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INTRODUCTION 

Trial fitting is a standard procedure conducted prior 

to the prescription of C-Leg. In Germany approval 

requires demonstration of the utilization functional 

benefits offered by C-Leg
 
[Kuhr 2008; Wetz 2005]. 

First results on an evaluation of 1200+ C-Leg trial 

fittings were presented earlier
 

[Hahn, 2014]. We 

refine the statistical approach including multiple 

logistic regression modelling.  

METHOD 

Data on 1223 C-Leg trial fittings conducted between 

May 2006 and June 2010 were analyzed 

retrospectively. Subjects with age below 21ys and 

those rated mobility grade 1 (here: MOBIS) were 

excluded from this analysis.  

Subjects: 83% of the subjects were male, mean age 

55.6±15.1. Mean age at amputation was 38.1 ±20.6. 

Amputation etiology includes trauma [44%], vascular 

disease [24%], tumor [14%], infection [6%], combat 

trauma [4%], malformation [2%] and others [6%]. In 

13.4% of the total population amputation etiology 

was not specified. Apparatus: Two customized 

questionnaires for the subject and for the CPO were 

used to document whether the subject showed 

significant functional benefit. CPOs were encouraged 

to supply video documentation. Procedures: Subjects 

likely to respond to C-Leg test fittings were invited. 

Subjects presented themselves on their prior 

prosthesis for baseline evaluation. After adaption of a 

test prosthesis using the same shaft, product 

introduction and gait training subjects were re-

evaluated. Most trials (90%) were conducted within 

one day. Data Analysis: Rates for responsiveness 

were evaluated. Kendall`s tau was used to investigate 

correlations of age, mobility grade and/or amputation 

etiology with respect to the capacity to show 

individual functional benefits, To quantify effect 

sizes the Logit multiple regression model was used. 

RESULTS 

Responder rates for functional benefits were 83% for 

increase in “safety”, 95% for “relieve of the sound 

leg”, 94% for “divided attention”, 95% for “gait 

pattern harmonization”, 93% for “variable gait 

speed”, 88% for an “overall reduction of effort” and 

23% for a “reduction in walking aids”. 

Stratification for Age, Mobility Grade (MOBIS) and 

amputation cause (vascular disease (VD)) showed to 

either not to correlate (safety, sound. leg, gait  

harmonization) or weakly correlate: divided attention 

- MOBIS, =0.161; p<0.001 variable cadence: - 

MOBIS =0.251, p<0.001; - Age =-0.159; VD =-

0.141, all p<0.001; reduction of effort: – MOBIS =-

0.094, p=0.048 and reduction of walking aids: – 

MOBIS =-0.23; - age =0.209, all p<0.001. All p 

were Sidak adjusted. 

A logistic multiple regression model was used for 

effect size quantification The calculated probabilities 

for predicting an individual’s potential of exhibiting a 

functional benefit based on age, MOBIS and/or VD 

range from 0.7% (gait harmonization) to 9% 

(variable cadence).  

About 50% of subjects rated MOBIS 2 at baseline 

were rerated MOBIS 3 after trial fitting (95% CI 

[45% , 54%]). 

DISCUSSION 

The rate of responsiveness is comparable to those 

reported by e.g. Berry 2009 or Drerup 2008. No or 

only weak correlations could be found with respect to 

age, mobility grade and amputation etiology. The 

multiple regression showed, that age, mobility grade 

and/or amputation etiology possess very little power 

to predict individual functional benefit. The MOBIS 

reclassification after test fitting suggests that 

technology to a large extend influences mobility 

grade rating. 

CONCLUSION 

As to the difficulties to predict whether a subject will 

exhibit individual functional benefits by broad 

demographic classification criteria the individual 

assessment of this potential seems to be key. 

CLINICAL APPLICATIONS 

The general use of mobility grade classification to 

exclude subjects from C-Leg fittings is not supported 

by these data. 
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