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INTRODUCTION

Diabetic foot ulcers (DFUs) are among the most serious and challenging complications of diabetes, contributing to
morbidity, diminished quality of life, and increased healthcare utilization. Despite advances in wound management, a
substantial proportion of DFUs fail to heal with standard of care (SOC) alone, underscoring the need for adjuncts that
can improve wound closure outcomes while remaining cost-effective.

METHODS

This multicenter, randomized controlled trial evaluated the effectiveness of adding single-layer amniotic membrane*
(SLAM) to SOC for the treatment of chronic, nonhealing DFUs. The primary endpoint was complete wound closure
within a 12-week treatment period. Closure was defined as full re-epithelialization without drainage confirmed at two
consecutive weekly visits and adjudicated by an independent blinded review committee. Secondary assessments
included weekly measurements of percent area reduction (PAR) from Treatment Visit 1 (TV-1) through Treatment Visit
13 (TV-13), determined using digital planimetry and clinical evaluation.

RESULTS

A total of 222 subjects with Wagner grade 1 or 2 DFUs were randomized (SLAM plus SOC, n=113; SOC alone, n=109).
Within the Intent-to-Treat (ITT) population, complete wound closure occurred in 30.9% of patients treated with SLAM
plus SOC compared with 17.5% of those receiving SOC alone (absolute difference 13.4%; 95% Cl, 1.9%-24.5%; p=0.023).
Analysis of PAR demonstrated greater wound-size reduction in the SLAM plus SOC group throughout the study. Median
PAR values were 55.1% versus 36.4% in the ITT cohort for SLAM plus SOC and SOC alone, respectively.
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DISCUSSION

Interim results suggest that the application of SLAM alongside SOC may enhance wound closure in patients with chronic
DFUs. The observed improvements in both complete closure rates and PAR support the potential clinical value of this
approach and the continued evaluation of this treatment strategy for chronic DFUs.
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