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Purpose: To compare the efficacy and safety of two sesame protein maintenance doses (300 mg vs 1200 mg) in pediatric oral
immunotherapy (OIT) for sesame allergy.

Patients and Methods: In this randomized, single-center, open-label trial (NCT05158413), 26 children aged 4-17 years with
confirmed sesame allergy were allocated 1:1 to receive either 300 mg or 1200 mg sesame protein as maintenance therapy following
dose escalation. Inclusion criteria included positive skin prick test (SPT) and/or elevated sesame-specific IgE (sIgE), as well as clinical
reactivity during oral food challenge (OFC). The primary endpoint was the proportion of patients tolerating 4000 mg of sesame protein
at the end-of-treatment OFC. Secondary outcomes included changes in immunologic markers (SPT wheal size, sIgE, [gG4) and safety.
Results: The rate of negative OFCs in our study (81.8% in the high-dose group and 69.2% in the low-dose group; p = 0.649) was
comparable to outcomes reported in previous sesame OIT trials (19-22), indicating similar efficacy across different maintenance dose
regimens. Both groups showed significant reductions in SPT wheal size and increases in sesame-specific IgG4 (p <0.005), with no
significant changes in sIgE levels. The rate of World Allergy Organization (WAO) grade I adverse events per dose was comparable
between groups (4.74% vs 3.88%, p=0.706), with three WAO grade II events (2 high-dose, 1 low dose) and no grade III or adrenaline-
requiring reactions reported.

Conclusion: This interim analysis, based on a limited sample size, suggests that both low- and high-dose sesame OIT regimens are
consistent with being effective and well tolerated in children, with similar immunologic responses and a favorable safety profile. Given
the pilot nature of the study, the results should be interpreted as preliminary and hypothesis-generating, warranting confirmation in
larger, long-term trials to optimize sesame OIT dosing strategies.
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Introduction
Sesame allergy is a relatively rare food allergy, with an estimated global prevalence of between 0.1% and 0.9%.'°
Despite its low prevalence, sesame avoidance is challenging because of its growing use in foods such as bread, cereals,
and confectionery.”*

Clinical manifestations of sesame allergy vary widely, ranging from mild symptoms, such as oral pruritus and
urticaria, to severe, potentially life-threatening anaphylactic reactions.” In the vast majority of patients, sesame allergy
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is persistent, with spontaneous resolution in only 18-32% of cases.
(SPT) using sesame extract or native products, sesame-specific IgE (sIgE) measurement to both sesame extract and its

major allergenic component Ses i 1, and the basophil activation test (BAT).'*'> The oral food challenge (OFC) remains

: co 16,17
the gold standard for diagnosis.
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Management is primarily based on a strict elimination diet and the provision of emergency adrenaline auto-injectors
in the event of accidental exposure and severe reactions.'® Recently, oral immunotherapy (OIT) has emerged as
a promising therapeutic strategy for food allergies, including sesame allergy. Nachshon et al reported full desensitization
in 88.4% of patients (53/60) following an initial dose escalation up to 4 g of sesame protein, followed by a maintenance
dose of 1.2 g for at least six months, with reactions occurring in 4.7% of hospital and 1.9% of home doses; epinephrine
was required in 16.7% and 8.3% of patients, respectively.'® Chua et al demonstrated 85.7% efficacy (18/21) using a lower
maintenance dose of 200 mg over one year in preschool-aged children, where 67.9% experienced only mild (grade 1-2)
reactions and one case (3.6%) required epinephrine.”’ Salari et al achieved 100% efficacy (11/11) and favorable safety
outcomes using omalizumab-assisted OIT with a 5 g maintenance dose.?' Shah et al described a cohort of 84 patients, 65
of whom reached a 1000 mg maintenance dose.”” Among the 31 participants who underwent a final OFC, 30 (96.8%) had
a negative result, and 29 achieved sustained unresponsiveness. Overall, these studies demonstrate high efficacy and
suggest that sesame OIT has a favorable safety profile, with most reactions being mild to moderate and severe events,
including anaphylaxis, occurring rarely.

In the pilot study described here, we implemented an OIT protocol using two different maintenance doses (300 and
1200 mg) of sesame protein to compare the efficacy and safety of both regimens. We hypothesized that the lower dose
would be associated with fewer adverse events, lower dropout rates, and improved treatment adherence, while main-
taining comparable efficacy. This paper presents an interim analysis of our findings. An interim analysis was conducted
after approximately 50% of the planned sample had been enrolled and completed the treatment phase, with the primary
objective of assessing whether the predefined pilot sample size was adequate to detect meaningful trends in efficacy and
safety outcomes. This paper presents the results of that interim analysis.

