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Chronic Idiopathic Urticaria (CIU) affects 1% of the US popula-
tion (1). There is a reported increase in prevalence of CIU among 
female groups with the highest birth rates in the US, those with a 
median age of 35 years (2). However, there is a lack of published 
data regarding prevalence of urticaria during pregnancy and its as-
sociation with pregnancy complications and fetal outcomes. Pre-
viously, H1 antihistamines were the only approved therapy in the 
US for CIU and until today are considered first line therapy. How-
ever, nearly 50% of patients with CIU are unresponsive to antihis-
tamine therapy alone. Corticosteroids are frequently incorporated 
in their management. Known pregnancy complications from ste-
roid use include pre-eclampsia, gestational diabetes, primary cleft 
palate, neonatal adrenal insufficiency and  low birth  weight (3). 
Omalizumab, currently 4th line of therapy, is a pregnancy catego-
ry B drug recently FDA approved for CIU. 
We report a series of four female subjects, between the age of 25 
and 28, treated with Omalizumab for antihistamine and steroid 

resistant urticaria, who became pregnant during therapy. Three 
of the four patients had a concomitant history of asthma demon-
strated by pulmonary function tests, and two had a diagnosis of 
allergic rhinitis with positive skin testing. All four patients had 
failed multiple combination regimens that included high dos-
es of first and second generation antihistamines  coupled with 
H2 blockers and a leukotriene antagonist. Three patients were 
on immunosuppressive therapy with hydroxychloroquine, dap-
sone or cyclosporine without response. All subjects had received 
prednisone and two patients required chronic steroid therapy. 
All patients underwent workup including normal CBC, CMP, 
TSH and tryptase level.  After failing previous regimens they 
were all started on Omalizumab at a dose of 300 mg subcuta-
neously (SC) every 28 days. Within the first month of therapy, 
all patients reported significant improvement of their symptoms 
demonstrated by lower urticaria index scores, decreased medical 
utilization and weaning of steroids. Three patients had been on 

Summary
The treatment of antihistamine and steroid resistant Chronic Idiopathic Urticaria (CIU) 
during pregnancy poses a challenge due to teratogenicity of immunosuppressants. Omalizumab 
is a recently FDA approved therapy for CIU and is classified as pregnancy category B. We pres-
ent an initial series of subjects treated at a tertiary care center for antihistamine and steroid 
resistant CIU with omalizumab who became pregnant during therapy. 

Corresponding author
Cristine Radojicic
9500 Euclid Ave, A90, 
Cleveland, OH 44195, USA
Phone: +1 216 986 4000 
Fax: +1 216 445 2104
E-mail: radojic@ccf.org

Key Words

urticaria; pregnancy; Omalizumab

1Medicine Institute, Cleveland Clinic
2Department of Allergy and Clinical Immunology, Respiratory Institute, Cleveland Clinic

Omalizumab use during pregnancy for CIU:  
a tertiary care experience

L. Cuervo-Pardo1, M. Barcena-Blanch2, C. Radojicic2



146 L. Cuervo-Pardo, M. Barcena-Blanch, C. Radojicic

category B postulates it as an alternative option in pregnant pa-
tients that are unresponsive to antihistamines.
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Omalizumab treatment for a year prior to pregnancy, one had 
been on treatment for only two months. All patients were in-
formed on risks, benefits and previously reported outcomes of 
Omalizumab therapy for asthma during pregnancy (EXPECT) 
prior to proceeding with therapy. They were followed month-
ly, all patients had normal prenatal care, full term deliveries and 
no pregnancy or fetal complications.
To our knowledge, there are no published randomized con-
trolled studies of Omalizumab in pregnancy. Reproductive 
studies on Cynomolgus monkeys at SC doses up to 10 times 
the maximum recommended human dose (75 mg/kg) failed to 
show harm to the fetus (4). Our reported experience is in agree-
ment with previous reports of the EXPECT trial (5). Omali-
zumab remains a 4th line therapy for treatment of CIU but its 
excellent efficacy, symptom resolution and label as a pregnancy 




