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Dear Editor,
The article by Shuzhen et al. is an excellent review on a
controversial issue following active guidelines for assess-
ment of scientific papers [1]. However, some limitations
from a methodological point of view should be taken into
account.

Prospective, randomised, trials are considered to be the
gold standard in study design. The main goal of these
studies is to eliminate or control confounders by the patient
and the surgeon by blinding the patient and the person
assessing the endpoint concerning the treatment arm in the
study. This works quite well in pharmaceutical studies,
when white pills in white packages are administered.

This concept has some limitations in surgical procedures,
particularly when it comes to implantation of a medical
device and the endpoint is revision surgery. To fulfill the
basic criteria for randomised controlled trials (RCTs),
neither the patient, nor the surgeon deciding on a revision
surgery, must have access to any information as to whether
the patient has received a patellar button or not. This
includes access to patient files and X-rays. I wonder if any
ethics review board would agree on a concept in which
additional surgery must be performed without proper
planning and assessment for the indication? I am not aware
of any explanation of how to overcome that situation in any
of the publications included in that review.

This might be an explanation for the inconsistent
findings concerning revision rate and clinical outcome.

Large cohort studies based on arthroplasty registers
(including all patients in a country excluding all clinical-
study-related confounders) show no statistically significant
difference between patients who received a patella resur-
facing and those who did not [2]. Taking data from the
RCTs analysed serious and transferable to the population,
one should expect almost double the revision rate after total
knee arthroplasty (TKA) if no patella resurfacing was done.
For such a huge effect, surgeons in general do not require
studies to make that observation.Why is there no consensus in
patient treatment worldwide? Why is there no supporting data
in other studies on TKA not focused on patella resurfacing?
Why do register data and other large observational studies
not confirm the finding in RCTs?

I think we should be aware that the endpoint “revision rate”
is highly dependent on subjective decisions, and the total
number of revision cases is quite low in all RCTs published.
Revision rate is a major indicator for outcome but should be in
line with clinical scores to support objective decision-making
processes in the cohorts analysed [2]. I also think we should
be aware that confounders appearing in conformity in the
majority of individual studies can bias the conclusion, even if
the review methodology is properly conducted.

Best Regards
Gerold Labek
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