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This research project mainly manages a clinical trial of JCOG Gynecologic Cancer Study Group,
named as JCOG1311, which 1s entitled "Conventional Versus Dose-Dense Paclitaxel in the
Combination with Carboplatin in Conventional Versus Dose-Dense Paclitaxel in the Combination
with Carboplatin in Stage IVB, Recurrent, or Persistent Cervical Cancer: JCOG1311". JCOG1311
has been started on October 1, 2015. Institutions which became able to register with approval of
the institution IRB gradually increased and the registration gradually increased.

However, on May 23, 2016, Bevacizumab was approved for metastatic or recurrent cervical cancer
by the Japanese Health Insurance. Bevacizumab is the first molecular-targeted drug which
showed the improvement of the overall survival by the addition to the combination chemotherapy
for metastatic or recurrent cervical cancer (GOG240 trial). After the approval of Bevacizumab in
Japan, our group repeated discussion and achieved the consensus that, in principle, we would
add Bevacizumab to both treatment arms in JCOG 1311 except for patients with any risk for
the specified adverse events (gastrointestinal perforation, fistulation). Therefore, on July 8, 2016
in the middle of the phase II stage, we adjourned JCOG1311 for protocol revision, as the standard
chemotherapy for metastatic or recurrent cervical cancer was changing in Japan. The number of
patients registered until the adjournment was 39.

The main points of the protocol revision are following; 1. In principle, we would add Bevacizumab
to both treatment arms. 2. Patients who are at increased risk for having the specified adverse
events could not take Bevacizumab. After having confirmed a policy of the revision on October

2016, we continue protocol revision work. The revision work is not completed at the end of March
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2017, but we would like to push forward the work to restart this study soon.

[Activity of the study group and the monitoring]
JCOG Gynecologic Cancer Study Group held four times of group meetings (on May, June,
November, and December) in a year, and discussed a progress report and the problems of the
study. Central monitoring in the JCOG datacenter is performed twice a year. JCOG1311 was
carried out safely without severe adverse events including the treatment-related death such as
conflicting with stopping rule. There was no problem in the ethic.
[Problems at the present]
Our group had to revise study protocol because the standard treatment was changed. We have to

finish revision work and restart the study soon.
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