Use of Dermacell AWM® and Matrion® to Support Treatment
of a Non-Healing Bilateral Heel Wound: A Case Report
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INTRODUCTION

Chronic wounds, such as diabetic foot ulcers (DFUs)
and venous leg ulcers (VLUs), impose substantial
treatment and cost burdens on global healthcare
systems, representing an estimated 1 to 4% of total
healthcare spending in developed countries.? A global
increase in the prevalence of diabetes in recent years
has led to a marked increase in chronic wounds and
their associated social, economic, and physical burdens.?
Annually, more than 9 million people worldwide are
believed to suffer from DFUs, while in the United
States alone, approximately 600,000 people experience
VLUs.2#%5 Patients with such chronic wounds endure pain,
disability, and loss of productivity, and are at increased
risk for depression, social isolation, amputation, and
death.**® Current treatments for diabetic ulcers include
wound dressing, hyperbaric oxygen, negative pressure
therapy, and, in advanced cases, amputation of the
limb.”® However, once amputation occurs, the patient’s
life expectancy significantly decreases.'® As such, it is
imperative to have efficacious treatments for these
pernicious wounds.

More recent advanced treatment options for DFUs
and VLUs involve the use of an acellular dermal matrix
(ADM), which has demonstrated efficacy in a variety
of medical applications, including wound care.'**
These dermal matrices support cellular and vascular
in-growth in vitro and in vivo.'>* One particular
human ADM, Dermacell AWM, is decellularized using
Matracell® technology, resulting in 97% or greater DNA
removal.'” Moreover, Dermacell AWM is provided at
medical device-grade sterility (Sterility Assurance Level
[SAL] 10%), is stored at room temperature, and is ready
to use directly from its packaging.’

In addition to ADMs, over the last two decades,
allografts derived from the placental membrane,
obtained from live births with donor consent, have
emerged as an important treatment option for chronic
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wounds.'® The placenta consists of the amnion and
chorion, the latter of which includes the trophoblast
layer. For ease of cleaning and processing, these layers
are often separated. They may or may not then be
relaminated to produce an allograft that is amnion-only,
amnion-chorion or other amnion-chorion combinations,
such as amnion-chorion-amnion. This method of
processing can adversely impact the abundance of native
growth factors and make the allograft difficult to handle
due to the thinness of the graft, depending on the
placental layers retained.'®°

To retain growth factors and create a thick, easy-to-
handle placental allograft, LifeNet Health® developed
Matrion, the first minimally-manipulated, fully-intact
placental membrane to include a decellularized
trophoblast layer. Matrion is decellularized with
Matracell technology, resulting in 90% or greater DNA
removal.?>2! Moreover, Matrion is provided sterile, at
room temperature, and with no need to rehydrate, thaw,
or otherwise prepare prior to application.?%2

The following case presentation describes the use of a
combination of Dermacell AWM and Matrion to support
the treatment of a non-healing bilateral heel wound. The
patient provided consent for inclusion and the use of
deidentified images.

CASE PRESENTATION

A 79-year-old male patient (BMI = 22.5) with a history

of multiple sclerosis, immobility, and Atrial Fibrillation
(AFib) presented with Stage 4 non-healing bilateral
pressure ulcers on the left and right heels that had
persisted for approximately one month. The wounds
were initially treated with conservative care including
debridement, pressure dressing, and off-loading, without
evidence of improvement. At the baseline visit, the
patient had signs of infection which were addressed

LifeNet Health

Biologics



Use of Dermacell AWM® and Matrion® to Support Treatment
of a Non-Healing Bilateral Heel Wound: A Case Report

CASE STUDY

) ) Baseline Visit
using debridement and a course of Left Heel Right Heel

intravenous antibiotics. The ulcers’
baseline measurements (length x width
x depth) for the left and right heels were
6.0cmx2.5cm x 0.4 cmand 5.0 cm x
6.0 cm x 0.4 cm, respectively (Figure

1A and B; September 2022). To prevent
amputation and utilize all resources
possible for this limb salvage case, the
surgeon decided to use both Matrion and
Dermacell AWM. Following debridement,
an application of Matrion (Figure 1C

and D) and Dermacell AWM (Figure 1E
and F) were applied to the wound on
each heel with a non-adherent oil-
emulsion dressing and sutured in place
(Figure 1G and H). The patient was also
provided with off-loading instructions.
As early as Week 4, the wounds showed
improvement and evidence of wound
closure with measurements of 4.5 cm
x1.5cmx0.3cmand4.5cm x5.5cm

x 0.3 cm for the left and right heels,
respectively (Figure 2A and B). Matrion
and Dermacell AWM were reapplied to
each wound at this follow-up (Figure 2C
and D). At Week 12, the left heel had

a measurement of 1.0 cm x 0.5 cm x

0.3 cm (Figure 3A). Due to the wound
being reopened on the right heel,
Dermacell AWM was reapplied at this
visit (wound measurement of 3.0 cm x
5.0 cm x 0.3 cm; Figure 3B). By Week 18,
the wounds were fully healed with 100%
granulation and reepithelization
(January 2023;

Note: There are no final images for this
patient. Unfortunately, the patient passed

away prior to the images be’ng taken)- Figure 1. The baseline visit (Sept 2022) showing the initial patient presentation for the left (a;
There were no reported complications. wound measurement: 6.0 cm x 2.5 cm x 0.4 cm) and right heels (b; wound measurement: 5.0
cm x 6.0 cm x 0.4 cm). Following debridement, application of Matrion to the left (c) and right (d)
heels and application of Dermacell AWM to the left (e) and right (f) heels. Finally, the previously
mentioned application of Matrion and Dermacell AWM in combination with oil-emulsion dressing
were sutured in place for both the left (g) and right (h) heels.
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Left Heel Right Heel Left Heel Right Heel

Figure 2. Week 4 follow-up (Oct 2022) showing improvement and evidence of wound closure for the left (a; wound measurement: 4.5 cm x 1.5 cm x 0.3 cm) and right
heels (b; wound measurement: 4.5 cm x 5.5 cm x 0.3 cm). At this follow-up, there was a reapplication of Matrion and Dermacell AWM for the left (c) and right (d) heels.

Week 12
Left Heel Right Heel

Figure 3. Presentation at Week 12 showing significant wound reduction for the left (a; wound measurement: 1.0 cm x 0.5 cm x 0.3 cm) and right heels (b; wound
measurement: 3.0 cm x 5.0 cm x 0.3 cm). Dermacell AWM was reapplied to the right heel only at this visit due to wound reopening (image not taken). The wounds
were reported fully closed at Week 18. Note: There are no final images for this patient. Unfortunately, the patient passed away prior to the images being taken.

SUMMARY

This case presentation demonstrates a novel and successful use of Dermacell AWM and Matrion to support full wound
closure for this patient with challenging comorbidities that can impede healing when other treatments had failed. Therefore,
these results support the clinical advantages of Dermacell AWM and Matrion, both processed to minimize the risk of
inflammatory reactions in patients. Although a case study cannot be used to predict how Dermacell AWM and Matrion will
behave in other patients, these results demonstrate a versatile and successful use of these grafts to support wound closure.
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Please refer to the instructions for use for a complete list of indications, contraindications, warnings, and precautions.

LifeNet Health helps to save lives, restore health and give
hope to thousands of patients each year. We are the world’s
most trusted provider of transplant solutions, from organ
procurement to new innovations in bio-implant technologies
and cellular therapies—a leader in the field of regenerative
medicine, while always honoring the donors and healthcare
professionals that allow the healing process.
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