Letters to the Editor
Letters in Response to the Previously Published Articles

In response to “Effectiveness of topical green tea against
multidrug‑resistant Staphylococcus aureus in cases of
primary pyoderma: An open controlled trial”
Sir,
I read with interest the article “Effectiveness of topical green tea
against multidrug‑resistant Staphylococcus aureus in cases of
primary pyoderma: An open controlled trial” published in the
March–April (2018) issue of the journal.1 The article raises more
questions in the mind of the reader than it seeks to answer. I would
like the authors to clarify the following issues.

Study Subjects

As the title suggested, the authors have compared the effectiveness
of two treatment regimens against multidrug‑resistant S. aureus, but
not all study participants had multidrug‑resistant S. aureus infection.
According to the authors, 89.1% in the green tea group and 81.1% in
the placebo group had multidrug‑resistant S. aureus.

Sample Size Calculation

The importance of sample size calculation for determining the requisite
number of participants in clinical trials cannot be overemphasized.
A valid conclusion about the difference between the efficacy of two (or
more) treatment regimens can only be drawn if an adequate sample
size is planned in advance using appropriate statistical methods.
Sample size calculation for clinical trials requires consideration of
predefined effect size, statistical power and the level of significance.
The authors have erroneously used a formula for calculating sample
size for prevalence studies rendering the whole exercise futile.

Randomization

Statistical Methods Used

According to the authors, their “data were analyzed by mean,
standard deviation and Chi‑square tests.” In Table 1, figures for
three variables (age, duration and sex) were tabulated, but a single
P value is mentioned. How did the authors calculate a composite
P value for these disparate variables? How were the means of
continuous variables such as age and duration of lesions compared
by Chi‑square test?

Ethical Issues

The authors studied participants belonging to the age group of
8–16 years “as the school authorities did not permit for younger
children to be included in the study.” The authors have also
mentioned that “written informed consent was obtained before study
enrollment.” Who signed the informed consent? Were the school
authorities legally authorized to allow the children to participate in
an experimental study? In conducting research with minors (e.g. in
the age group 7–17), in addition to informed consent from parents/
legal guardians, assent must be obtained from the participants. Was
this procedure followed by the authors?
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Randomization is an essential prerequisite of any good quality
clinical trial. It ensures that the treatment groups are comparable and
eliminates the source of bias in assigning trial participants to different
treatment regimens. Nonrandom or pseudorandom allocation
of participants to treatment groups cannot have the desirable
properties of a truly randomized procedure. A computer‑generated
randomization schedule is currently the standard method of
randomization. The authors have stated that true randomization was
not done without mentioning any reason. The authors could have
easily followed a randomization schedule for the participants with
a 1:2 allocation ratio using a statistical software package or easily
available, free online resources.

Blinding

Blinding is another important strategy to eliminate bias in the
treatment or assessment of the outcome of a controlled trial. The
authors have not assigned any reason for not following at least an
assessor‑blinded procedure.
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Authors’ reply
Sir,
We appreciate the queries raised by the correspondent on our article
“Effectiveness of topical green tea against multidrug resistant
Staphylococcus aureus in cases of primary pyoderma: An open
controlled trial” published in the March‑April (2018) issue of the journal.

Nagaraju Umashankar,
Belliappa Pemmanda, P. Gopkumar1,
A. J. Hemalatha2, K. S. Priya, H. V. Prashanth3

Kindly find our replies below on each point.

Study Subjects

Multidrug resistance was an incidental finding and was not included
in our inclusion criteria. As multidrug resistant strains were seen in
89.1% participants in the green tea group and 81.1% in the placebo
group, we included this in the title.

Sample Size Calculation

The first part of the study was a cross‑sectional study to identify
the cases among school children; later, the identified cases were
administered the intervention. Hence, sample size calculation was
done using the same formula.

Randomization

We agree with the comments, but since this was an open label
clinical trial, not much emphasis was given on randomization.

Blinding

This was mentioned in the ‘limitations’ section.

It is true that means of continuous variables, such as age and
duration of lesion, cannot be compared; this was not done in our
study. However, for your information, it was only compared for
gender (categorical nominal variable) and P value was calculated,
which is mentioned below in the table.

Informed consent was taken from the parents. Assent forms were
also obtained.
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