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CINQAIR N0
Concentrate for N11AY? NTOINN "o'N
solution for infusion "M'YY7 No'MnN

Each vial of 10 mL contains 100 mg of reslizumab
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CINQAIR is indicated for the add-on maintenance treatment of patients with severe
asthma aged 18 years and older with an eosinophilic phenotype
Limitation of Use:
¢ CINQAIR is not indicated for treatment of other eosinophilic conditions.
¢ CINQAIR is not indicated for the relief of acute bronchospasm or status
asthmaticus.
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6. ADVERSE REACTIONS
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6.1 Immunogenicity

As with all therapeutic proteins, there is a potential for immunogenicity. In placebo-
controlled studies, a treatment-emergent anti-reslizumab antibody response
developed in 53/983 (5.4%) of CINQAIR-treated patients (3 mg/kg). In the long-term,
open-label study, treatment-emergent anti-reslizumab antibodies were detected in
49/1014 (4.8%) of CINQAIR-treated (3 mg/kg) asthma patients over 36 months. The
antibody responses were of low titer and often transient. Neutralizing antibodies ard
product-specific-lgE-antibodies-were not evaluated. There was no detectable impact
of the antibodies on the clinical pharmacokinetics, pharmacodynamics, clinical
efficacy, and safety of CINQAIR [see Clinical Pharmacology (11.2)]. Product-specific
IgE antibodies were not detected in patients who reported anaphylactic reactions.
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