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Annual Report

Title : Evaluation study for efficacy and safety of drug therapy based on sex differences
Principle Investigator : Satoru Iwasa, MD, PhD, Gastrointestinal Medical Oncology Division, National Cancer
Center Hospital

The aim of this study is to evaluate safety of drug therapy based on sex differences and to find out
biomarker related to sex differences. We are focusing on fluoropyrimidines as drug therapy based on sex
differences. Research organization is consisted of National Cancer Center Hospital, Research Institute, and
National Institute of Health Sciences.

Blood samples of Japanese population enrolled to AXEPT trial (A Multinational, Randomized, Phase |l
Study of XELIRI with/without Bevacizumab versus FOLFIRI with/without Bevacizumab as Second-line
Therapy in Patients with Metastatic Colorectal Cancer) were collected. Moreover, we made protocol in order
to evaluate factor associated with safety and sex differences by using blood sample, which the patients
have received fluoropyrimidine-based chemotherapy. The protocol was approved by National Cancer
Center Institutional Review Board.

In the next step, we will assess differences of detected biomarker between cancer patients and healthy

donor. Therefore, we performed procedures for obtaining blood donation from Japanese Red Cross Society.
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