A Comparative Outcomes of a Placenta-Based Tissue Product to Other LCD Covered Cellular and Matrix-Based Products for the Treatment of
Lower Extremity Diabetic Ulcers — A Medicare Real World Evidence Study

Lower extremity diabetic ulcers (LEDUs) are a major cause of morbidity,
amputation, and cost among Medicare beneficiaries, with chronic wound
management exceeding $22 billion annually.! Advanced biologic and matrix-
based therapies, commonly referred to as cellular, acellular, and matrix-like
products (CAMPs), have demonstrated improved outcomes in hard-to-heal
wounds and are central to the future effective skin substitute Medicare Local
Coverage Determinations (LCDs). The objective of this study was to compare
clinical and economic outcomes of Artacent placental allografts (Artacent
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HCPCS Q-code. Table 2 presents pre- and post-matching demographic and
clinical baseline characteristics, confirming balance across all covariates after
matching. Primary outcomes included major and minor amputation rates;
secondary outcomes included inpatient admissions, emergency department
(ED) visits, skilled nursing facility (SNF) admissions, intensive care unit (ICU)
days, and 30-day readmissions. Non-inferiority was assessed using a = 10-
percentage-point absolute margin.

Post-matching, cohorts were balanced with no statistically significant
differences (Table 2). As shown in Figure 2, the Artacent cohort had
numerically lower rates of major (2.7 % vs 3.4 %, p = 0.498) and minor (13.6
% vs 14.8 %; p = 0.561) amputations, meeting the pre-specified non-
inferiority margin. Secondary outcomes also favored Artacent vs. the
comparative LCD-Covered CAMP cohort, including inpatient admissions (485
vs 571 per 1,000 EOCs; p = 0.140), ED visits (535 vs 589; p = 0.384), SNF
admissions (81 vs 89; p = 0.705), and 30-day readmissions (4.5 % vs 5.4 %; p
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All baseline variables were balanced after matching, with no statistically significant differences.
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