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ABSTRACT

Omalizumab, a recombinant anti-im-
munoglobulin E (IgE) monoclonal antibody, is
indicated for moderate to severe allergic
asthma, chronic spontaneous urticaria, and
nasal polyps, and is approved for self-adminis-
tration. However, specific guidance on identi-
fying candidates with characteristics suitable for
this type of administration is lacking. To help
address this issue, this article provides practical
considerations for the health care provider
treating patients with omalizumab. We

encourage health care providers to consider self-
administration of omalizumab as an option for
all appropriate, but not all, patients, and we
recommend an individualized approach when
considering self-administration of omalizumab.

Keywords: Allergic asthma; Chronic sponta-
neous urticaria; Nasal polyps; Omalizumab;
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Key Summary Points

Omalizumab is approved for self-
administration; however, guidance to
identify suitable patients is lacking.

We provide practical considerations for
the health care provider treating patients
with omalizumab.

Considerations include ability of
patient/caregiver to identity and treat
anaphylaxis, patient empowerment,
personal attributes, comorbid conditions,
and potential impact of quality of life.

Shared decision-making between the
health care provider and the patient is
essential.
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Omalizumab, a recombinant anti-im-
munoglobulin E (IgE) monoclonal antibody, is
indicated for moderate to severe allergic
asthma, chronic spontaneous urticaria, and
nasal polyps [1]. Self-administration of omal-
izumab by appropriate patients was approved
by the European Medicines Agency in 2018 and
by the US Food and Drug Administration in
2021. Although the omalizumab prescribing
information includes criteria for selection of
patients for self-administration using prefilled
syringes, these criteria lack specific guidance on
identifying candidates with characteristics suit-
able for this type of administration. For refer-
ence, the prescribing information for
omalizumab in the USA includes the following
criteria for selection of patients for self-admin-
istration using pre-filled syringes [1]: consider
known risk factors for anaphylaxis (a black box
warning highlights that selection of patients for
self-administration should be based on criteria
to mitigate risk from anaphylaxis) and consider
patient-specific factors including (i) no prior
history of anaphylaxis to Xolair or other agents,
such as foods, drugs, biologics etc., (ii) patient
should receive at least three doses of Xolair
under the guidance of a health care provider
with no hypersensitivity reactions, (iii) patient
or caregiver is able to recognize symptoms of
anaphylaxis, (iv) patient or caregiver is able to
treat anaphylaxis appropriately, (v) patient or
caregiver is able to perform subcutaneous
injections with Xolair pre-filled syringes with
proper technique according to the prescribed
dosing regimen and instructions for use.

This lack of guidance for identifying candi-
dates is an important note because self-admin-
istration of omalizumab will not be suitable for
all patients. Further, health care providers
treating patients with omalizumab, particularly
in the USA, lack experience with self-adminis-
tration. To help address this issue, this article
provides practical considerations for the health
care provider treating patients with omal-
izumab. This article is based on previously
conducted studies and does not contain any
new studies with human participants or animals
performed by any of the authors. Although we
advocate for shared decision-making, the health
care provider is responsible for evaluating

treatment options that will ensure the highest
likelihood of successful disease management.
This decision at the point of care is individual-
ized for each patient and this article aims to
support the providers and encourage due dili-
gence for consideration of self-administration.

Self-administration of biologics is an estab-
lished therapeutic option for various chronic
dermatologic, rheumatologic, immunologic,
neurologic, gastrointestinal, and endocrine
condition, and this experience provides a
wealth of information that is relevant to omal-
izumab. Examples include rheumatoid arthritis
[2], primary immunodeficiency [2], multiple
sclerosis [2], diabetes [3], ulcerative colitis [4],
Crohn’s disease [5], psoriasis [6], atopic der-
matitis [7], fertility treatment [8], and growth
hormone deficiency [9]. Self-administration of
biologics was recently reviewed by Lombardi
et al. [10] for patients with severe asthma; on
the basis of their extensive experience in Eur-
ope, the authors suggested that for correct use
of self-administration procedures it would be
essential to identify the appropriate patient. In
addition, a literature review and expert opinion
of the self-administration of omalizumab was
recently published by Menzella et al. [11];
although this paper included considerations for
selection of suitable patients, we provide the
additional perspective of in-clinic and advocate
experience.

Self-administration of omalizumab is pre-
ferred by most patients and physicians because
of the beneficial impact on daily life [12]. Self-
administration could have psychological qual-
ity of life benefits, such as patient empower-
ment, and this is an important aspect that
warrants further consideration by health care
providers. A systematic review discussed the
association between patient empowerment and
positive health behaviors and clinical out-
comes, including disease management, use of
health services, health status, and medication
adherence [13]. The authors suggested that the
association was based on the theory that patient
autonomy, or sense of freedom, is beneficial for
health [13]. However, because self-administra-
tion of omalizumab will not be suitable for all
patients, additional factors are pertinent.
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For patients being treated with omalizumab,
there are many patient characteristics that
could be considered by the health care provider
to identify candidates for self-administration.

