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TITLE 

 
Trapezio-metarcarpal arthroplasty: a comparison of ARPE 
prosthesis with the literature 

SHORT TITLE Arpe prospective study 

DESIGN Non-controlled, prospective cohort study in single centre 

STUDY 
DURATION 2013- 2020 

 
STUDY CENTRE 

 
Single centre in Belgium 

 
POPULATION 

 
Inclusion of 100 subjects at single centre 

 
PRIMARY 
Research 
objectives 

The primary objective is to compare functional outcome at 3 
years after trapezio-metarcarpal arthroplasty with trapeziectomy 
and trapeziectomy with ligament reconstruction and tendon 
interposition. Literature values obtained by a recently published 
meta analysis1 will be used. 

 
 
 
SECONDARY 
Research 
Objectives 

 
Secondary objectives are: 
- to compare functional outcome at 1 and at 5 years after 

trapezio-metarcarpal arthroplasty with trapeziectomy and 
trapeziectomy with ligament reconstruction and tendon 
interposition 
- to determine pre- and postop HR QOL 
- Incidence of RLL at each f/up time point. 
Literature values from the same meta analysis1 will be used. 

 
 
OUTCOME 
Measures 

 
Patients will be assessed at preoperatively, and at 1, 3 and 5 
years postoperatively. Outcomes as described by Li et al1 will   
be measured: grip strength, tip pinch strength, key pinch 
strength, pain, occurrence of adverse events, hand function. 

 
Follow-up time 

 
Patients will be part of a longitudinal follow-up program with 
follow-ups at 1, 3, 5 years. 

Enrollment time 2 Years 
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STATISTICS 
 
 SAMPLE SIZE CALCULATION 

Based on a publication from Davis et al2 we expect the standard deviation in the study population 

for key pinch, tip pinch, and grip strength to be 0.82, 1.65 and 10.3, respectively. Setting alpha at 

0.05 and beta at 0.10, and assuming a MIREDIF (Minimally Relevant Difference) of 0.5 x 

Standard Deviation, an attrition rate of 10%, and data to be approximately normally distributed, 

the required sample size will be 96 (≈ 100) subjects. 

 
STATISTICAL PROTOCOL 

Continuous variables (e.g. age) will be summarized using the mean and standard deviation (SD). If 

the distribution of measurements is asymmetrical, the median and the interquartile range will be 

provided. For ordinal and nominal data proportions should be employed. Inferential statistics will 

be based on the unpaired t-test, or the Mann-Whitney test, depending on normality of the data. 
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