Materials and Methods

Patients
This prospective randomized, single-center, two-armed, open-label interventional trial study with an allocation ratio of
1:1 was performed on 26 patients with allergy to sesame (NCT05158413). These patients were recruited among patients
of the Pediatric Hospital of the Medical University of Warsaw, Poland, from January 2022 to April 2024. Inclusion
criteria included age 4-17 years, confirmed sesame allergy based on a positive SPT (wheal >3 mm) and/or sIgE
>0.35 kUA/L, clinical reaction to sesame during an open OFC, signed informed consent (by parent/guardian and patients
>16 years), and willingness of both patient and caregivers to comply with study procedures. Exclusion criteria included
common comorbidities that could affect safety or efficacy, including severe or uncontrolled asthma, ongoing immu-
notherapy, chronic diseases requiring continuous treatment, and recent steroid or biologic therapy, as well as pregnancy
and lack of consent or cooperation.

The study protocol was approved by the Ethics Committee of the Medical University of Warsaw (approval
number: KB/147/2021). Informed consent was obtained from all participants or their legal representatives. The study
complies with the Declaration of Helsinki.

Randomization

Participants were randomized 1:1 to high-dose (1200 mg) or low-dose (300 mg) groups using permuted block randomi-
zation with random block sizes, generated independently in R (randomizeR v.2.0.0). Allocation codes were sealed in
numbered envelopes and revealed sequentially upon patient enrollment.

Study Design
In the first step of the study, a complete medical history was obtained from each patient. At the baseline and the end of
the study, an SPT, blood analysis, and OFC were performed.

An SPT with native sesame (raw sesame-paste tahini, a commercial product containing 200 mg protein/g; Quality
Food Tahini Premium) was performed on the volar surface of the forearm. Histamine (1 mg/mL; Diater, Spain) and saline
(0.9% NaCl) were used as positive and negative controls, respectively. The blood sample was analyzed for sIgE and 1gG4
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levels (ImmunoCAP). Each patient underwent an open OFC with sesame protein using the PRACTALL stopping
criteria.”® On day 1, sesame protein was administered in incremental doses at 30-minute intervals (1.7 mg, 3 mg,
30 mg, 300 mg, 1000 mg, and 3000 mg); on day 2, a single 4000 mg dose was given. Patients who tolerated the full
4000 mg dose on day 2 were considered to have a negative OFC result and were not eligible for inclusion in the oral
immunotherapy (OIT) protocol. These patients were advised to freely include sesame in their diet. The source of sesame
protein was tahini, as a recent study showed that tahini can be more allergenic than sesame.'” The tahini dose at which
predefined stopping criteria were met was defined as the eliciting dose.

OIT consisted of two phases: a build-up phase and a maintenance phase. The selection of the initial oral food
challenge dose was based on the individual’s eliciting dose of sesame protein. For eliciting doses of 1.7 mg, 3 mg, 30 mg,
100 mg, 300 mg, 1000 mg, and 3000 mg, the corresponding initial OIT doses were 0.5 mg, 1.7 mg, 3 mg, 12 mg, 40 mg,
120 mg, and 300 mg, respectively. During the build-up phase, sesame protein doses were increased sequentially, typically
following the progression: 0.5 mg, 1.7 mg, 3 mg, 6 mg, 12 mg, 20 mg, 40 mg, 80 mg, 120 mg, 160 mg, 200 mg, 240 mg,
300 mg, 600 mg, 900 mg and 1200 mg. Each dose was maintained for two weeks prior to escalation. Some patients
completed the build-up phase at a target dose of 300 mg, while others continued dose escalation to 1200 mg, depending
on protocol assignment. All patients who remained in the study successfully reached their planned maintenance dose.

The first and escalating doses were administered under medical supervision. After 2 hours of observation, if the
patient tolerated the dose, they were instructed to consume this dose daily at home. During each build-up phase visit,
assessments of coexisting chronic condition control and a review of daily symptoms were performed. After achieving
tolerance of the maximal dose (depending on the assigned group), immunotherapy was continued daily for 3 months at
a maintenance dose of 300 mg or 1200 mg of sesame protein, according to randomization. At the end of OIT, the final
OFC and evaluation of the desensitization to sesame protein were performed. Confirmation of the total desensitization to
sesame was the tolerance of a single dose of 4000 mg sesame protein.

