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This trial is being conducted to investigate the efficacy of primary tumor resection during
systemic therapy for stage IV breast cancer. Patients with cancers resistant to primary systemic
therapy have substantial risk of tumor progression during peri-operative period. Thus, we
randomize only stage IV breast cancer which is still sensitive to systemic therapy in this
study.

To confirm the superiority, in overall survival, of primary tumor resection plus systemic
therapy over systemic therapy alone in untreated breast cancer patients with metastatic lesions

(stage IV) who are not refractory to conventional primary systemic therapy. Primary endpoint
is overall survival and secondary endpoints are the proportion of patients without tumor
progression at the metastatic sites and yearly local recurrence—free survival. Planned sample
size are 410 patients (359 events) for the 2nd registration. Accrual and follow —up periods

are 7 and 4 years respectively.

Accrual speed in JC0G1017
This trial started to accrual from May 2011. 479 (1°' registration) and 324 (2" registration)

patients were joined this trial until March 2017. Interim analysis was performed at March
2016 and confirmed the safety and continue of this trial. The accrual time was prolonged from
5 to 7 years to complete the planned sample size (410 pts). This trial will finish before May
2018.

Ancillary analysis

The circulating tumor cell (CTC) were examined for 21 patients as ancillary analysis. We
will report about the results of them and pooled analysis with ECOG 2101, which is the similar
American study, will be performed. Moreover, we ill plan the supplementary analyses about

Stage IV breast cancer patients from this trial data.



Monitoring of case report form and audit

We performed the monitoring of case report form two times during 2018.

Audit committee of JCOG performed audit for active member of breast cancer study group.
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