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Fasenra is indicated as an add-on maintenance treatment in adult patients with severe eosinophilic asthma
inadequately controlled despite high-dose inhaled corticosteroids plus long acting B-agonists.
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5. PHARMACOLOGICAL PROPERTIES

In Trial 5, a second long-term safety extension study (see section 4.8), the annualised exacerbation rate
(0.47) in patients receiving the approved dosing regimen was comparable to that reported in the
predecessor Trials 1, 2 (0.65) and 4 (0.48).

4.8 Undesirable effects

Long-term safety

In a 56-week extension trial (Trial 4) in patients with asthma from Trials 1, 2 and 3, 842 patients were
treated with Fasenra at the recommended dose and remained in the trial. The overall adverse event
profile was similar to the asthma trials described above. Additionally, in an open-label safety extension
trial (Trial 5) in patients with asthma from previous trials, 226 patients were treated with Fasenra at the
recommended dose for up to 43 months. Combined with the treatment period in previous studies, this
corresponds to median follow-up of 3.4 years (range 8.5 months — 5.3 years). The safety profile during
this follow-up period was consistent with the known safety profile of Fasenra.
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