Personal attributes: Health care providers
should try to understand the patient and be
aware of the patient’s home situation so that
they can take into consideration different per-
sonal aspects that are unique for each individ-
ual. Attributes may include historical adherence
to visits and treatment; patient medical history;
patient preference, expectations, beliefs, and
attitudes; patient medical literacy; patient rela-
tionship with health care provider; patient and
caregiver comfort with needles; demographic,
socioeconomic, and social support factors; lan-
guage barriers; and self-care behaviors. Many of
these attributes have been identified from
studies of patients with chronic conditions who
routinely self-administer their medication and
some pertinent examples are presented here.
For patients using home self-administration of
intravenous antibiotics, a patient interview
study found that key to success was to ensure
that the patients felt knowledgeable, skillful,
and competent, and the main reason that
patients chose not to self-administer was anxi-
ety [14]. For patients who self-administered
methotrexate for inflammatory arthritis, one of
the key reasons patients felt empowered was the
support they received from health care provi-
ders [15]. For patients who self-administered
medication for multiple sclerosis, there was a
higher likelihood of adherence for patients were
older or male [16]. Although these studies pro-
vide some guidance, the holistic personal attri-
butes of each individual patient should be
considered by the health care provider, as some
factors may not be as relevant to all patients.

Comorbid conditions: Comorbidities may be a
limiting factor in determining whether the
patient is suitable for self-administration of
omalizumab; for example, cognitive function
may affect the ability to understand and follow
instructions; conditions that affect dexterity
and vision may impact the ability to inject; and
complex medication regimens may impact
adherence. In addition, psychiatric conditions
may not only increase the likelihood of self-
administration anxiety but also decrease

adherence to self-administration treatment
because patients may lack motivation or
become overwhelmed. For example, Munsell
et al. [16] found that the presence of depression
was associated with lower likelihood of adher-
ence to self-injected medication in patients
with multiple sclerosis.

Potential impact on quality of life: We recom-
mend that health care providers consider whe-
ther self-administration of omalizumab would
benefit the individual patient and their quality
of life. Examples of factors, identified from
studies that investigated patient-reported out-
comes, that are important to patients include
reduced travel time (particularly for those with
a long distance to travel to specialty clinics, or
who are reliant on public transport), increased
flexibility (especially with regard to employ-
ment), and impact on daily life including con-
venience [12, 17–19]. Further, self-
administration of omalizumab reduced both
direct and indirect costs to the patient com-
pared with in-clinic administration [20].

The final decision regarding self-administra-
tion of omalizumab rests with the clinical
judgment of the health care provider; however,
shared decision-making between the health care
provider and the patient is essential. Shared
decision-making for asthma and allergy treat-
ment has been reviewed extensively, including
by Bukstein et al. [21], and is supported by
decision-making aids and education informa-
tion, particularly from societies (e.g., https://
acaai.org/resources/interactive-tools/ http://
severeasthmatreatments.chestnet.org/). Factors
such as using decision aids together, ensuring
the patient feels confident, and the health care
provider presenting themselves as reliable, bal-
anced, and empathetic can lead to optimal care
decisions that have long-term consequences for
the patient, including the development of self-
efficacy [21]. For omalizumab self-administra-
tion, discussion of risks may highlight the pos-
sibility of anaphylaxis, the decreased
interaction with the health care provider, and
the burden on the patient to be (i) adherent to
administration technique and timing, (ii) have
the ability to recognize signs of anaphylaxis and
other adverse events, and (iii) treat an anaphy-
laxis event if needed.
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In summary, we encourage health care pro-
viders to consider self-administration of omal-
izumab as an option for all appropriate, but not
all, patients. Although our guidance may serve
only as a timely reminder to health care provi-
ders, highlighting the considerations for iden-
tifying candidates for self-administration of
omalizumab may assist providers who are
unfamiliar with self-administration (especially
as patient self-advocacy is on the increase), and
we have provided a practical checklist (Fig. 1). If
self-administration is selected, a follow-up plan
for consistent assessment of disease status and
evaluation of patient experience with self-ad-
ministration is essential. We recommend an
individualized approach when considering self-
administration of omalizumab, an approach
that considers the unique characteristics of each

patient and ultimately results in shared deci-
sion-making between the patient and the
health care provider, regardless of whether the
patient has allergic asthma, chronic sponta-
neous urticaria, or nasal polyps.
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