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Special authorization
Formulary criteria may vary by region

OFEYV has been shown to:2

SLOW FVC decline
REDUCE acute exacerbations”

OFEYV significantly reduced the annual rate
of decline in FVC over 1 year vs. placebo?

OFEV FVC -113.6 mL/year
placebo FVC -223.5 mL/year

Difference: 109.9 mL/year (p<0.0001)
Primary endpoint, pooled data INPULSIS®-1 and INPULSIS-2 trials

Acute exacerbations
(Key secondary endpoint)?*

INPULSIS-2: Significantly reduced risk of first acute
exacerbation over 1 year vs. placebo

Adjudicated: HR 0.20; 95% Cl: 0.07, 0.56

Investigator-reported: HR 0.38; 95% CI: 0.19, 0.77

INPULSIS-1:

Adjudicated: HR 0.55; 95% ClI: 0.20, 1.54
Investigator-reported: HR 1.15; 95% Cl: 0.54, 2.42
Pooled: Investigator-reported: HR 0.64; 95% CI: 0.39, 1.05

Health-related quality of life
(Key secondary endpoint)?*

INPULSIS-2: Significantly less deterioration seen
at 52 weeks with OFEV vs. placebo
(difference vs. placebo -2.69; 95% ClI: -4.95, -0.43; p=0.0197)

INPULSIS-1: Comparable change seen in SGRQ total
score seen at 52 weeks with OFEV vs. placebot
(difference vs. placebo -0.05; 95% Cl: -2.50, 2.40; p=0.9657)

OFEV, a protein kinase inhibitor, inhibits multiple receptor
tyrosine kinases PDGFR, FGFR and VEGFR, blocking the
intracellular signalling of the pathways involved in fibrosis.?!

OFEV® -

A NOVEL AGENT

IN THE LANDSCAPE
OF IPF TREATMENT

OFEV (nintedanib) is indicated for the treatment
of Idiopathic Pulmonary Fibrosis (IPF).

Refer to the page in the bottom right icon for additional safety
information and for a web link to the Product Monograph discussing
important information about:

« Contraindications in patients with known hypersensitivity to
peanut or soya and pregnancy.

* The most serious warnings and precautions regarding
gastrointestinal perforations and hemorrhage.

* Other relevant warnings and precautions regarding diarrhea,
nausea and vomiting; weight loss; take with food; cardiovascular
risk; moderate or severe hepatic impairment; liver enzyme
elevations; drug-induced liver injury; measure systemic blood
pressure, hepatic transaminase and bilirubin levels as clinically
indicated; thromboembolic events; impaired wound healing;
women: use of adequate contraception; use in nursing women,
children and adolescents; safety data for black patients.

« Conditions of clinical use, adverse reactions, drug interactions
and dosing instructions.

In addition, this page contains the reference list relating to
this advertisement.

FGFR=fibroblast growth factor receptor; FVC=forced vital capacity; IPF=idiopathic
pulmonary fibrosis; PDGFR=platelet-derived growth factor receptor; SGRQ=St. George’s
Respiratory Questionnaire; VEGFR=vascular endothelial growth factor receptor
The clinical efficacy of nintedanib was studied in patients with IPF in two phase 3,
randomized, double-blind, placebo-controlled studies with identical design (INPULSIS-1
[1199.32] and INPULSIS-2 [1199.34]). Patients were randomized in a 3:2 ratio to
treatment with nintedanib 150 mg or placebo twice daily for 52 weeks. INPULSIS-1:
nintedanib n=309, placebo n=204; INPULSIS-2: nintedanib n=329; placebo n=219.

* All investigator-reported acute exacerbations were adjudicated by a blinded
committee; analysis of time to first “confirmed” or “suspected” adjudicated acute
exacerbation was performed.

t Adjusted mean change from baseline in SGRQ total score.

1 Clinical significance has not been established.

® nintedanib
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