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LETTER TO THE EDITOR
Comment on: “Comparison of
automatic versus constant CPAP in
elderly patients after major
abdominal surgery: a randomized
noninferiority trial”
Dear Editor,

We read the research article on the comparison of the auto-
matic versus constant Continuous Positive Airway Pressure
(CPAP) in elderly patients after major abdominal surgery
with great interest.1 We commend the authors for the won-
derful concept of comparing these two techniques. How-
ever, the trial design and the interpretation of the results
warrant further discussion.

First, Thu et al.1 published the study as a noninferior-
ity type. Nevertheless, we would like to highlight that a
few key elements required to interpret a noninferiority
trial were not clearly reported in accordance with the
protocol specified for a noninferiority study. Primarily,
this type of study should be planned before commencing
the study, with calculation of the noninferiority margin
(D) and the sample size, and these details should be
incorporated in the trial registry.2,3 Thu et al.1 did not
mention the study as “noninferiority” while explaining
the study arms in the trial registry, and the D-value was
also not provided.

Second, the sample size calculation raises an additional
concern. Thu et al.1 did not mention the calculation of the
noninferiority margin. This is pivotal for the sample size
calculation.2,3 Consequently, we believe that the sample
size calculation may be inaccurate.

Third, reporting of a noninferiority study should ideally
include a figure illustrating the position of the confidence
interval with the null value and the noninferiority margin.2

This was not provided in the current study; hence, the
results need careful interpretation, especially considering
the p-value was significantly lower for the oxygenation and
FVC, suggesting a superiority of the constant CPAP group,
rather than “non-inferior”. We would like to seek clarifica-
tion from the authors whether the primary outcome was
“oxygenation”.

In summary, there are many important concepts and pro-
tocols to conduct and report a noninferiority study.2,3 Unfor-
tunately, a few key elements, such as the prespecified
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primary endpoint, the calculation of noninferiority margin
(D) and its justification, the position of the confidence
interval in relation to D, were not presented in the current
study as discussed above. As the interpretation of the
results, consequently the conclusions, are mainly based on
the specific protocols of a noninferiority study,2,3 we hope
that further insights from Thu et al.1 would clarify the read-
ers on these aspects.
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