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Treating Neuropathic Foot Ulcers with a porcine Small Intestinal Submucosa (SIS) Matrix Dressing: A Prospective, randomized, controlled clinical trial.
ROBERT G FRYKBERG, Carl T. Hayden VA Medical Center

Phoenix, Arizona, United States. 

Patients with diabetes and neuropathy are at risk for developing foot ulceration.  In this high risk population these lesions can frequently lead to lower limb amputation when they fail to heal. The aim of our study was to assess the ability of a porcine small intestinal submucosa (SIS) matrix dressing’s ability to heal diabetic neuropathic foot ulcers in comparison with ulcers treated with becaplermin (Becap) gel.  Our hypothesis was that patients treated with the SIS matrix dressing would show equivalent rates of complete wound healing within the 12 week study period.

Methods: 9 centers in the USA prospectively screened and enrolled 98 diabetic patients into the study.  Enrollment criteria included those patients with neuropathic foot ulcers of greater than 1month duration and with sizes ranging from 1cm2 to 49cm2.  Patients were subsequently randomized either to weekly dressing changes with SIS matrix applications or to daily applications of becaplermin gel covered with a moist dressing until ulcer healing up to a maximum of 12 weeks.  All patients received appropriate off-loading of their foot wounds consistent with current standards of care.
Results: The mean age of our population (61 males, 37 females) was 57 years (range 24-91) with no difference based on treatment group.  Mean wound area was 5.3 vs. 3.4 cm2 at baseline for the SIS and Becap patients, respectively.   66 patients completed the study through ulcer healing or 12 weeks (34 SIS v. 32 Becap). 50% of the patients in the SIS group healed vs. 28% in the Becap group (p=0.058).  The mean time to healing within the 12 week time frame was 6.9 ( 3.2 wks vs 6.4 ( 2.7 wks for the SIS and Becap groups, respectively (N.S.).

Conclusions: Although our study is limited by a relatively small sample size, we have shown that an SIS matrix dressing performs as well as rh-PDGF (becaplermin) in the healing of diabetic neuropathic foot wounds. A trend toward superior results combined with reduced frequency of dressing changes make this an attractive and possibly cost effective alternative to the use of topical growth factors in the management of diabetic foot ulcers.
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