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(3%  FEB) Physician—initiated clinical trials exploring the safety and efficacy of

novel LATI inhibitors in patients with pancreatic cancer
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Pancreatic cancer is now the fourth leading cause of death from malignant neoplasms in Japan. Due
to the difficulty of early detection, surgical resection is rarely indicated, and the average survival
period for patients with pancreatic cancer that is not respectable by surgery is less than one year
even with chemotherapy. Therefore, the early establishment of new and more effective treatments for
pancreatic cancer is an urgent issue.

LAT1 (L-type amino acid transporter 1; SLC7A5) is an amino acid transporter. We developed a compound
that exhibits non—competitive inhibition of LAT1 and showed anti—tumor effect against pancreatic
cancer in pre—clinical studies, and its safety was confirmed. Therefore, we designed and initiated
an investigator—initiated clinical trial to explore the safety and efficacy of this novel LATI1

inhibitor in pancreatic cancer patients who are refractory or intolerant to standard chemotherapy and
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who are not candidates for surgical resection.

In July 2021, the last patient completed oral dosing. All patients completed post—observation in
August. In March 2022, after the data were fixed, we submitted a notification of clinical trial
termination to PMDA, which was accepted. The results of this clinical trial were summarized, the DLT
of the new LAT1 inhibitor was determined and the maximum tolerated dose (MID) was estimated, the
safety was evaluated, the recommended dose (RD) for Phase IIb and subsequent clinical trials was

determined, and a summary report on the investigator—-initiated clinical trial was prepared.

Liposomal irinotecan became available for the treatment of pancreatic cancer in Japan in 2020, but
its efficacy is not yet satisfactory. In addition, the number of drugs that can be used with cancer
genome testing is increasing, but there are currently few patients with pancreatic cancer for whom
such drugs are indicated. The achievement of this research and development proved that the developed
compound can be a new treatment option for pancreatic cancer, and a major step forward has been made
toward the establishment of a new treatment to prolong the prognosis of the increasing number of
pancreatic cancer patients. We will out-license the developed compound to a company, which is expected

to conduct the next phase of clinical trials for the compound’ s clinical use