Statistical Analysis

All statistical analyses were conducted using R software (R Core Team, 2024) and related packages, including dplyr,
tidyr, purrr, stringr, car, epitools, and ggplot2.>*° Continuous variables are summarized as either the mean with standard
deviation (SD) for normally distributed data or as the median and interquartile range (IQR) for variables not following
a normal distribution. Distribution normality was assessed using the Shapiro—Wilk test and supported by examination of
skewness and kurtosis values. Levene’s test was used to assess the equality of variances where applicable. To compare
differences between independent groups, Student’s #-test or the Mann—Whitney U-test were employed, depending on data
distribution. Categorical variables were analyzed using Pearson’s chi-square test or Fisher’s exact test, as appropriate. For
paired comparisons, either a paired z-test or a Wilcoxon test was applied, based on the distribution of differences. All
statistical tests were two-tailed, with results considered significant at p-values below 0.05.

Results
Study Group Characteristics

Patient characteristics are shown in Table 1. Study participants were mainly male (80.0%). The median age of the total
group was 5.63 years. Groups treated with high and low doses did not differ in terms of sex structure or age (»p > 0.999
and p = 0.880, respectively). Atopic dermatitis and allergic rhinitis were reported for more than half of the participants
(57.7% and 80.8%, respectively), and 30.8% of the participants had asthma. Food allergies other than sesame were
confirmed for 88.5% of the study group, and sesame-related reactions were reported by 50.0% of the study participants.
The median initial protein dose was 3 mg in both groups (p = 0.417). No significant differences were found between the
study groups in terms of allergy-related characteristics.

Treatment Outcomes Between Study Groups
Table 2 shows the clinical and immunological outcomes at the end of the treatment. The proportion of negative OFCs at
the end of the treatment was 81.8% (9/11) in the high-dose group and 69.2% (9/13) in the low-dose group, which was not
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Table | Study Group Baseline Characteristics

Variable Total Group High-Dose Low-Dose Group MD or RR p-value

(n=26) Group (n=13) (95% CI)

(n=13)

Female, n (%) 5(19.2) 2 (154) 3(23.1) - >0.999
Male, n (%) 21 (80.8) Il (84.6) 10 (76.9)
Age, years, median (IQR) 5.63 (4.76-841) 5.56 (4.75-9.17) 5.70 (4.76-8.33) —0.14 (-1.54-2.26) 0.880
Atopic dermatitis, n (%) 15 (57.7) 10 (76.9) 5 (38.5) 2.00 (0.95-4.23) 0.112
Allergic rhinitis, n (%) 21 (80.8) Il (84.6) 10 (76.9) 1.10 (0.75-1.60) >0.999
Asthma, n (%) 8 (30.8) 4 (30.8) 4 (30.8) - >0.999
Food allergies (other than sesame), n (%) 23 (88.5) 10 (76.9) 13 (100.0) 0.77 (0.57-1.04) 0.220
Reported sesame-related reactions, n (%) 13 (50.0) 8 (61.5) 5(385) 1.60 (0.71-3.60) 0.433
Initial protein dose (mg), median (IQR) 3.00 (1.70-12.00) 3.00 (1.70-12.00) 3.00 (3.00-12.00) 0.00 (—10.30-1.30) 0.417
Baseline tahini SPT wheal size (mm), 10.00 (8.25-15.00) 9.00 (8.00-15.00) 11.00 (10.00-15.00) | —2.00 (—5.00-5.00) 0.409
median (IQR)
Baseline sIgE (kUA/L), median (IQR) 7.37 (3.02-30.32) 5.85 (2.53-33.20) 8.07 (4.06—26.20) —2.22 (—9.18-15.00) 0.511
Baseline 1gG4 (mgA/L), median (IQR) 1.78 (0.49-2.73) 1.34 (0.49-2.61) 2.00 (0.49-3.10) —0.66 (—1.97-1.23) 0.682

Notes: MD was reported as effect size for continuous variables, RR was reported as effect size of categorical variables. RR not calculated for sex as both sex were reported
and not reported for asthma due to identical proportion in both groups. Groups were compared with the Mann—Whitney U-test (all continuous variables), Pearson’s chi-
square test (atopic dermatitis, reported sesame-related reactions), or Fisher’s exact test (other variables).

