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The standard follow-up after radical surgery for breast cancer includes periodic
interviews, clinical examinations, and mammography, but many institutions are conducting
intensive follow-up including periodic computed tomography, magnetic resonance imaging,
and bone scintigraphy, despite the lack of evidence to support this approach. While intensive
follow-up may contribute to prolonged survival through earlier diagnosis and treatment of
relapse, it has the disadvantages of high effort and costs placed on patients and healthcare
workers, radiation exposure, and overdiagnoses owing to false-positive results. Randomized
comparative studies are required to investigate whether intensive follow-up can really
prolong survival sufficiently to offset these disadvantages. Imaging methods have
remarkably improved, leading to the earlier detection of relapse. Breast cancer treatment
consists of local treatment, such as surgery and radiation therapy, and systemic medical
therapy, including chemotherapy, endocrine therapy, and molecular targeted therapy. In

recent years, medical therapies have remarkably improved.



The JCOG1204 study “Intensive vs. standard post-operative surveillance in high-risk
breast cancer patients” has been enrolling high-risk breast cancer patients after radical
surgery to investigate the superiority of intensive follow-up during the entire survival period.
This study includes patients with an estimated relapse risk of 30% or higher in the 5 years
after surgery. The primary endpoint is overall survival, and secondary endpoints are disease-
free survival, relapse-free survival, distant metastasis-free survival, overall survival of
intrinsic subtypes, actual number of implemented examinations, compliance with
prespecified examinations, and adverse events.

The trial was activated in November 2013, with a total of 498 patients enrolled by the
end of March 2017. Enrollment has been accelerated by revision of patient eligibility, creation
of a patient information pamphlet, and improving the arrangement, submission, and
analyses of screening records. The goal is to enroll a total of 1500 patients in next three years
to set up an accrual period of 6 years followed by an observational follow-up of 7 years. The
continuance of this study is significant because no other phase 3 study with the same
objective has been planned worldwide. Active involvement in the JCOG bank project and the
preparation of drafting researches on medical financial evaluation are being promoted for
future translational research.

We will continue striving to establish evidence for appropriate follow-up methods for
breast cancer, with the goal of eliminating disparities in and improving breast cancer
treatment with the final objective of making the useful guideline for breast cancer patients

as the standard care in the world.
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