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OFEV is indicated for the treatment of idiopathic pulmonary fibrosis (IPF) in adults.
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5 WARNINGS AND PRECAUTIONS

5.6 Risk of Bleeding

Based on the mechanism of action (VEGFR inhibition), OFEV may increase the risk of
bleeding. In clinical trials, bleeding events were reported in 10% of patients treated
with OFEV and in 7% of patients treated with placebo. In the post-marketing period
non-serious and serious bleeding events, some of which were fatal, have been
observed.

Use OFEV in patients with known risk of bleeding only if the anticipated benefit
outweighs the potential risk.

5.7 Gastrointestinal Perforation

Based on the mechanism of action, OFEV may increase the risk of gastrointestinal
perforation. In clinical trials, gastrointestinal perforation was reported in 0.3% of
patients treated with OFEV, compared to O cases in the placebo-treated patients. In the
post-marketing period, cases of gastrointestinal perforations have been reported, some
of which were fatal.

Use caution when treating patients who have had recent abdominal surgery, previous
history of diverticular disease or receiving concomitant corticosteroids or NSAIDs.
Discontinue therapy with OFEV in patients who develop gastrointestinal perforation.
Only use OFEV in patients with known risk of gastrointestinal perforation if the
anticipated benefit outweighs the potential risk.

6.2 Postmarketing Experience
The following adverse reactions have been identified during postapproval use of
OFEV. Because these reactions are reported voluntarily from a population of uncertain
size, it is not always possible to reliably estimate their frequency or establish a causal
relationship to drug exposure.

e Drug-induced liver injury [see Warnings and Precautions (5.2)]

e Pancreatitis

e Thrombocytopenia

Non-serious and serious bleeding events, some of which were fatal, have been
observed in the postmarketing period-inline-with-clinical trial experience [see

Warnings and Precautions (5.6)].
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