Abbreviations: IQR, interquartile range; MD, median difference (high dose vs low dose); RR, relative risk (high dose vs low dose); Cl, confidence interval.

statistically significantly different between groups (p = 0.649). There were two dropouts in the high-dose group, one due
to uncontrolled asthma and the other due to chronic otitis media with effusion, which worsened during OIT. All patients
with positive OFCs at the end of treatment demonstrated an increase in the eliciting dose threshold.

Tahini SPT wheal size, sIgE, and IgG4 at the end of treatment were not significantly different between groups. The
percentage of World Allergy Organization (WAO) grade I adverse effects per dose was 4.74% in the high-dose group and
3.88% in the low-dose group, with no difference between study groups. There were three WAO grade II adverse events:
two occurred in a single patient from the high-dose group, and one occurred in a patient from the low-dose group. No
adverse effects of WAO grade III or more were observed, and no adrenaline administration was needed. The most
frequently reported adverse events were oral itching and mild rash (Table 3). Patients recorded all events in diaries,
marking predefined symptoms or describing others in their own words, ensuring complete data capture.

The study groups differed regarding OIT duration, with longer OIT observed in the high-dose group (MD = 60.74;
95% confidence interval (CI): 6.07-115.41; p = 0.031). A significant difference was also observed in terms of the number
of visits: five more visits were reported in the high-dose group compared to the low-dose group (MD = 4.77; 95% CI.:
1.59-7.95; p = 0.005).

Treatment Outcomes Before and After Treatment

Table 4 and Figure 1 show the immunological changes observed after treatment. Tahini SPT wheal size decreased
significantly after the treatment in the high-dose group (MD = —4.00; 95% CI: —14.00—2.50); p = 0.004) and in the low-
dose group (MD = —6.08; 95% CI: —8.66—3.50; p < 0.001). IgG4 increased significantly after the treatment in both the
high-dose group (MD = 8.06; 95% CI: 4.06-145.82; p = 0.001) and the low-dose group (MD = 1.61; 95% CI:
1.04-10.16; p = 0.002). Specific IgE levels decreased in the high-dose group and increased in the low-dose group, but
these changes were not statistically significant (p =0.765 and p =0.588, respectively).
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Table 2 Treatment Outcomes Between Study Groups

Variable Total Group High-Dose Group Low-Dose Group MD or RR (95% p-value
(n =24) (n=11) (n=13) Cl)

OIT duration (days), mean + SD 285.92 + 70.12 318.82 + 56.51 258.08 + 70.21 60.74 (6.07-115.41) 0.031
No of visits, mean * SD 12.58 + 4.58 1527 + 3.47 1031 + 4.23 4.97 (1.65-8.28) 0.005
Tahini SPT wheal size at the end of treatment (mm), mean + SD 533 +2.88 455 + 3.14 6.00 + 2.58 —1.45 (—3.88-0.97) 0.226
Delta, median (IQR) —5.00 (—10.00—2.75) —5.00 (—10.00—2.00) —5.00 (—8.00—3.00) 0.00 (—5.00-4.00) >0.999
slgE at the end of treatment (kUA/L), median (IQR) 8.27 (3.49-14.83) 451 (2.37-14.80) 9.18 (5.12-13.30) —4.67 (—8.79-3.90) 0.207
Delta, median (IQR) —0.42 (—2.43-2.21) —0.14 (—2.00-1.68) —0.71 (-2.33-2.16) 0.57 (—4.23-6.10) 0.910
1gG4 at the end of treatment (mgA/L), median (IQR) 7.16 (2.60-18.92) 9.40 (4.37-24.25) 3.61 (2.26-14.80) 5.79 (—2.35-16.64) 0.331
Delta, median (IQR) 5.66 (1.39-13.29) 7.79 (2.91-20.33) 2.12 (0.43-9.45) 5.67 (—0.88-15.16) 0.134
Open OFC eliciting dose (mg), median (IQR) 30.00 (3.00-300.00) 30.00 (3.00-35.00) 30.00 (30.00-300.00) 0.00 (—270.00-1.30) 0.275
Adverse effects WAO |, median (IQR) 12.00 (2.75-18.50) 13.00 (3.50-24.00) 10.00 (3.00-17.00) 3.00 (—6.00-15.00) 0.706
Adverse effects WAO | (% of doses), median (IQR) 4.19 (1.22-5.99) 4.74 (0.99-6.91) 3.88 (1.30-5.39) 0.87 (—3.04-3.93) >0.999
Adverse effects WAO |l (% of doses), median (IQR) 0.00 (0.00-0.00) 0.00 (0.00-0.00) 0.00 (0.00-0.00) 0.00 (0.00-0.00) 0.904
Adverse effects WAO Il n (%) 2 (8.3) I (9.1) 1 (7.7) 1.18 (0.08;16.78) >0.999
Adverse effects WAO Il (% of doses), median (IQR) 0.00 (0.00-0.00) 0.00 (0.00-0.00) 0.00 (0.00-0.00) - -
Adverse effects WAO Il — positive outcome, n (%) 0 (0.0) 0 (0.0) 0 (0.0) - -
Negative final OFC, n (%) 18 (75.0) 9 (81.8) 9 (69.2) 1.18 (0.75-1.87) 0.649

