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This research subjects the case with patients diagnosed as stage I epithelial ovarian cancer
(restricted to ovary), to conduct substantial staging surgery (not only tumorectomy of ovarian
cancer but surgery to check whether there is any metastasis outside of ovary). The purpose of
this research is to verify the necessity of adjuvant chemotherapy for the subjects. With an
informed consent form, patients are randomly divided into two groups, first group to be treated
with 3 to 6 cycles of adjuvant chemotherapy as standard group, and second group with non-
adjuvant chemotherapy as experimental group. This clinical research is to compare the prognosis
of both groups and we verify the inferior prognosis of the experimental group compared with the

standard group.

With JGOG (Japanese Gynecologic Oncology Group) as an umbrella organization, this clinical
research registration started in several institutes, as randomized clinical trial, in July of 2012.
The research operation has been funded by the Ministry of Health, Labour and Welfare from
2014, and publicly funded by AMED from 2015.

The research accumulated 72 registered cases, by April 1, 2016, with 25 additional cases by the
end of the fiscal year 2016 (March 31, 2017), accumulating up to 97 cases.

This year, JGOG data monitoring safety committee has asked the research to reconsider

the extension of research duration, due to slow pace of case accumulation. Under the

circumstance, the research had to put a stop on registering additional cases.

JGOGovarian committee's considered the following:
@ To extend the duration of registration from 5 years to 12 years, and to extend
the trial period from 10 years to 17 years and the number of targeted patient sample to
decrease from 620 cases to 460 case. Revising the protocol, allowing the least number of a

new registered case to 4 cases each month.



@ Not limiting to Japan, but to consider to invite the Korean Gynecologic Oncology
Group (KGOG) to participate in this research study. To conduct a global clinical trial and to

increase the number of registered cases.

By the above amendment, the research has been resumed and the registration of new patients
has begun on August 1, 2016. In March 2017, KGOG has officially declared to participate in
this research. As of March 31, 2017, KGOG is preparing the protocol in the Korean language.

For each case, the data is reported from each institute by Web (Rave System), then accumulated,
managed, and tabulated by Kitasato data center. Most of the research funds are used as the
operating expense of the data center. In order to operate the research safely, the data is

summarized twice a year, to create monitoring report for an evaluation. As of March 31, 2017,

no severe adverse event is reported to cause a problem in continuing with the research.
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