Use of an Aseptically Processed Dehydrated Human Amnion and Chorion Membrane* Improves Likelihood and Rate of Healing

in Chronic Diabetic Foot Ulcers: A Prospective, Randomised, Multi-Centre Clinical Trial in Eighty Patients
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Allogeneic grafts derved from ammuonchonon are known 1o be efficacious in healing chronic diabetic foot
uicerations (DFUs). Aseptically processed grafts may have a benefit over those that are terminally stenlized
The goal of this study and final cohort analysis of 80 patients was to compare asaphcally processed dehydra-

ted human amnion and chonon allogralt (JHACA) versus standard of care (SOC) in faciating wound closure
in non-heaiing DFUs

Patients with DFUs treated with SOC (of-oading. appropriate debrnidement, and moaist wound care) after a
2-week screening penod were randomized 1o either SOC or wound-sze-specific JHACA apphed weekly for
up 10 12 weeks plus SOC Primary endpont was the percantage of wounds healed at 6 weeks between
groups

Al 6 weeks, 68% (27/40) of the dHACA-treated DFUs healed compared with 20% (8/40) treated with SOC
alonedp=1 9x10") Furthermare, at 12 weeks, 85% (34/40) of the DFUs in the dHACA group healed compared
with 33% (1340) n the SOC group(p=8.0x10*), with a corresponding mean time to heal of 37 0 and 67.3
days, respectivoly. Al 12 weeks, the mean number of grafts used per healed wound for the dHACA group was
4 (medan 3.5). and mean cost of the tssue 10 heal a DFU was $1771 The mean wastage at 12 weeks was
I53% Three adverse evants and 1 serous adverse event occurred in the SHACA group, none were grafl re-
lated. Exght adverse events and 3 senous adverse event occurred in the SOC group
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Table 1: Inclusion'Exclusion Criteria
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Study groups:

N=40 each for GHACA+SOC ang SOC only
Endpoints:

Prmary Proportion of patients hesled at § weeks
Secondary

Proportion of patients haaled at 12 weeks Time 1o MHeal Wastage Number of Appications. Cost to Closure

Study design:

1 Patents demonstrating < 20% wound area
of ?ve two treatment arms
2mmmwmm
wound measuremant via acetate racing and
Dloyed

Data analysis
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1 AL G weeks 68% (27/40) of GHACA-treated wounds had healec

with SOC onlly (p=0 000019) See Figure 1a
2 Al 12 weeks, 85% (34/40) of AHACA-treated
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RESULTS

Figure 1a Percent of wounds healed by week by
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Figure 2a. Time to closure (days) at 6 weeks and 12 weeks by group. _
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Figure 1. Representative case example of patient healed with dMACA

Patient

Nistory
61 y'o mordudly cese male Dresenting with CVONC Aght plantar forefoct Ukcerabon 35 weak Ulcer history

HEAIC 10 5%, Serum creatirwne 1 Mgt

wounds had healed compared 10 3% (1340) for the wounds treat- T OHACA In conpunction with standard of care results in
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3 Time 1o heal 8t 12 woeks was 37 0 days compared

&7l for SOC 000008) Figure 1
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5 Mean wastage was 35 3%
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