AUTHORS’ REPLY
Dear Fabiano Timbé Barbosa,

We sincerely appreciate your comments, which
will certainly contribute to better understanding of
this trial.

First, we should highlight that our inclusion cri-
teria were based on the proposal by Shoemaker et
al.!" to characterize high-risk surgical patients with
similar prognoses. This method was also used in
another recent trial®. Therefore, this study’s popula-
tion consists of a well-defined group with a high risk
of death. The population was chosen for the sake of
sample homogeneity. This can be confirmed by our
findings of high mortality (25.8%) and complication
(54.5%) rates, despite the fact that most of the pro-
cedures were elective in a population with ASA class
IT risk.

Regarding sample size calculation, please note that
this was an observational, non-interventional study.
This observation was conducted for the time allowed
by the institution’s Ethics Committee (six months).
Therefore, it was not possible to calculate the sam-
ple size a priori. This, however, does not invalidate
our findings, as significant differences were observed
with a very low probability of casual findings. As
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commented in our report, we considered this as a
possible limitation. However, we wish to emphasize
that cohort studies, as a group, have inherent limi-
tations and better powered studies are warranted to
confirm these findings.

Finally, the distribution of the data was analyzed
with calculation of Skewness (between -1 and +1) and
Kurtosis (up to 3%) and with the Kolmogorov-Smirnov
test (for values above 0.05). However, even when
these tests showed normal distribution, but when the
coefficients of variation from the mean were high, we
chose to conduct non-parametric tests. We accept-
ed the p value from the parametric test only when
both test types showed significant results, defined as
p < 0.05.

Once again we thank you for your comments and
for the opportunity to clarify our study.

Sincerely,

Joao Manoel Silva Junior, Amanda Maria Ribas
Rosa Oliveira, Bruno Ricciardi Silveira, Ulisses
Pinto Ferreira, Rodrigo Natal Albretht,

Tiago Bertacini Gonzaga, Ederlon Rezende

Servico de Terapia Intensiva do Hospital do Servidor
Publico Estadual “Francisco Morato de Oliveira”
HSPE-FMO — Sao Paulo (SP), Brasil.
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