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Purpose and Methods; Fertility—sparing surgery (FSS) has been accepted as a standard treatment for epithelial
ovarian cancer in stage IA non—clear cell histology grade 1/grade 2. In order to expand an indication of
fertility—sparing treatment, we have started a multi—-institutional (42 hospitals) , non—randomized
confirmatory trial (phase III trial) for stage IA clear cell histology (CCH) and stage IC unilateral non-CCH
grade 1/grade 2. The purpose of this trial is to confirm the effectiveness of FSS with optimal staging followed
by adjuvant chemotherapy in epithelial ovarian cancer patients with stage IA CCH and with stage 1C non—CCH
G1/G2. The primary endpoint is 5-year overall survival. Secondary endpoints are other survival endpoints and
factors related to reproduction. The protocol-defined FSS is optimal staging laparotomy including unilateral
salpingo—oophorectomy, omentectomy, peritoneal cytology and pelvic and para—aortic lymph node dissection or
biopsy. After FSS, four to six cycles of adjuvant chemotherapy with paclitaxel and carboplatin are
administered.

Accrual of Subjects; We plan to enroll 250 patients with an indication of FSS, and then the primary analysis
is to be conducted for 63 operated patients with pathologically confirmed stage IA CCH and stage IC unilateral
non—-CCH G1/G2. 174 eligible patients were enrolled at 42 participating hospitals in Gynecologic Cancer Study
Group (GCSG) of Japan Clinical Oncology Group (JCOG) between May 2015 and March 2017. Among 110 patients
reported in the latest monitoring, 31 had adenocaricinomas, 41 had borderline tumors and 38 had benign tumors.
Central Pathology Review; Only patients who undergo complete FSS and are diagnosed both intraoperatively and
pathologically in each institution as follows are included in the primary analysis group: (i) patients with
stage IA CCH or (ii) patients with stage IC (unilateral) non—CCH G1/G2. Central pathology review is also
performed for all patients except for patients with benign disease

Monitoring and Audit; In—house interimmonitoring is performed by the JCOG Data Center to ensure data submission,
patient eligibility, protocol compliance, safety and on—-schedule study progress according to standard JCOG
procedures. Monitoring reports are submitted to the investigators in GCSG and the JCOG Data and Safety
Monitoring Committee every 6 months. The latest report was performed on March 31, 2017. When lethal recurrence
is observed in 10% of the planned enrollment of 63 patients for the primary analysis with semi-annual periodic
monitoring reports during the accrual period, patient enrollment is suspended, and it is to be judged by the
Data and Safety Monitoring Committee whether early termination of the study is necessary. All institution
may be checked by the Audit at least once during several years.

Publication; The design paper of this study was published on June, 2015 (Satoh T , Yoshikawa H. et al., A
non-randomized verification study regarding selection of fertility—sparing surgery for patients with
epithelial ovarian cancer: Japan Clinical Oncology Group Study JCOG1203. Jpn J Clin Oncol, 45(6) :595-9, 2015).
The review including this study was published on August, 2016 (Satoh T, Yoshikawa H. Fertility-sparing surgery

for early stage epithelial ovarian cancer. Jpn J Clin Oncol. 46(8):703-10, 2016).
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