
Method Up to 140 EU sites will enrol 1000 patients. Safety data
are recorded at routine clinic visits for 2 years. Adverse drug
reactions (ADR: a noxious, unintended drug response at thera-
peutic doses) and serious ADRs (SADR: ADRs that are life-
threatening; cause death, disability, congenital anomaly; require
hospitalisation or an intervention to prevent permanent impair-
ment) are collected.
Results Data from 530 patients enrolled by 68 sites in 7 coun-
tries are included. Age was 69 ± 8.8 years (mean ± SD); IPF
diagnosis duration was 1.8 ± 3.51 years; 81% were men.
Median time in study was 5.5 months; total exposure was 284
person-years.

Of 311 patients with ADRs, 85 discontinued due to ADR and
41 discontinued for other reasons. Approximately 1/3 of patients
with ADRs had their dose adjusted.

For patients who experienced an ADR:

• 55% of patients without a dose adjustment were able to con-
tinue treatment, while 69% of those with a dose adjustment
were able to continue treatment.

• 20% discontinued due to the ADR after having a dose adjust-
ment, but 31% discontinued due to the ADR without a dose
adjustment.

When ADRs were managed by dose adjustment, dose adjustment
was associated with continuing treatment.
Conclusion PASSPORT ADRs are comparable to those in clinical
trials of pirfenidone in IPF. No new safety issues emerged. Dose
adjustment may influence long-term tolerability of pirfenidone.
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Background Nintedanib, an intracellular inhibitor of tyrosine
kinases, is in development for the treatment of idiopathic pulmo-
nary fibrosis (IPF). The INPULSIS™ trials were two replicate
randomised, double-blind, placebo-controlled, 52-week Phase III
trials that assessed the efficacy and safety of nintedanib 150 mg
twice daily in patients with IPF. The primary endpoint was the
annual rate of decline in forced vital capacity (FVC), which was

significantly reduced in the nintedanib group compared with pla-
cebo in both trials.
Aim To assess the impact of baseline FVC on the effect of ninte-
danib on rate of decline in FVC.
Methods A pre-specified subgroup analysis of patients with base-
line FVC >70% versus ≤70% of predicted value was undertaken
using pooled data from both trials.
Results 700 patients (nintedanib 431, placebo 269) had baseline
FVC >70% predicted and 361 patients (nintedanib 207, placebo
154) had baseline FVC ≤70% predicted. For patients with a
baseline FVC >70% predicted, mean age was 67.4 years, 76.9%
were male, 55.7% were White and mean carbon monoxide dif-
fusion capacity (DLCO) was 4.0 mmol/min/kPa. For patients with
a baseline FVC ≤70% predicted, mean age was 65.5 years,
83.9% were male, 60.4% were White and mean DLCO was 3.6
mmol/min/kPa. There was no significant treatment by subgroup
interaction: the difference in adjusted annual rate of decline in
FVC between the nintedanib and placebo groups was compara-
ble in both subgroups.
Conclusion A subgroup analysis of pooled data from the
INPULSIS™ trials showed that nintedanib 150 mg twice daily
slowed the decline in lung function in patients with IPF, inde-
pendent of severity of lung function impairment at baseline.

Clinical management of lung infection
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Introduction and objectives Older people are at risk of hospital-
acquired pneumonia (HAP). Few data exist on the incidence or
risk factors for HAP in non-intensive care patients. Our aim was
to determine the incidence and key risk factors for HAP in a
sample of older people.
Methods A prospective survey of people >65 years admitted to
Acute Medical, Medicine for the Elderly and Orthopaedic wards
in NHS Tayside (Dundee, UK) over a 12 month period. HAP
was defined in accordance with the European and Scottish
National Prevalence Survey of Healthcare Associated Infection
and Antimicrobial Prescribing, June 2011. Key analyses included:
incidence of case-defined HAP, risk factors for development
using Cox regression analysis and the percentage of clinically
diagnosed HAP that met the diagnostic criteria for case-defined
HAP.
Results A total of 1302 patients were included in the survey,
539 (41%) male, and mean age 82 years (SD 8). Median length
of hospital stay was 14 days (IQR 20). 157 episodes of HAP
were suspected clinically in 143 patients (incidence 10.9%), but
only 83 episodes (53% of total) in 76 patients met the diagnostic
criteria (incidence 5.8%). Case fatality rate was 29% in patients
with confirmed HAP, and 19% in patients with suspected but
not confirmed HAP. Risk of HAP increased by 0.3% per day
spent in hospital. Swallowing problems were the single most
important risk factor; HR 3.7 (95% CI 2.2 to 6.1, p < 0.001).
Conclusion HAP is common but overdiagnosed in older hospi-
talised patients. Older patients with swallowing problems have a
greater risk of developing HAP. Given the high mortality rate,

Abstract S11 Table 1
Patients

w/ADR

(≥10%)

Patients

w/SADR

All

ADR

Events

All

SADR

Events

n (%) n (%) N N

Any ADR 311 (58.7) 31 (5.8) 820 45

GI 161 (30.4) 8 (1.5) 219 10

Photosensitivity/

Rash 101 (19.1) 5 (0.9) 120 5

Fatigue 98 (18.5) 1 (0.2) 102 1

Weight Loss 56 (10.6) 4 (0.8) 60 4
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