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Supplementary Table 1. Baseline characteristics of the subjects who were adherent to wearing their 
custom-made footwear (n=79). 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Data are expressed as N, percentage (%), mean ± standard deviation for normally distributed data, or 
median (inter-quartile range) for not-normally distributed data, for the 79 patients with high adherence, 
if not specified differently. 
* Significantly different between groups, P < 0.05 
† Loss of protective sensation was confirmed present in both feet by the inability to sense the pressure of 
a 10g Semmes Weinstein monofilament at any of three plantar foot sites (hallux, first and third 
metatarsal head) or a vibration of 25 Volts at the hallux from a Biothesiometer (maximum measurable 
value 50 Volts). 
‡ Peripheral arterial disease was confirmed present when pedal pulses were non-palpable and ankle-
brachial index was <0.9 in the foot with the most recent episode of ulceration, according to the PEDIS 
classification (21). In eight cases, peripheral arterial disease could not be assessed or data was missing. 
§ Foot deformity was classified as “absent”, “mild” (i.e. pes planus, pes cavus, hallux valgus or limitus, 
hammer toes, and lesser toe amputation), “moderate” (i.e. hallux rigidus, hallux or ray amputation, 

Characteristic Improved footwear Usual care 
No. of subjects 35 44 
Age (years) 62.0±9.3 64.9±9.7 
Male gender (%) 74.3 81.1 
Caucasian ethnicity (%) 97.1 97.7 
Diabetes type 2 (%) 62.9 70.5 
Diabetes duration (years) (n=78) 22.0±17.4 15.3±11.9* 
Glycated haemoglobin (mmol/mol) (n=73) 7.4±1.2 (57.4±13.0) 7.7±1.5 (60.5±16.4) 
Body mass index (kg/m2) 30.5±4.6 29.7±5.1 
Loss of protective sensation (%)†, based on:   
     Abnormal SW monofilament 94.3 90.9 
     Vibration perception threshold >25V 84.4 84.6 
Vibration perception threshold (V)† 48.8 (11.3) 50.0 (6.2) 
Peripheral arterial disease (%) (n=71)‡ 25.8 30.0 
Foot deformity (%)§   
     Absent - 4.5 
     Mild 28.6 36.4 
     Moderate 57.1 34.1 
     Severe 14.3 25.0 
Location of most recently healed foot ulcer   
     Hallux  / Digits 2-5 7 / 7 11/ 10 
     Metatarsal 1 / Metatarsals 2-5 9 / 11 9 / 10 
     Midfoot 1 4 
Custom-made footwear   
     Fully customized footwear (%)ǁ 85.7 84.1 
     First time users (%) 47.1 47.5 
     No. of pair per patient 2.06±0.68 1.43±0.68 
No. of visits to a foot-care provider in-between 3-
month follow-ups (n=67)¶ 

4.2±2.1 3.9±2.7 

Barefoot peak pressure at baseline (kPa)#    
     At the previous ulcer location (n=66) 731±416 816±386 
     At the highest pressure location (n=76) 964±299 1033±296 
In-shoe peak pressure at footwear delivery (kPa)††   
     At all regions of interest >200 kPa (n=281) 280±63 275±58 
     Previous ulcer location > 200 kPa (n=49) 296±71 301±64 
     Previous ulcer location < 200 kPa (n=64) 134±43 121±39 



SUPPLEMENTARY DATA 
 

©2013 American Diabetes Association. Published online at http://care.diabetesjournals.org/lookup/suppl/doi:10.2337/dc13-0996/-/DC1 

prominent metatarsal heads, claw toes), or “severe” (i.e. Charcot deformity, (fore)foot amputation and 
pes equines). The foot with the most severe deformity classification determined classification per 
patient. 
ǁ Fully customized footwear: custom-made insoles worn in custom-made shoes. Semi-customized 
footwear: custom-made insoles worn in off-the-shelf (extra-depth) shoes. 
¶ Data on visits to foot care provider could not be obtained in 12 patients, because these patients 
developed a foot ulcer before follow-up visit 1 or because they were lost to follow-up. 
# Barefoot pressure data was not obtained in 13 patients, because the previous ulcer location was not 
present due to amputation or because of missing data. 
†† Cumulative numbers for the previous ulcer location (49 and 64) add up to more than 79 because 
many patients had more than one pair of custom-made shoes 

 