Notes: MD was reported as effect size for continuous variables, RR was reported as effect size of categorical variables. MD and RR not calculated for adverse effects WAO Il due to no positive cases observed. Delta was calculated as
the difference between measurements at the end of the treatment and at baseline. Groups were compared with Student’s t-test (OIT duration, no of visits, tahini SPT wheal size at the end of the treatment), Mann—Whitney U-test (all
variables unless indicated otherwise), or Fisher’s exact test (positive outcomes of WAO II).

Abbreviations: SD, standard deviation; IQR, interquartile range; MD, mean/median difference (high dose vs low dose); RR, relative risk (high dose vs low dose); Cl, confidence interval.
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Table 3 Frequency of Adverse Events During Hospital, Home Escalation, and Home Maintenance Doses (Only Adverse

Events Actually Observed in Study Participants are Included)

Adverse Event Hospital Doses - Build-Up Home Doses - Build-Up Home Doses -
Phase Phase Maintenance
n=330 n = 5345 n=2104

Oral itching 16 87 7

Skin itching 0 10 10

Mild rash (including perioral) 9 92 2

Mild urticaria (<3 wheals) I 25 2

Urticaria (23 wheals) 5 5 0

Tearing/itching of eyes 0 3 0

Mild sneezing (<10 episodes) 2 37 0

Throat itching/soreness | 73 14

Hoarseness/stridor 0 | 0

Mild nausea/abdominal pain 5 4 0

Vomiting/diarrhea (<2 0 2 0

episodes)

Significant change in mental 0 | 0

status

Table 4 Treatment Outcomes Before and After Treatment

Variable Baseline At the End of the Treatment MD (95% CI) p-value

High-dose group (n = 11)

Tahini SPT wheal size (mm), median (IQR) | 9.00 (7.50-17.50) 5.00 (3.00-5.50) ~4.00 (~14.00—2.50) | 0.004

sIgE, median (IQR) 5.57 (2.18-20.53) 451 (2.37-14.80) ~1.06 (~13.80-2.89) | 0.765

1gG4, median (IQR 1.34 (0.77-2.38 9.40 (4.37-24.25 8.06 (4.06—145.82 0.001
8

Low-dose group (n = 13)

Tahini SPT wheal size (mm), mean *+ SD 12.08 * 4.65 6.00 + 2.58 —6.08 (—8.66—3.50) <0.001

sIgE, median (IQR) 8.07 (4.06-26.20) 9.18 (5.12-13.30) LIl (-8.15-2.16) 0.588

IgG4, median (IQR) 2.00 (0.49-3.10) 3.61 (2.26-14.80) 1.61 (1.04-10.16) 0.002

Notes: Comparisons made with paired t-test (tahini SPT wheal size in the low-dose group) or Wilcoxon test (all other comparisons).
Abbreviations: SD, standard deviation; IQR, interquartile range; MD, mean/median difference (at the end of the treatment vs baseline); Cl, confidence interval.

Discussion

The aim of developing new treatment regimens is to improve efficacy and compliance, and to reduce the adverse effects
of therapy. Trials using low doses of allergens appear to be a new trend in food-specific immunotherapy. The partial
results of our study are consistent with the existing literature on this topic. The rate of negative OFCs in our study (81.8%
in the high-dose group and 69.2% in the low-dose group; p = 0.649) was comparable to outcomes reported in previous

19-22

sesame OIT trials, indicating similar efficacy across different maintenance dose regimens. Both OIT groups showed
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Figure | Change in tahini SPT wheal size and IgG4 between the baseline and the end of the treatment in high- and low-dose study groups (excluding an outlier for IgG4 at the
end of the treatment in the high-dose group, IgG4=292.00 mgAl/l), p values were calculated as paired comparisons between baseline and the measurement at the end of the
treatment.

