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To the Editor:

The efficacy and safety of omalizumab for the adjive treatment of chronic spontaneous urticaria
(CSU) is well documentetf However, many patients experience disease flaseaipvariable
intervals after the last omalizumab dose and ap@igp management of these patients remains
unclear.

Our retrospective study included 31 patients wefractory CSU (Table 1) who had achieved a
complete response to a first course of omalizurhab>00% improvement in symptonfgnd then
received omalizumab retreatment after disease gelap third treatment course was administered
to 16 patients who had a complete response toett@nd round of omalizumab. All patients were
treated between September 2015 and July 2017. Tl protocol was approved by the ethics
committee of Bari University Hospital; informed s@mt was obtained from all participants.

Based on local labeling informatiyrsubcutaneous omalizumab 300 mg was given evergeks

for 24 weeks (first treatment course) and was adtered again (second and third treatment
course) at least 8 weeks after the end of the pusvcourse, to the patients with a UAS7 score
similar to that in the pre-treatment stage.

After the first treatment course, all patients otdd a complete response and experienced a relapse
of disease with an intensity of symptoms similathe pre-treatment period within 5 to 20 weeks
since their last omalizumab injection (Figure 1).

The rate of complete response after the secondseanfr omalizumab was 93.5% (=29/31). Of
these, 16 patients (55%) had an increase in symgtores, which returned to baseline values
within 5-16 weeks since their last omalizumab igetin the second treatment course (Figure 1).
All these patients started on new 24-month course@malizumab treatment; 15/16 (93.8%)
achieved complete remission of symptoms. At theftdew-up, >8 weeks since the administration
of the last dose of omalizumab, 11/15 of theseep&i (68.7%) had experienced relapse or CSU.
The mean time to achieve complete therapy respaase4.9 weeks in the first treatment course,

3.8 weeks in the second course, and 1.8 week®ithitd, with a statistically significant differemc
3
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between time to complete response with the firgttaird course (p=0.018). All three omalizumab
treatment courses were very well tolerated.

Since more of than 90% patients experienced disedeese after discontinuation of omalizuhab
and considering omalizumab is a very expensive,dtug rather important to know whether and
when these patients can interrupt this medicatiowtwether they have to be retreated in case of
recurrence of symptoms after discontinuation ofapg.

Despite a relatively small sample size, to the béstur knowledge, this is the first real-life syud
reporting high safety and efficacy of omalizumabtiwo subsequent retreatments of relapsed
patients indicating that those who achieve a coteplesponse to a first treatment course with
omalizumab may have a complete response to subdedgwatment cycles. In two previous
studied” only one retreatment course was given. In ounystadhird treatment course was given to
some patients and we found that the response tdizumeab was faster as the number of

retreatments increased.
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Figurelegend

Figure 1. Patients who experienced relapse of disease withtensity of symptoms similar to the

pre-treatment period
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Tablel. Patient demographic and clinical characteristidsageline

Patients (n=31)

Age, y 48.1+x13.4
Female, n (%) 22 (71)

Duration of CSU, months 17.1+£10.2
History of angioedema, n (%) 21 (67.7)

CSU medication history, n (%)

H; antihistamines at the licensed dosage 31 (100)
H, 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 UAS! 4.80.9
UAS7 23.545.7
Weekly 1SS 13 +4.3
Weekly no. of hive scofe 10.4+4.2
Presence of angioedema at basé|ind%) 4(12.9)

Values are mea# standard deviation, or number of patients (%)essotherwise stated.
Abbreviations: ASST: autologous serum skin testJC8hronic spontaneous urticaria; ISS: itch
severity score; SD, standard deviation; UAS: urigcactivity score.

Defined as the highest value from the day -14 My -7 visit, and day 1 visit.

’Based on data collected in a patient daily diaha7 days before the first treatment date.
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