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IN BRIEF

Omlyclo — An Omalizumab Biosimilar
Interchangeable with Xolair

Omlyclo (omalizumab-igec; Celltrion), a biosimilar
product interchangeable with the recombinant anti-
IgE monoclonal antibody Xolair, has been approved by
the FDA for same indications as Xolair (see Table 1).
Omlyclo is the first Xolair biosimilar to be approved in
the US.

Pronunciation Key
Omalizumab-igec: oh ma liz' ue mab Omlyclo: om lye cloe

The four-letter suffix -igec has no pronunciation or meaning; such
suffixes are added to biologic drugs to distinguish reference products
from their biosimilars.

REGULATORY STATUS — A biosimilar is a biologic
product that is highly similar in composition and
strength and has no clinically meaningful differences
in safety, purity, and potency to the FDA-approved
reference product. For a biosimilar to be approved as an
interchangeable product, the manufacturer generally
conducts clinical trials to prove that the results will be
the same if the patient switches between the reference
product and the biosimilar. In clinical studies, there
were no clinically significant differences in efficacy,
safety, and immunogenicity between Omlyclo and
Xolair for treatment of chronic spontaneous urticaria.
FDA approval of Omlyclo for allergic asthma, chronic
rhinosinusitis with nasal polyps, and food allergic
reactions was extrapolated based on available data.’®

According to federal law, an interchangeable product
can be substituted for the reference product by the
pharmacist without permission from the prescriber.
Some states require the pharmacist to notify
the prescriber and/or patient before making the
substitution; currently four states (AL, IN, SC, and WA)
restrict interchangeability entirely.*

Take CME Exams

Table 1. FDA-Approved Indications of Xolair and Omlyclo

» Treatment of moderate to severe persistent asthma in patients
>6 years old with a positive skin test or in vitro reactivity to a
perennial aeroallergen and symptoms that are inadequately
controlled with inhaled corticosteroids.

» Add-on maintenance treatment for chronic rhinosinusitis with
nasal polyps in patients >18 years old who had inadequate
response to nasal corticosteroids.

» In conjunction with food allergen avoidance to reduce IgE-
mediated food allergic reactions caused by accidental exposure
in patients >1 year old.

» Treatment of chronic spontaneous urticaria in patients
>12 years old who have symptoms despite antihistamine
treatment.

AVAILABILITY AND COST — Omlyclo will not be
available until September 2026; Xolair's patent
exclusivity expires in November 2025. The price of
Omlyclo has not been announced but will presumably
be less than that of Xolair. The wholesale acquisition
cost (WAC) for a one-year supply of Xolair ranges
from about $9000 to $144,000 for treatment of food
allergic reactions.® m
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