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A prospective randomized multicenter study: laparoscopic gastric bypass versus
laparoscopic sleeve gastrectomy in the treatment of morbid obesity

Aim of the study

The aim of the study is to compare two different operative techniques regarding weight loss,
resolution of comorbidities and complications. The primary endpoint is weight loss evaluated
by %EWL (excessive weight loss, %). The secondary endpoints include resolution of
associated comorbidities, improvement of QOL, mortality and morbidity of the procedures.

Hypothesis and meaning of the study

The results of this current RCT study enable comparison on the long-term data between the
current golden standard of laparoscopic gastric bypass and laparsocopic sleeve gatrectomy.
The hypothesis of the study is that as sleeve can be considered less traumatic and easier and
faster to perform compared to RYGB, it could become the procedure of choice in treating
morbid obesity provided that long-term results of SG were comparable with those of RYGB.
The results can directly be applied to patient care.

Sample size calculation

Sample size calculations are based on test of mean difference of bypass and sleeve operation
in excessive weight loss (EWL) in one year. The mean of 60 and standard deviation of 20 in
bypass group were assumed and a-level of 0.05 were used in calculations. By using a
equivalence design with a margin of equivalence of 15% (-9 to 9) a sample size of 108 patients
per group is needed for 90% power. When 10% drop out is taken account, 120 patients per
group were recruited for the study.

Statistical analyses

Continuous variables will be characterized by treatment and time-point using means and
standard deviations (SD) or medians and range of values, and in case of categorical variables
frequencies and percentages will be used.

Primary endpoint of the study is weight loss evaluated by %EWL (excessive weight loss, %)
and groups will be compared using equivalence trial setting. For comparing groups the 90%
confidence intervals (90% CI) for the difference between the study groups will be calculated
in every time-point and the equivalence will be evaluated using the pre-defined margins of
equivalence -9 to 9. When the data from the longer follow-up will be analyzed, repeated
measurements ANOVA will be used and confounding factors will be taken into account in the
analyses if needed.



In analyses of secondary outcomes associations between categorical variables will be tested
using Pearson’s y? -test and in case of small frequencies Fisher’s exact test will be used.
Differences between groups in normally distributed continuous variables will be tested using
independent samples t-test and in case of non-normally distributed variables Mann-Whitney U
test will be used. When the data from the longer follow-up will be analyzed, repeated
measurements ANOVA techniques will be used to analyze continuous variables and
confounding factors will be taken into account in the analyses if needed.

Additional sub-group analyses will be performed for the data if it appears to be needed.

Two-tailed p-values will be used and p-values less than 0.05 will be considered statistically
significant. The main analyses will be based on the intention-to-treat principle. Missing data
will be excluded from the analyses. Statistical analyses will be performed using SAS System
for Windows, Version 9.2 or later (SAS Institute Inc., Cary, NC).
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