
VENOUS LEG ULCERSLEVEL I EVIDENCE      EPIFIX PUBLISHED STUDY

EPIFIX® DEMONSTRATES  
SUPERIOR VENOUS LEG ULCER 
(VLU) HEALING RATES vs. SOC
In a published Level I multicenter Randomized Control Trial (RCT) examining the 
efficacy of EpiFix* in conjunction with Standard of Care (SOC**) for the treatment of  
VLUs, it was reported that EpiFix demonstrates higher healing rates compared  
to SOC alone.

LEVEL I EVIDENCE:

• This is the first Level I study
published on the use of placental-
based allografts for the treatment
of VLUs to demonstrate clinical
superiority over SOC and multilayer
compression therapy.

• EpiFix showed healing rates of 60% at
12 weeks and 71% at 16 weeks
compared to healing rates of 35% at 12
weeks and 44% at 16 weeks in patients
treated with SOC alone (PP group).

• When ITT and PP analyses lead to
similar conclusions, confidence in the
trial results is increased.
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In both the ITT and PP groups, rates of complete healing 
at 12 weeks were significantly greater in subjects  

receiving EpiFix vs. SOC alone

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

12 Weeks 12 Weeks 16 Weeks16 Weeks

*EpiFix plus SOC without alginate dressing
**SOC = weekly sharp debridement, alginate  
dressing, primary wound contact layer, non-adhesive  
hydropolymer dressing and multi-layer compression 
bandages
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These data provide clinicians and health policy makers an additional level of 
assurance regarding the use of EpiFix vs. SOC alone.
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Conclusions:

Objective To evaluate the efficacy of EpiFix as an adjunct to multilayer compression therapy for the treatment of  
non-healing full-thickness VLUs 

Subjects  128 subjects were enrolled in the Intent-to-Treat Cohort. Subjects randomized 1:1 in treatment arms
109 subjects met the inclusion/exclusion criteria (Per-Protocol Cohort)

Treatment Groups   Treatment: EpiFix plus SOC without alginate dressing 
Control: SOC = weekly sharp debridement, alginate dressing, primary wound contact layer, non-adhesive  
hydropolymer dressing and multi-layer compression bandages

Study Endpoint   Proportion of subjects with complete wound closure at 12 and 16 weeks

Results1,2: • 109 subjects met the inclusion/exclusion criteria (Per-Protocol Criteria): 
–  52 EpiFix and 57 received SOC

• Complete Wound Healing Rates at 12 weeks 
–  EpiFix plus SOC 

PP = 60%, ITT = 50%
–  Standard of Care 

PP = 35%, ITT = 31%

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

Dehydrated human amnion/chorion  
membrane allograft

•  Our results show that when study data were analyzed using either ITT or PP techniques, VLU treatment with 
EpiFix in addition to multilayer compression therapy, produced more rapid and complete healing than 
treatment with standard moist dressings and multilayer compression therapy alone. 

•  These outcomes lend to the external validity and generalization of study results, given the broad inclusion 
criteria, which allowed for enrollment of subjects with frequently observed co-morbidities.

• EpiFix demonstrated an improved trajectory to wound closure in chronic VLUs that had not reduced in size 
during the screening phase by at least 25% after 2 weeks of SOC.

• Complete Wound Healing Rates at 16 weeks 
–  EpiFix plus SOC 

PP = 71%, ITT = 59%
–  Standard of Care 

PP = 44%, ITT = 39%