a significant increase in the threshold compared to baseline. In a study, Upton et al compared the efficacy of low (30 mg)
and high (300 mg) doses of peanut immunotherapy.”' In the study, adverse events were less frequent in the group
receiving a low-maintenance dose. These results are consistent with the safety assessment of immunotherapy for treating
egg and milk allergies.**** Immunologic markers, including reductions in SPT wheal size and increases in sIgG4,
followed similar trends in both arms, these findings align with other food OIT trials showing parallel immunological
effects across dosing regimens.>* Changes in concentrations of specific IgG4 have been assessed during OIT with many
allergens, e.g. cow milk, peanut or eggs. High levels of allergen-specific IgG4 are observed in successful allergen
immunotherapy and are responsible (as one of the immune factors) for achieving tolerance.*” >’

Most AIT studies investigating sIgE have shown an increase in sIgE level in the beginning of therapy, followed by
a decrease during prolonged therapy. Studies on peanuts immunotherapy suggest that the success of treatment depends
not only on sIgE concentration, but also on the IgE peptide repertoire. This repertoire was broad at baseline and tended to
diminish during therapy. Although sIgE levels decreased, some patients developed novel IgE specificities.*® This may be
one reason why there was no decrease in sIgE concentrations in our study. Another possible explanation is the
mechanism whereby IgG4 competes with IgE for allergen binding. The presence of increased food-specific 1gG4
alongside persistent sIgE has led to the concept that IgG4 acts as a “blocking antibody” to counteract the adverse
functions of IgE.*’

From a safety perspective, the absence of any WAO grade III (or higher) reactions and the occurrence of only three
grade II events across both groups, none requiring adrenaline, reflect a favorable tolerability profile. These observations
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are consistent with published literature indicating that most adverse events during OIT are mild to moderate when dose
escalation protocols are carefully supervised.*’

Nevertheless, several methodological limitations hinder the interpretation of our findings. First, the interim analysis
was unplanned and not specified in the original study protocol. Such post hoc evaluations are exploratory in nature and
may increase the risk of type I errors. Second, as a pilot study, a formal sample size calculation was not performed prior
to initiation. At the time of study design, the data supporting the efficacy of sesame immunotherapy were limited;
therefore, sample size calculations for adequate statistical power were not feasible. Consequently, our study may lack
sufficient power to detect true differences between groups, consistent with concerns raised in the pilot and precision-
driven experimental design literature. Third, this study was conducted without blinding because the distinctive taste and
aroma of tahini make effective masking extremely difficult. Fourth, the study did not include a control group, which
limits the ability to distinguish the effects of the intervention from possible spontaneous development of sesame
tolerance, as reported in previous studies. Given the limited sample size of this pilot study, the possibility of missing
rare but severe reactions cannot be excluded, underscoring the need for larger, adequately powered studies to confirm
these findings.

Despite these limitations, our trial provides valuable preliminary insights. It represents one of the first randomized
dual-dose pediatric sesame OIT studies, suggesting comparable trends in efficacy and safety between low- and high-dose
regimens. These findings suggest that a lower maintenance dose may achieve similar clinical benefits while offering
practical advantages in terms of tolerability and patient adherence. This aligns with emerging dose-optimization
strategies seen in other food OIT studies.*!

Further investigations are planned to evaluate long-term outcomes such as sustained unresponsiveness.

Conclusion

This pilot study provides preliminary evidence that both 300 mg and 1200 mg sesame protein maintenance regimens may
be effective and well tolerated in pediatric sesame OIT. Both dosing strategies showed similar trends in immunologic
responses, clinical efficacy, and safety, with the lower dose potentially offering practical advantages in tolerability and
adherence. While these findings are consistent with emerging literature on low-dose approaches in food-specific
immunotherapy, they should be interpreted with caution due to the interim, unblinded, and small-scale nature of the
study, as well as the absence of a control group. Further adequately powered, blinded, and long-term trials are needed to

confirm these observations, optimize dosing strategies, and evaluate sustained unresponsiveness.

Abbreviations
SPT, skin prick test; sIgE, specific immunoglobulin E; BAT, basophil activation test; OFC, oral food challenge; OIT, oral
immunotherapy; WAO, World Allergy Organization.

Data Sharing Statement

Individual participant data that underlie the results reported in this article, after deidentification (text, tables, figure) will
be available beginning 9 months and ending 36 months following article publication. The study protocol will also be
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