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Abstract

Background: Treatment regimens with specific immuno-
therapy include updosing. Due to excellent tolerance of sub-
lingual immunotherapy (SLIT), it was hypothesized that ad-
ministration of once-daily SLIT could be initiated safely
without updosing. The objective was to evaluate tolerability
of SLIT administered once daily without updosing. Methods:
135 patients suffering from allergic rhinitis with/without
asthmawere included in a double-blind, placebo-controlled,
parallel-group study. Patients were randomized into two
groups. Group 1 (n = 69) received active treatment through-
out the study, including 10 days updosing (T1), 20 days main-
tenance treatment (T2), and 2 consecutive months on main-
tenance treatment (T2 and T4). Group 2 (n = 66) obtained
placebo updosing (T1), placebo maintenance (T2), initiated
active treatment (maintenance) at T3, and continued active
treatment until the end of the study (T4). Adverse events
(AEs) were assessed at T1-T4. 66 grass- and 69 mite-allergic
patients were evenly distributed between groups. Results:
229 AEs were reported, 157 AEs were related to treatment.
The most frequently reported AEs (=5% of patients in any

group) related to treatment were oral itching, ocular itching,
thinitis, and sublingual edema. For group 1 at T2, the rate of
all AEs related to treatment per dose administered was
1.79%, and for group 2 at T3 the rate was 1.33% (p = 0.37).
For the most frequently reported AE, oralitching, the rate per
dose administered was 1.01% for group 1 at 72, and 0.74%
forgroup 2 at T3 (p = 0.53). Conclusions: Once daily SLIT was
well tolerated and can be safely initiated without updosing.
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Introduction

During the last years, several clinical studies on sublin-
gual immunotherapy (SLIT) have been performed, and
efficacy of this treatment has been evidenced in patients
with allergic rhinoconjunctivitis in addition to a favorable
safety profile [1]. To achieve a superior effect of a self-ad-
ministered treatment like once-daily SLIT, patient com-
pliance must be high [2], and given that one of the corner-
stones for compliance is convenience [2, 3], it is relevant
to impraove this particular feature of a product, if possible.
Current treatment regimens with specific immunothera-
py including sublingual immunotherapy comprise an up-
dosing phase. Due to the excellent tolerance of SLIT, the
possibility of eliminating the updosing phase has been
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