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Abstract

In this prospective, randomised, proof-of-concept study, patients with diabetes, and with peripheral neuropathy and
a recent history of plantar foot ulceration were recruited from two multidisciplinary outpatient diabetic foot clinics in the
UK, and were randomly assigned to either intervention or control. An insole system that continuously measured plantar
pressure throughout the day was given to each patient. When abnormal pressures were found, the intervention group
was given audiovisual notifcations through a smartwatch connected to the insole system and oFoading instructions,
while the control group did not. Plantar foot ulcer development within 18 months was the main result. The ISRCTN
number for this trial is ISRCTN05585501, and it is fnished and closed to enrollment.
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e direct expense of treating diabetes can account for up to one-
third of lower extremity complications, which are among the most
frequent and expensive diabetes consequences.  ese complications
include diabetic foot ulcers and lower limb amputations. Over the
course of their illness, 25% of diabetics will acquire a diabetic foot
ulcer, which is the most common reason for diabetes-related hospital
admission. In addition, one in ve ulcers will necessitate amputating
the lower limb. Although there are several clinically recognised risk
factors for diabetic foot ulcers, including a history of the condition,
diabetic peripheral neuropathy, foot deformities, and elevated plantar
pressures, there are currently no proven preventative strategies for
both the initial and recurrent development of diabetic foot ulcers 1l
In the rst year a er developing a foot ulcer, a person's chances of a
recurrence are 40%. isisthe rst potential, randomly selected, proof-
of-concept study to examine the e cacy of an intelligent insole system
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