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ABSTRACT

Abstract
Background: Diabetic foot ulcers (DFUs) are chronic wounds associated with high morbidity, mortality, and economic 
burden. Current standard of care (SOC) achieves less than optimal healing rates, highlighting the need for novel and cost-
effective therapies. 
Methods: An interim analysis of this multicenter, prospective, randomized controlled modified platform clinical trial 
evaluated the efficacy of multiple cellular, acellular, and matrix-like prod-ucts (CAMPs) with SOC versus SOC alone. The 
primary endpoint was percentage of target ulcers achieving complete wound closure in 12 weeks, defined as 100% re-
epithelialization without drainage for two consecutive weeks, confirmed by blinded independent review. 
Results: In Intent-To-Treat (ITT), the dual layer amnion/chorion membrane allograft (DLACG) with SOC arm achieved a 58.3% 
closure rate versus 13.3% with SOC alone, a 45% absolute gain that was statistically significant (n=12, 95% CI 15.7% to 
68.4%, p=0.001, α=0.05). All other treatment groups were not significant in the ITT population. In Per Protocol (PP), analysis 
of the four-layer amniotic membrane allograft (FLAG) with SOC arm achieved a 63.6% closure rate versus 23.8% with SOC 
alone, a 39.8% absolute gain that was statistically significant (n=11, 95% CI 4.5% to 64.8%, p=0.027, α=0.05). All other 
treatment arms were not significant in PP population. Additionally, the percent area reduction (PAR) from TV-1 to TV-13 
measured weekly with digital photographic planimetry, using an imaging device, and physical examination were analyzed. 
For ITT and PP populations, all treatment arms outperformed SOC on average and median wound‐area reduction. For PP, 
demographic summary statistics were analyzed to de-termine randomized baseline balance across groups, which was 
achieved with no statistically significant differences between groups at the time of interim analysis. 
Conclusion: The interim analysis revealed that the placental membranes products trended to-ward superiority over SOC. 
The statistical significance in the ITT population for DLACG suggests that this product is superior to SOC.
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