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Study Overview

• In two randomized trials, weekly subcutaneous dupilumab, which blocks 
interleukin-4 and interleukin-13 signaling, improved histologic outcomes 
and alleviated symptoms of eosinophilic esophagitis.
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   Download a PDF of the Research Summary.



Phase 3 Trial Design.
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Figure 1 Phase 3 Trial Design. The patients who received 300 mg of dupilumab every 2 weeks in Parts B and C also received placebo every 2 weeks, alternating with dupilumab, for regimen-blinding purposes. Enrollment in Part B began immediately after the last patient was enrolled in Part A; patients who were enrolled in Part A were not eligible for Part B. The patients entered a 12-week follow-up period at the end of Part C or immediately after Part A or B if they were ineligible for Part C. Part C involving the eligible patients from Part B is currently ongoing. In Part A, the assigned trial regimen was extended in four patients who could not attend the week 24 appointment because of restrictions related to coronavirus disease 2019 (three who were receiving weekly dupilumab and one who was receiving placebo). These four patients continued their assigned Part A trial regimen after the 24-week treatment period, until the time that the week-24 endoscopy visits could be performed; therefore, entry into Part C was delayed for these patients.



Histologic Remission at Weeks 24 and 52.
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Figure 2 Histologic Remission at Weeks 24 and 52. Shown are the percentages of patients with histologic remission at week 24 in Parts A and B of the trial (Panel A) and at week 52 in the Part A–C group, which comprised the eligible patients from Part A who continued the trial in Part C (Panel B). Histologic remission was defined as a peak esophageal intraepithelial eosinophil count of six or fewer eosinophils per high-power field. In Part C, placebo–dupilumab indicates the patients who received placebo in Part A and weekly dupilumab in Part C, and dupilumab–dupilumab indicates the patients who received dupilumab weekly in Parts A and C. The 95% confidence intervals (indicated by 𝙸 bars) were calculated with the use of Rubin’s method in Parts A and B of the trial and with the use of exact binomial distribution in Part C.



Change in DSQ Score at Weeks 24 and 52.
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Figure 3 Change in DSQ Score at Weeks 24 and 52. Shown are the least-squares (LS) mean changes from baseline in the Dysphagia Symptom Questionnaire (DSQ) score at week 24 in Parts A and B of the trial (Panel A) and the mean changes in the DSQ score at week 52 in the Part A–C group, which comprised the eligible patients in Part A who continued the trial in Part C (Panel B). Scores on the DSQ range from 0 to 84, with higher values indicating more frequent or more severe dysphagia. In Part C, placebo–dupilumab indicates the patients who received placebo in Part A and weekly dupilumab in Part C, and dupilumab–dupilumab indicates the patients who received dupilumab weekly in Parts A and C. 𝙸 bars indicate 95% confidence intervals, which were calculated with the use of Rubin’s method for the least-squares mean changes in Parts A and B and with the use of normal approximation for the mean changes in Part C.



Change in DSQ Score over Time.
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Figure 4 Change in DSQ Score over Time. Shown are the LS mean changes from baseline in the DSQ score over time in Part A (Panel A) and Part B (Panel B) of the trial and the mean changes from baseline in the DSQ score over time in the Part A–C group, which comprised the eligible patients from Part A who continued the trial in Part C (Panel C). In Part C, baseline was week 0 in Part A. Placebo–dupilumab indicates the patients who received placebo in Part A and weekly dupilumab in Part C, and dupilumab–dupilumab indicates the patients who received dupilumab weekly in Parts A and C. 𝙸 bars indicate 95% confidence intervals, which were calculated with the use of Rubin’s method for the LS mean changes in Parts A and B and with the use of normal approximation for the mean changes in Part C.



Selected Demographic and Clinical Characteristics of the Patients at Baseline (Full Analysis 
Set).
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Table 1 Selected Demographic and Clinical Characteristics of the Patients at Baseline (Full Analysis Set).



Incidence of Adverse Events during the Treatment Period (Safety Analysis Set).

Dellon ES et al. N Engl J Med2022;387:2317-2330

Presenter Notes
Presentation Notes
Table 2 Incidence of Adverse Events during the Treatment Period (Safety Analysis Set).



Conclusions

• Among patients with eosinophilic esophagitis, subcutaneous dupilumab 
administered weekly improved histologic outcomes and alleviated 
symptoms of the disease.
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