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Fig. 3. Baseline and posttreatment photographs of study
subject STE-002 with cryolipolysis treatment to the left
lateral thigh.

In his comments about the ultrasound fat layer
reduction, Dr. Swanson says “a p value of 7.68E-8 is
confusing; p values are expected to lie between 0.0
and 1.0.” This is simply scientific notation, Dr. Swan-
son. A pvalue of 0.0000000768 certainly lies between
0.0 and 1.0 and for clarity, should be denoted in sci-
entific notation as 7.68E-8. Although Dr. Swanson
asserts that the 2.6-mm mean reduction in fat thick-
ness is within the range of measurement error, this is
untrue. As shown by the ¢ test comparing ultrasound
measurements on the untreated control and the
treated thighs, the fat layer reduction was significant.

Dr. Swanson has an interesting point in discuss-
ing conflict of interest between plastic surgeons and
device manufacturers, but his assertions of impropriety
for the cryolipolysis lateral thigh study are unfounded.
The equipment, compensation, and study support are
clearly described in the article. I carefully listed my dis-
closures to ZELTIQ and the numerous other compa-
nies with which I collaborate. I remain objective and
unbiased as I continue to evaluate nonsurgical proce-
dures, including cryolipolysis, and advancements in
surgical techniques.
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The Effect of Abdominoplasty and Outcome
of Rectus Fascia Plication on Health-Related
Quality of Life in Post-Bariatric Surgery Patients
Sir:
We read with great interest the article by Staalesen
et al. entitled “The Effect of Abdominoplasty and
Outcome of Rectus Fascia Plication on Health-Related
Quality of Life in Post-Bariatric Surgery Patients” pub-
lished in the December of 2015 issue of Plastic and
Reconstructive Surgery.' We would like to bring to your
attention some methodologic pitfalls presented in this
study that should be taken into account when analyz-
ing its results.
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Analyzing the Consolidated Standards of Reporting
Trials flowchart presented in Figure 1 of the article, we
can find two important incongruities. First, randomiza-
tion is a core principle for statistical inference, and in
their study, 94 patients were distributed randomly into two
groups: the plicated group, which included 38 patients;
and the nonplicated group, which was composed of
56 patients. The difference between the samples was 1.48;
in other words, the nonplicated group had 48 percent
more patients than the plicated group. Randomization is
expected to produce equal-size groups, and a randomiza-
tion process showing a 48 percent sample size variation is
inadmissible. Restricted randomization techniques, such
as blocking, stratification, and minimization, could be
used to achieve balance between group sizes.* Unfortu-
nately, none of these techniques was used in the study;
in addition, they do not mention which randomization
method was performed in their study.

Second, among the 56 patients in the nonplicated
group, three did not undergo the allocated surgery, and
one was not operated on. Of the 52 remaining patients,
11 were lost to follow-up (i.e., a rate of 21.2 percent).
Of the 38 patients in the plicated group, three did not
undergo the allocated surgery. Of the 35 patients who
were operated on, three were lost to follow-up (i.e., a
rate of 8.6 percent). A more than two-fold value in loss
to follow-up between groups is likely to bias final study
results if reasons for unavailability of patient data are
associated with the outcome of interest.’?

Analyzing Table 1, we can see a clear difference
between the groups in terms of the amount of abdomi-
nal excess skin. In the plicated group, the mean was
5.38; in the nonplicated group, the mean was 4.10, with
avalue of p=0.0041 (i.e., in the plicated group, a mean
31.22 percent more abdominal excess skin compared
with the other group was observed). This important
difference may influence the results obtained and cre-
ates only nebulous support for the study conclusions.

Knowing these pitfalls, their findings may mag-
nify their personal opinion rather than the strength
of evidence obtained in their results. It is important to
elucidate it because most patients presenting for body
contouring after massive weight loss have high-grade
abdominal deformities with multiple rolls. Change in
body mass index is positively correlated with deformity
grade, and more aggressive contouring procedures
may be required to correct the resultant abdominal
deformity.*

Their study also detected a decrease in the gen-
eral health dimension of the Short-Form survey in the
nonplicated group at follow-up, whereas no significant
difference was found in the plicated group compared
with preoperative scores. Knowing this, and analyzing
the data in Tables 3 and 4, we can produce a dangerous
assertion not included in their article: abdominoplasty
following bariatric surgery does not improve, and may
decrease, quality of life. This statement is dangerous
because post-bariatric surgery body contouring treat-
ment is often regarded as cosmetic and therefore of
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low priority, which means funding is either unavailable
or subject to various criteria.®
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Closed Incision Negative-Pressure Therapy
Is Associated with Decreased Surgical-Site
Infections: A Meta-Analysis

Sir:

he article entitled “Closed Incision Negative-

Pressure Therapy Is Associated with Decreased
Surgical-Site Infections: A Meta-Analysis” by Semsar-
zadeh et al.! (Plast Reconstr Surg. 2015;136:592-602)
was enlightening and of particular interest to our
practice. There have been previous contradictory
findings regarding incisional wound vacuum-assisted
closure and wound infection.? The meta-analysis
affirmed a significant decrease in the rate of surgi-
cal-site infections with the application of incisional
wound vacuum-assisted closure, but excluded pedi-
atric patients from the study.

We would like to share our experience with inci-
sional wound vacuum-assisted closure therapy. Based
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