Special pre-manufactured footwear can prevent ulceration in diabetic patients with diabetic foot syndrome. A prospective randomised study
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To prevent ulceration in diabetic foot syndrome (DFS) specially designed and manufactured shoes are offered to patients with diabetic peripheral neuropathy with and without DFS, but only very little is known about those shoes for preventing or treating DFS. Therefore a prospective randomised study was performed. 81 diabetic patients with significant sensory-motor and autonomic peripheral neuropathy without relevant peripheral artery occlusion disease were randomised and two kinds of diabetes-adapted shoes were selected: “comfortable shoes“ (“CS”) n=39 or “semiorthopaedic shoes” (“SOS”) n=42. For each pair of shoes a special kind of similar individually manufactured diabetes-adapted insole was made. The study was carried out over a period of 24.3+1.8 months and every 3 months structured examination and documentation of shoes and feet were performed in the foot clinic and also at the orthopaedic shoe manufacturer. 33% (13 out of 39) patients who were randomised to the “CS” group had to be switched to the “SOS” because of anatomical reasons. The dropout rate was 38% after 24 months and therefore 50 patients (16 in the “CS” group and 34 patients in the “SOS” group) remained under observation. 19 of the remaining 50 patients (38.0%) had a positive ulcer history but only 7 of them (14.0%) developed an ulcer during the trial, 4 of them (=21.1%, 4 out of 19) as an ulcer relapse. No ulcer relapse was seen in the group that was equipped with “CS” and one was observed in the patients who had to be switched to the “SOS”. In the group using primarily “semiorthopaedic” shoes (“SOS”) there was a re-ulceration rate of 15.0% after 1 year and of 28.6% after 2 years. This is much lower than in previous published trials concerning footwear supply for DFS. In all three groups there was a rate of new ulcers: 5.6%, 7.7% and 8.0% after 1 year and 6.3%, 9.1% and resp. 14.7% after 2 years (“CS”, “switching” and “SOS”). We conclude that it is sufficient for feet at “low risk” to supply patients with “comfortable” shoes (“CS”) and for feet at “moderate or higher risk” it is better to supply them with “semiorthopaedic” shoes. In all patients there was no necessity for individually manufactured orthopaedic shoes. 
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