= |n patients with chronic fibrosing ILDs and a progressive phenotype, decline in forced vital
capacity (FVC) is predictive of mortality.'

= In the INBUILD trial in subjects 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%
versus placebo (difference 107.0 mL/year [95% CI: 65.4, 148.5]).°
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s We assessed the effect of nintedanib on categorical changes in FVC in the INBUILD trial.

Trial design®

m  Subjects had an ILD other than IPF, diagnosed by the investigator according to their usual clinical
practice, reticular abnormality with traction bronchiectasis (with or without honeycombing) of >10%
extent on HRCT, FVC =45% predicted and DLco >30%—<80% predicted.

m  Subjects met =1 of the following criteria for ILD progression in the 24 months before screening,
despite management as deemed appropriate in clinical practice:
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m  Subjects were randomized 1:1 to receive nintedanib 150 mg bid or placebo, stratified by HRCT
pattern (usual interstitial pneumonia [UIP]-like fibrotic pattern or other fibrotic patterns). For
each subject, the trial consisted of two parts. Part A was a 52-week treatment period. Part B
was a variable treatment period beyond 52 weeks, during which subjects continued on blinded
randomized treatment. The first database lock was performed after the last subject had
completed 52 weeks.

Analyses

m |In pre-specified analyses, we assessed:

— Proportion of subjects with absolute and relative declines in FVC >5% and >10% predicted at
week 52

— Time to absolute decline in FVC =10% predicted or death up to first database lock

— Time to first investigator-reported acute exacerbation of ILD or death up to first database lock.
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Subjects
A total of 663 subjects were treated in the INBUILD trial.

Baseline characteristics of subjects in the INBUILD trial

54% male

/4% white

Mean (SD) age 66 (10) years

51% former or current smokers

62% UIP-like fibrotic pattern
on HRCT

Mean (SD) FVC
69.0 (15.6) % predicted

Mean (SD) DLco
46.1 (13.6) % predicted

18.9%

*Included RA-ILD, SSc-ILD, MCTD-ILD, plus autoimmune ILDs in “Other fibrosing ILDs” category of case report form.
fIncluded sarcoidosis, exposure-related ILDs and other terms in “Other fibrosing ILDs” category of case report form.
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Categorical changes in FVC % predicted

s At week 52, 27% of subjects in the nintedanib group and 13% of subjects in the placebo group
had an increase or no decline in FVC % predicted.

Absolute and relative declines from baseline in FVC at week 52

OR 0.63 OR 0.68 OR 0.50 OR 0.70
(95% CI: 0.46, 0.85) (95% CI: 0.49,0.95) (95% CI: 0.36,0.68) (95% ClI: 0.52, 0.96)
Nominal p=0.003 Nominal p=0.02 Nominal p<0.0001 Nominal p=0.03

68.6%
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Percentages shown are the percentage of patients with the respective decline. Subjects with missing data were assumed to have
had the respective decline (worst case analysis).

Time to absolute decline in FVC =10% predicted or death using data up to first database lock
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_ Time to absolute decline in FVC =10% predicted or death (days)
No. of subjects
Nintedanib 332 314 301 285 279 267 261 215 146 92 51 21 5 0 0
Placebo 331 309 299 280 274 243 234 176 123 75 40 15 3 0 0

Time to first acute exacerbation of ILD or death using data up to first database lock
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_ Time to first acute exacerbation of ILD or death (days)
No. of subjects

Nintedanib 332 330 325 318 314 309 305 270 195 130 78 30 11
Placebo 331 325 320 314 311 302 298 254 195 127 78 32 8
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