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Introduction

In northern and central Europe, birch pollen and
other birch homologous species are one of the
most common causes of allergic rhinitis and/or
conjunctivitis (ARC).1.23

The SQ tree sublingual immunotherapy (SLIT)-
tablet s an allergy immunotherapy (AIT)
authorised for treatment of moderate-to-severe
ARC Induced Dby tree pollen of the birch
nomologous group in adults.?

n two phase lll clinical trials, treatment-related
adverse events most frequently reported were
mild-to-moderate oral pruritus and throat irritation
as local reactions related to the sublingual
administration.>®

Objectives

The aim of this study was to conduct a post-
authorisation safety study across Europe to
Investigate the real-world safety and tolerability of
the SQ tree SLIT-tablet during the first 4-6 months
of routine treatment.

Methods

A prospective, non-interventional, multicenter,
open-label, multinational post-authorisation safety
study was conducted in outpatient centers across
6 European countries (Denmark, Germany,
Finland, The Netherlands, Norway, and Sweden)
between March 2020 and June 2022.

Eligible patients were adults (ageo
with moderate-to-severe birch pollen-induced
ARC and diagnosed by clinical history and a
positive test for sensitisation to tree pollen
allergens (skin prick test and/or specific
Immunoglobulin E (IgE)) and  without
contraindications to treatment with the SQ tree
SLIT-tablet according to the Summary of Product
Characteristics (SmPC).4

18-65 years)

Data were collected in an electronic case report
form (eCRF) at treatment initiation and during up
to 3 follow-up visits in an interval of 1-3 months on
medical history, allergy symptoms, concomitant
medication, and adverse events (AEs)/adverse
drug reactions (ADRS).

AEsS/ADRs were categorised by seriousness,
severity (mild, moderate, severe), and causality
(possibly related, unlikely). ADRs were further
classified into local, non-local, and systemic
(potential anaphylactic reactions).

Patients were stratified by clinical manifestations:
ARC, ARC + allergic asthma (AA), ARC + pollen
food syndrome (PFS), ARC+AA+PFS, ARC +
atopic dermatitis (AD) (zAAXPFS).

AEs and ADRs were coded according to the
Medical Dictionary for Regulatory Activities
(MedDRA, version 22.0 or higher) as System
Organ Classes (SOCs) and Preferred Terms
(PTs).

Data were summarised by descriptive statistics.
No formal sample size calculation and statistical
tests were performed.

Frequencies of ADRs were compared with those
listed in the SmPC.

The study was registered in the European Union
Electronic Register of Post-authorisation Studies
(EUPAS31470), approved by national authorities
according to country-specific laws, and reviewed
by responsible national ethics committees. The
patients' written informed consent was obtained.
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« Data from 1,069 adult patients with moderate-to-severe ARC induced by tree pollen of the birch
homologous group from 112 sites in 6 countries (The Netherlands: 46 sites, Germany:. 35, Denmark: 11,
Norway: 11, Sweden: 7, Finland: 2) were analysed (treatment initiation at visit 1). 1,021 patients completed
follow-up visit 2, 948 patients visit 3, and 816 patients visit 4.

« 10 to 20 patients per site were included (Germany: 409, The Netherlands: 312, Norway: 144, Sweden: 113,
Denmark: 78, Finland: 13). Mean age was 37.5 years (median: 36) and 53.7% of patients were female.

« Mean duration of treatment with SQ tree SLIT-tablet during the entire study period was 5.4 months.

« Patients were stratified into 5 subgroups according to clinical manifestations: ARC only in 31.1% of patients,
ARC+PFS in 23.3%, ARC+AA+PFS in 18.7%, ARC+AD (xAAxPFS) in 14.3%, and ARC+AA in 12.6%.

* At baseline (last season), moderate to severe nasal symptoms were reported in 95.5% of patients, eye
symptoms in 77.9%, bronchial symptoms in 25.6%, and skin symptoms in 8.8%.

Figure 1. Change in symptoms at last visit vs. baseline
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* Overall, AEs were reported in 46.7% of patients (ADRs: 45.9%) at first administration, and in 61.7% (57.7%)
during the entire course of treatment.

» Severity of all ADRs was mild in 50.2% of patients, moderate in 19.8%, and severe in 4.7%; 0.7% of ADRS
were classified as serious (dyspnoea in 3 cases, angioedema, worsening of asthma, constipation, and
moderate oral mucosal swelling in one case each).

« Patients with ARC+PFS were most frequently affected by AES/ADRs followed by patients with
ARC+AA+PFS, and patients with ARC+ADzAA+PFS (Figure 2).

Figure 2. AEs stratified by clinical manifestations
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* Tolerabllity was rated as ‘very good’ or ‘good’ by the physicians in 85.6% of patients.

« At the end of the study, treatment was continued by 83.8% of patients.

Conclusions

* The large sample size of >1,000 patients in this NIS PASS provides a representative picture of the safety
and tolerability during initiation and early treatment with the SQ tree SLIT-tablet.

 The SQ tree SLIT-tablet was found to be safe and well tolerated in real-life with no new safety risks
identified.
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