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A prospective randomized open label clinical trial

Background: It is well established that offloading bodyweight plays an important role in the management of neuropathic plantar foot ulcers. In developing countries like India, conventional offloading methods are neither available nor affordable by most of the patients. An ideal offloading device for developing countries should be not only easily available and economical but also need no special training for its use, and be effective too. 

The Samadhan System - Removable (SS-R) method of offloading is a reasonable solution to the problem. SS-R is a piece of foam (density 40), rolled into a cylinder (shape maintained by applying adhesive lotion over inside of the foam), placed over a place, which effectively renders offloading at the vulnerable part and retained in position with the help of a piece of elastocreppe bandage. Like any other removable offloading device, compliance remained a problem with SS-R too. We modified SS-R and turned it into an Irremovable one by fixing the ends of the elastocreppe band with sealing wax and named it Samadhan System - Irremovable (SS-IR).  Objective: The present study aimed at comparing the results of SS-IR with commonly used footwear - Velcro sandals (CFW).  Research Design and Methods: In a prospective, randomized, open label clinical study of 3 months duration, 30 middle aged

 type 2 Diabetes patients with almost similar characteristics such as age (SS-IR: 51.33±1.71; CFW: 52.0±2.82 years), Sex (SS-IR: 7m/8f; CFW: 8m/7f), BMI (SS-IR: 24.62±1.72; CFW: 24.73±1.0 Kg/m2), duration of diabetes (SS-IR: 7.9±1.95; CFW: 7.56±2.06 years) and baseline glycemia (HbA1c: SS-IR: 8.31±1.30%; CFW: 8.76±1.29%) with neuropathic forefoot ulcers (diagnosed with 10 point S.W. Monofilament)-grade I&II (Wagner[image: image1.jpg]


s Classification) without Peripheral Ischaemia (Ankle Brachial Index: >0.9; calculated with Hand Held Doppler) and infection (ruled out with swab culture) were randomized, by draw of lot, to SS-IR or CFW. While patients of CFW group were offered only Velcro sandals, those in SS-IR group had 

SS-IR in addition to CFW (Velcro sandals).   Results: By the end of the study 13 out of 15 (86.6%) ulcers healed in SS-IR group compared to 2 out of 15 (13.3%) in CFW. Mean day healing of SS-IR was 34.0±5.15 days vs. 55.4±4.71 in CFW. The direct cost incurred on each patient of SS group over 3 months was only Rupees 50 (approximately 1 USD).  

Conclusion: The SS-IR contributes positively towards healing and appears very affordable method of offloading. 
Abbreviations: SS-R: Samadhan System - Removable, SS-IR: 

Samadhan System – Irremovable, CFW: Commonly used Footwear - Velcro sandals

