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INTRODUCTION

review aims to map the available evidence

on post-injection urticaria exacerbation and
urticaria-related adverse reactions during
omalizumab treatment for chronic urticaria. The
review question is: What clinical presentations,
timing of onset, possible mechanisms,
management strategies, and outcomes have been
reported in patients with chronic spontaneous
urticaria or chronic urticaria who develop urticaria
worsening or related adverse reactions after
omalizumab administration in clinical healthcare
settings?

g{eview question / Objective This scoping

Background Omalizumab is an anti-IgE
monoclonal antibody widely used for patients with
chronic spontaneous urticaria who remain
symptomatic despite antihistamine therapy.
Although omalizumab is generally effective and
well tolerated, some patients may experience

urticaria exacerbation or urticaria-related adverse
reactions after injection. These events may be
difficult to distinguish from disease fluctuation,
treatment ineffectiveness, delayed hypersensitivity,
paradoxical worsening, or other adverse reactions.
Evidence on their clinical characteristics, timing,
mechanisms, management, and outcomes remains
scattered across case reports, observational
studies, and real-world safety data. Therefore, a
scoping review is needed to map the available
evidence and identify knowledge gaps.

Rationale A scoping review is appropriate
because evidence on omalizumab-associated
post-injection urticaria exacerbation and urticaria-
related adverse reactions is limited,
heterogeneous, and reported across different
study designs. Mapping this evidence will clarify
reported patterns of presentation, timing, possible
mechanisms, management approaches, and
outcomes, while identifying gaps for future clinical
research.
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METHODS

Strategy of data synthesis Data will be
synthesized narratively and presented in tables.
Extracted data will include study characteristics,
population, type of urticaria-related reaction, timing
after omalizumab injection, suspected mechanism,
management, and outcomes. Findings will be
grouped by study design and reaction pattern.
Electronic databases will include PubMed, Scopus,
and DOAJ. Search terms will combine
omalizumab-related terms with chronic urticaria
terms and adverse-reaction terms, including:
omalizumab, Xolair, anti-IgE, chronic spontaneous
urticaria, chronic idiopathic urticaria, chronic
urticaria, exacerbation, flare, worsening, post-
injection, delayed reaction, paradoxical reaction,
injection reaction, adverse event, and adverse drug
reaction.

Eligibility criteria  Eligible studies will include
patients with chronic spontaneous urticaria or
chronic urticaria receiving omalizumab. The
concept is post-injection urticaria exacerbation or
urticaria-related adverse reactions after
omalizumab administration, including clinical
presentation, timing, possible mechanisms,
management, and outcomes. The context is any
clinical healthcare setting, including dermatology,
allergy/immunology, outpatient, hospital-based,
and real-world practice settings, without
geographic restriction. Case reports, case series,
observational studies, cohort studies, registry/
pharmacovigilance studies, retrospective or
prospective studies, and clinical trials will be
considered. English-language publications from
database inception to April 2026 will be included.

Source of evidence screening and selection All
identified records will be imported into reference
management software, and duplicates will be
removed. Two reviewers will independently screen
tittes and abstracts according to the eligibility
criteria. Potentially relevant studies will undergo
full-text review. Reasons for exclusion at the full-
text stage will be recorded. Any disagreement
between reviewers will be resolved through
discussion or consultation with a third reviewer.

Data management Records will be managed
using reference management software and
Microsoft Excel. After duplicate removal, screening
decisions, reasons for exclusion, and extracted
data will be recorded in a standardized Excel form.
The dataset will be checked for accuracy and
consistency before synthesis.

Reporting results / Analysis of the evidence
Results will be reported according to the PRISMA-
ScR checklist. The study selection process will be
summarized using a PRISMA flow diagram.
Extracted evidence will be presented in tables and
synthesized narratively, focusing on clinical
presentation, timing after omalizumab injection,
suspected mechanisms, management strategies,
and patient outcomes.

Presentation of the results Results will be
presented using a PRISMA flow diagram, summary
tables, and narrative synthesis. Planned tables will
include study characteristics, patient
characteristics, type of urticaria-related reaction,
timing after omalizumab injection, suspected
mechanism, management approach, and outcome.
Findings may also be grouped by reaction pattern,
such as flare-up, paradoxical worsening, delayed
reaction, or serum sickness-like reaction.

Language restriction English.
Country(ies) involved Thailand.

Keywords omalizumab; chronic urticaria; chronic
spontaneous urticaria; urticaria exacerbation;
adverse reaction; scoping review.

Contributions of each author
Author 1 - Weeratian Tawanwongsri.
Email: weeratian.ta@gmail.com
Author 2 - Chime Eden.

Author 3 - Pitchaya Jaruvijitrattana.

INPLASY

Tawanwongsri et al. INPLASY protocol 202650060. doi:10.37766/inplasy2026.5.0060 2

/0900-G-920¢-Ase|dul/woo Ase|dul//:sdny woly pepeojumod 0900°G 920gAseldul/99/ /€0 1:10P "09005920¢ 100010id ASY1dNI “[e 1o UsBuomueme|



