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A significant difference between two randomized controlled trials
to compare laparoscopic and open distal gastrectomy for early
gastric cancer
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Since Kitano ez 4l. first reported laparoscopy-assisted distal
gastrectomy (LADG) in 1994 (1), laparoscopic approach has
been widely accepted as an option for early gastric cancer.
Recently, Korean Laparoscopic gAstrointestinal Surgery
Study group (KLASS) issued the results of a multicenter
study (KLASS-01) showed that laparoscopic gastrectomy is
comparable to open gastrectomy with respect to long-term
oncologic outcomes in gastric cancer (2). About 4-year later,
as JCOGO0912 study, a randomised controlled trial (RCT)
performed by Japan Clinical Oncology Group (JCOG),
also showed the similar results (3), laparoscopic surgery can
be further strongly supported in terms of the long-term
oncologic efficacy for the treatment of stage I gastric cancer.

Although JCOGO0912 study showed the similar
information regarding the long-term survival to KLASS-01,
it has a significant discriminating feature with regard to
interpretation of the final results.

Most of all, the clinical outcomes of JCOG0912 added
the more emphasized universality than those of KLASS-01.
This feature is correlated with the current status of each
country in which RCT was performed. In Korea, even
before the rise of LADG, gastric cancer surgeries had been
concentrated in the university hospitals. Thus, the newly
introduced procedure, laparoscopic surgery for gastric
cancer, should be mainly tried in the university hospital.
Moreover, for quality control, the surgeons who want to
participated in KLASS-01 trial must satisfy the following
conditions; (I) the surgeons who had performed at least 50

© Digestive Medicine Research. All rights reserved.

cases each of LADG and open distal gastrectomy (ODG),
(II) the surgeons who perform more than 80 cases of either
LADG and ODG per year, and (III) the surgeon who passed
the validation process through reviewing their unedited
video performing LADG. In Korea, at the time of initiating
KLASS-01 study, the surgeons who met these requirements
were limited in the university-associated centers (4). This
process is apparently necessary to eliminate the confounding
variables regarding the surgeon factors in the surgery-
associated study. Conclusively, due to this quality control
program, KILASS-01 trial has been processed in the similar
level of the university hospitals, and therefore this study
reflected the procedures performed in the high-volume
centers at that time when LADG rose in Korea.

However, a considerable number of local institutes
have participated in JCOGO0912 trial, whereas only the
university-associated centers had participated in KLLASS-01
study. Although JCOG also accomplished the quality
control before the actual enrollment of JCOG0912, some
systemic differences exist between two trials. At first,
JCOGO912 trial did not indicate the number of surgeries
per year (3), and therefore the participating institutes
were not limited by the patient-volume. In addition, the
requirements were different between the ODG and LADG
groups in JCOGO0912; while 60 or more open gastrectomies
were accredited in the ODG group, the surgeons who
allocated in the LADG group should be accredited for
30 or more ODG and LADG procedures as well as
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certification by the JSES (Japan Society for Endoscopic
Surgery). Even though we ignore the numeric differences
of each requirement in KLLASS-01 and JCOGO0912, it is
remarkable that the existence of the certification system
could make an important difference between two studies.
At the time of initiating the multicenter RCT, whereas
KLASS emphasized the number of procedures per year
to compensate the absence of the certificating system for
LADG, JCOG just required the certification by the JSES.
Therefore, regardless of the patient-volume, any accredited
institutes (including the local hospitals) could participate
in JCOGO0912. This difference might be the reason why
KILASS-01 reported the shorter operation time and smaller
blood loss than JCOGO0912. Nevertheless, since the number
of harvested lymph nodes in KLASS-01 and JCOG0912
were equivalent, we never deny the oncologic accuracy of

JCOGO0912.
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