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Rapid dose escalation with monomeric tree pollen allergoid drops is well tolerated in
patients with allergic rhinoconjunctivitis and points towards clinical effects
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Methods

A randomized, double-blind, placebo-controlled trial Results
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Results
Of the 21 patients, 6 were allocated to the placebo and 15 to the actively treated group. Over 90% of the patients (6 placebo and 13 actively treated patients) completed the trial (median treatment duration:
68 days). Overall, no fatality, no severe nor serious ADRs occurred during the trial. No epinephrine was used. The intended cumulative dose of 3,302,00 UA + 30% was received by more than 85% of the
actively treated patients. During treatment, one patient experienced systemic allergic ADRs (grade |, mild rhinitis) and was withdrawn from the trial. No systemic ADR grade Il or higher occurred. Solicited
and unsolicited ADRs occurred in 1.1% of all doses (920 doses in total) and only during updosing. Their severity was mild and no dose adjustment was necessary. No ADR occurred during the maintenance
phase from V4 to V6. One patient discontinued the trial because of unrelated worsening of seasonal allergic symptoms, because of increased pollen flight at the onset of the season.
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Results
Immunologic parameters

Birch pollen specific IgE (sIgE, left) and
IgG4 (sigG4, right) at V1 and V6
in the placebo group, sigE was
elevated by 17% at V6 compared to
gmo08y V1. In the actively treated group, sigE
showed a 1.7-fold increase (p=0.001)
from V1 to V6. At V6, sigE of actively
treated patients was 1.7-fold higher
than in placebo patients (p=0.032).
slgG4 increased 1.4-fold and 1.7-fold
in the placebo and the actively treated,
group, respectively.
Data is expressed as mean + SD.
p<0.05 was considered as being

Tree posen drops. significant
5 Ve kU: kilo Units; L: Litre; mg: milligram
Conclusion

This early phase clinical dose escalation
study has successfully demonstrated the
safety and the feasibility of this high dose
concept of sublingual allergen immuno-
therapy with the carbamylated allergoid.



