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To the Editor: 46 

The efficacy and safety of omalizumab for the adjunctive treatment of chronic spontaneous urticaria 47 

(CSU) is well documented.1-4 However, many patients experience disease flare-ups at variable 48 

intervals after the last omalizumab dose and appropriate management of these patients remains 49 

unclear. 50 

Our retrospective study included 31 patients with refractory CSU (Table I) who had achieved a 51 

complete response to a first course of omalizumab (i.e. ≥90% improvement in symptoms)2 and then 52 

received omalizumab retreatment after disease relapse. A third treatment course was administered 53 

to 16 patients who had a complete response to the second round of omalizumab. All patients were 54 

treated between September 2015 and July 2017. The study protocol was approved by the ethics 55 

committee of Bari University Hospital; informed consent was obtained from all participants. 56 

Based on local labeling information5, subcutaneous omalizumab 300 mg was given every 4 weeks 57 

for 24 weeks (first treatment course) and was administered again (second and third treatment 58 

course) at least 8 weeks after the end of the previous course, to the patients with a UAS7 score 59 

similar to that in the pre-treatment stage.  60 

After the first treatment course, all patients obtained a complete response and experienced a relapse 61 

of disease with an intensity of symptoms similar to the pre-treatment period within 5 to 20 weeks 62 

since their last omalizumab injection (Figure 1). 63 

The rate of complete response after the second course of omalizumab was 93.5% (=29/31). Of 64 

these, 16 patients (55%) had an increase in symptom scores, which returned to baseline values 65 

within 5–16 weeks since their last omalizumab injection in the second treatment course (Figure 1). 66 

All these patients started on new 24-month course of omalizumab treatment; 15/16 (93.8%) 67 

achieved complete remission of symptoms. At the last follow-up, ≥8 weeks since the administration 68 

of the last dose of omalizumab, 11/15 of these patients (68.7%) had experienced relapse or CSU. 69 

The mean time to achieve complete therapy response was 4.9 weeks in the first treatment course, 70 

3.8 weeks in the second course, and 1.8 weeks in the third, with a statistically significant difference 71 
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between time to complete response with the first and third course (p=0.018). All three omalizumab 72 

treatment courses were very well tolerated. 73 

Since more of than 90% patients experienced disease relapse after discontinuation of omalizumab3, 74 

and considering omalizumab is a very expensive drug, it is rather important to know whether and 75 

when these patients can interrupt this medication or whether they have to be retreated in case of 76 

recurrence of symptoms after discontinuation of therapy. 77 

Despite a relatively small sample size, to the best of our knowledge, this is the first real-life study 78 

reporting high safety and efficacy of omalizumab in two subsequent retreatments of relapsed 79 

patients indicating that those who achieve a complete response to a first treatment course with 80 

omalizumab may have a complete response to subsequent treatment cycles. In two previous 81 

studies3,4 only one retreatment course was given. In our study, a third treatment course was given to 82 

some patients and we found that the response to omalizumab was faster as the number of 83 

retreatments increased.  84 

  85 
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Figure legend 105 

 106 

Figure 1. Patients who experienced relapse of disease with an intensity of symptoms similar to the 107 

pre-treatment period 108 

 109 

 110 

111 
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Table I.  Patient demographic and clinical characteristics at baseline 112 

 Patients (n=31) 

Age, y 48.1±13.4 

Female, n (%) 22 (71) 

Duration of CSU, months 17.1±10.2 

History of angioedema, n (%) 21 (67.7) 

CSU medication history, n (%)  

H1 antihistamines at the licensed dosage 31 (100) 

H1 antihistamines at high dosage 11 (35.5) 

Leukotriene receptor antagonists  2 (6.5) 

Systemic corticosteroids  12 (38.7) 

Cyclosporine  1 (3.2) 

Total IgE level, KUA/L  

Mean ± SD 131.8±106.6 

Median (range) 100 (5-391.2) 

Positive thyroid autoantibody test result, n (%) 6 (25.0) 

Positive ASST, n (%) 14 (45.2) 

In clinic UAS1 4.8±0.9 

UAS72 23.5±5.7 

Weekly ISS2 13 ±4.3 

Weekly no. of hive score2 10.4±4.2 

Presence of angioedema at baseline2, n (%) 4 (12.9) 

Values are mean ± standard deviation, or number of patients (%), unless otherwise stated.  113 

Abbreviations: ASST: autologous serum skin test; CSU: chronic spontaneous urticaria; ISS: itch 114 

severity score; SD, standard deviation; UAS: urticaria activity score. 115 
1Defined as the highest value from the day -14 visit, day -7 visit, and day 1 visit. 116 
2Based on data collected in a patient daily diary in the 7 days before the first treatment date.  117 
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