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Since patients with histologically positive lateral pelvic lymph node metastasis of advanced lower rectal cancer
have poor prognosis with a 5-year survival rate of approximately 40% compared with approximately 80% in those
with histologically negative metastasis, the development of more effective treatment is required. However,
diagnostic criteria for positive lymph node metastasis using preoperative CT or MRI images have not been
established. Therefore, it is not reasonable to select the study subjects who are more likely to benefit from
preoperative chemotherapy based on the preoperative imaging diagnosis at this point because preselection may lead
to overtreatment.

In order to formulate patient selection criteria on preoperative diagnosis for clinical trials of preoperative
adjuvant chemotherapy for positive lateral lymph node metastasis, we planned to conduct an observational study to
examine whether lateral lymph node metastasis can be accurately predicted by prospectively collecting
preoperative imaging findings and combining data of the lymph node diameter and other clinicopathological factors.
The study protocol was approved by our institutional review board (IRB) on February 12, 2015. Patient registration
was begun in April 2015 with IRB approval at the participating institutions and the registration was suspended in
April 2016 when the number of registered patients reached 200 according to the protocol. We performed an interim
analysis based on the results of centralized image reading. In the interim analysis, we found the threshold for lymph
node size can be modified from 10 mm to 8 mm or 7 mm in short-axis diameter and we also identified some
predictive factors including the invasion depth of the primary tumor and the distance from the deepest point of the
tumor invasion to the resected surface. We are going to revise the protocol to apply new imaging diagnostic criteria
based on these findings and resume patient registration. We aim to complete the registration and perform the final
analysis during the study period by promoting patient enrollment during fiscal 2017. This study will reveal the
predictive accuracy for true lateral lymph node metastasis using the lymph node diameter measured by the
prospective imaging evaluation. Also, the study will determine whether adding the other clinicopathological factors
found preoperatively can improve the predictive diagnostic accuracy for lateral lymph node metastasis. Future

clinical trials may contribute to improved prognosis of colorectal cancer.
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We collected and analyzed the patients’ data according to the research plan.
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In Japan Clinical Oncology Group (JCOG), I studied the association between the presence
of the lateral lymph node metastasis in the pathological diagnosis and the preoperative
imaging (CT or MRI) or factors of the patient and the tumor factor for the rectal cancer
patients who received a rectal resection with lateral lymphadenectomy. Yasushi Shimada is a
representative of colon cancer group (Kochi medical center, department of medical oncology),
Yukihide Kanemitsu is a representative of this study (national cancer research center
Hospital, department of surgical oncology for colon cancer) and Satoshi Ikeda is a secretariat
of this study (Hiroshima prefectural Hospital, department of digestive, breast and transplant
surgery) and they are key members. 209 cases during 550 planned registration cases were
registered, and 11 cases were registered from our facilities. We are going to continue to

accumulate the registered cases.
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Eight of patients were enrolled into this study from Hiroshima Prefectural Hospital.

We convened a central decision conference four times as a secretariat of this study and
analyzed image data sent from each institution.

Interim analysis results of 209 patients were notified to all of the member of JCOG

Colorectal Cancer Group at the meeting.
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