at risk

Initiated  
oxygen, n (%)

HR (95% CI)  
vs placebo

Placebo (n=297) 67 (22.6)

Nerandomilast  
9 mg bid (n=315) 47 (14.9) 0.67

(0.46, 0.98)

Nerandomilast  
18 mg bid (n=300) 56 (18.7) 0.92

(0.64, 1.32)

Initiated  
oxygen, n (%)

HR (95% CI)  
vs placebo

Placebo (n=133) 32 (24.1)

Nerandomilast  
9 mg bid (n=147) 21 (14.3) 0.61

(0.35, 1.06)

Nerandomilast  
18 mg bid (n=128) 22 (17.2) 0.75

(0.43, 1.28)

Initiated  
oxygen, n (%)

HR (95% CI)  
vs placebo

Placebo (n=68) 14 (20.6)

Nerandomilast  
9 mg bid (n=75) 6 (8.0) 0.39

(0.15, 1.05)

Nerandomilast  
18 mg bid (n=73) 8 (11.0) 0.53

(0.22, 1.29)

Initiated/ 
increased  
oxygen, n (%)

HR (95% CI)  
vs placebo

Placebo (n=393) 141 (35.9)

Nerandomilast  
9 mg bid (n=392) 102 (26.0) 0.73

(0.56, 0.94)

Nerandomilast  
18 mg bid (n=392) 118 (30.1) 0.84

(0.65, 1.07)

Initiated  
oxygen, n (%)

HR (95% CI)  
vs placebo

Placebo (n=96) 21 (21.9)

Nerandomilast  
9 mg bid (n=93) 20 (21.5) 0.96

(0.52, 1.77)

Nerandomilast  
18 mg bid (n=99) 26 (26.3) 1.49

(0.84, 2.67)

Nerandomilast 9 mg bid vs placebo: 
HR 0.97 (95% CI: 0.46, 2.05)

 
 

Nerandomilast 18 mg bid vs placebo: 
HR 0.92 (95% CI: 0.42, 1.99)

Nerandomilast 9 mg bid vs placebo: 
HR 0.52 (95% CI: 0.31, 0.87)

 
 

Nerandomilast 18 mg bid vs placebo: 
HR 0.93 (95% CI: 0.60, 1.46)

Type of oxygen use

121 
(10.3%)
only when 
performing 
physical 
activity

38 (3.2%)
only when 
sleeping

44 (3.7%)
when 
sleeping 
and 
performing 
physical 
activity

44 (3.7%)
all the time
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