Medical Policy Statement prepared by CareSource and its affiliates are derived from literature based on and supported by clinical
guidelines, nationally recognized utilization and technology assessment guidelines, other medical management industry
standards, and published MCO clinical policy guidelines. Medically necessary services include, but are not limited to, those
health care services or supplies that are proper and necessary for the diagnosis or treatment of disease, illness, or injury and
without which the patient can be expected to suffer prolonged, increased or new morbidity, impairment of function, dysfunction of
a body organ or part, or significant pain and discomfort. These
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A. Subject
Skin Substitutes

B. Background
Wounds are disruptions of the skin’s structural and functional integrity and normally
transition through distinct phases until the skin’s structure and function are restored,
including hemostasis, inflammation, cellular migration and proliferation, and remodeling.
Chronic wounds can result in loss of function, wound recurrence, and significant
morbidity. Pressure ulcers, diabetic foot ulcers, and venous leg ulcers are the three
categories that comprise the majority of chronic wounds.

Skin substitutes are a heterogeneous group of biologics, synthetics, or biosynthetic
materials. When determining if the use of a skin substitute is appropriate, the clinician
evaluates the material being used and its properties. Individual wounds have a specific
microenvironment. Various manufacturers may utilize differing processes in the
development of skin substitutes but generally seed selected cells onto a matrix. The
matrices subsequently receive proteins and growth factors necessary to divide and
develop into the desired tissue.

Skin substitutes provide coverage for open wounds, both deep thermal and full-thickness
wounds. Skin substitutes have the function and composition of skin or have the potential
for autologous regenerative healing when applied to a wound. Uses span acute or
chronic wounds, burns, or reconstruction, such as release of contractures secondary to
severe burns. The most common classification system utilized to determine the type of
skin substitute that would be appropriate for a particular wound is the Kumar
Classification system, in which Class | includes temporary impervious dressing material,
Class Il includes single-layer durable skin substitutes, and Class Il includes composite
skin substitutes that replace both dermal and epidermal layers.

C. Definitions

e Ankle-Brachial Index — A comparison of the blood pressure measured at the ankle
with blood pressure measured at the arm with lower numbers indicating narrowing or
blockage of the arteries in the legs.

e Autologous — Derived from the same individual, such as an individual serving as
both donor and recipient.

e Chronic Wounds — Wounds that have not progressed along the normal healing
process, generally after a 4-week duration.

e Chronic Venous Ulcers — A wound that takes longer than usual to heal and often
occurs on the legs or ankles when oxygen-poor blood flow is impaired and pools,
creating pressure in the veins.

e Diabetic Foot Ulcers — An open sore or wound located on the foot occurring in
approximately 15% of patients with diabetes.

The MEDICAL Policy Statement detailed above has received due consideration as defined in the
MEDICAL Policy Statement Policy and is approved.
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