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EPICORD® DEMONSTRATES SUPERIOR 
HEALING RATES IN DFUs vs. CONTROL†

The first-ever Level 1 randomized controlled study on a dehydrated human umbilical 
cord allograft reports statistically significant evidence showing both Per-Protocol and 
Intent-to-Treat participants receiving weekly EpiCord® with Standard Care (SC††) is superior 
to Control in healing more diabetic foot ulcers (DFUs). 

Level I Evidence:

• EpiCord patients were significantly   
more likely to completely heal   
compared to control

• Study showed statistically significant 
results when EpiCord was administered 
by a wider variety of clinicians 
at multiple locations to a more 
heterogeneous patient population.

• Kaplan-Meier analysis on the ITT  
population showed subjects treated  
with EpiCord had a superior healing  
trajectory through 12 weeks compared 
to control (p=0.0152). 
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EpiCord Demonstrated Superior Wound 
Healing at 12 Weeks vs. Control

Per-Protocol (PP)
Intent-to-Treat With 

Adequate Debridement 
n=107

Intent-to-Treat (ITT)

†Control = Alginate + Standard Care
††SC = Sharp debridement, a non-adherent silicone dressing, a non-adhesive absorbent hydropolymer secondary dressing, an outer layer of gauze, and offloading. 
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ITT analysis reduces bias that may occur 
when factors such as protocol deviation 
and non-compliance are excluded from 
the analysis. PP data more closely reflect 
expected clinical practice outcomes on 
patients who are compliant with the study 
protocol.

p = 0.0089

p = 0.0013

p < 0.000196%

65%
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Results1:

Objective To determine the safety and effectiveness of EpiCord plus standard care (SC) as compared to Alginate  
 plus SC therapy for the treatment of non-healing diabetic foot ulcers (DFUs)

Subjects  155 subjects were randomized (Intent-to-Treat cohort). Subjects randomized 2:1 in treatment arms. 
 134 subjects followed the protocol with no major deviations (Per-Protocol cohort)

Treatment   Treatment: EpiCord plus SC 
Groups Control: Alginate plus SC  
 SC = Sharp debridement, a non-adherent silicone dressing, a non-adhesive absorbent hydropolymer secondary  
 dressing, an outer layer of gauze, and offloading.

Primary Endpoint   Incidence of complete wound closure assessed over a 12 week period 

•  134 subjects followed the protocol with no major deviations (Per-Protocol cohort) 
 – 86 EpiCord and 48 Control 
•  Healing Rates at 12 weeks: 
 –  EpiCord: 81% of patients who received EpiCord plus SC had complete healing by 12 weeks

 –  Alginate + SC: 54% of patients who received Alginate plus SC had complete healing in 12 weeks

 – 3 blinded adjudicators evaluated debridement thoroughness via pre- & post-debridement wound pictures  
     and determined that 34% of EpiCord wounds and 26% Control wounds were inadequately debrided.

 – When wounds were adequately debrided:
     • 96% of EpiCord treated patients healed
     • 65% of Control patients healed
•  Study Observations: 
 – The reported Alginate + SC healing rates are expected when the subjects are treated weekly over a 12 week  
  period with good wound care practices including adequate debridement, offloading and dressings such as  
     alginates, hydropolymer secondary dressings, etc. 

 –  Patients enrolled into either the EpiCord or Control arms were treated and evaluated weekly regardless of 
  healing  rates. Patients were not exited from the trial early unless it was deemed medically necessary.

EpiCord is processed using the PURION® Plus process, a unique approach  
that provides an easy to use allograft stored at ambient conditions.

Dehydrated human  
umbilical cord allograft

Confirms findings from previous studies that diabetic foot ulcers treated with MiMedx® PURION® processed  
allografts have significantly greater rates of healing and healed more rapidly than wounds treated with SC alone.


