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Achievement summary

Our clinical research and development of T cell receptor (TCR) gene engineered T cell therapy,
in which T cells are transduced with the gene encoding tumor antigen MAGE-A4 or NY-ESO-1
specific TCR, has been conducted in patients with refractory esophageal cancer, using the next-
generation retroviral vector (siTCR vector) which enhanced gene expression and safety. These T
cells will be used for immune-cell therapy as Cellular and Tissue-based Products.

We have been conducting multi-center, clinical trials on the basis of seamless packaging of
systematic support for personalized medical care, so called tailor-made medical care, starting from
collecting a patient’s blood, followed by processing cells for gene engineered cell medicine and
supplying the cells to sites.

Our final R&D goal is to confirm the safety of TCR gene therapy in 12 subjects with solid
tumors during the phase I, and to initiate phase II in order to confirm the safety and clinical efficacy

on the subjects with refractory esophageal cancer.



A multi-center, Investigator- initiated phase I clinical trial targeting solid tumors using new
investigational drug TBI-1201 (MAGE-A4 TCR transduced T-lymphocytes) has been initiated at Mie
University Hospital in March, 2014.

Following that, suitable environments were prepared for the clinical trial at 6 institutes in
total, and multi-center, Investigator initiated Phase I clinical trial has been developed in
collaboration with Mie University Hospital, Aichi Medical University Hospital, National Cancer
Institute Japan (National Cancer Center Hospital, National Cancer Center Hospital East), Nagoya
Medical Center, and Keio University Hospital. As of March, 2017, 10 subjects have been treated.

As for new investigational drug, TBI-1301 (NY-ESO-1 TCR transduced T-lymphocytes), the
clinical trial notification (CTN) for a multi-center, Investigator initiated Phase I clinical trial
targeting solid tumors was submitted to the PMDA (Pharmaceuticals and Medical Devices Agency)
in February, 2015 after having several face-to-face pharmaceutical affairs consultations on research
and development strategy with PMDA. The investigator initiated clinical trial has been initiated
at the same 6 institutes with those of TBI-1201, including Mie University Hospital, Aichi Medical
University Hospital, National Cancer Institute Japan (National Cancer Center Hospital, National
Cancer Center Hospital East), Nagoya Medical Center, and Keio University Hospital. As of March,
2017, 6 subjects have been treated.

As for oversea clinical trial, we initiated a Phase Ib clinical trial of NY-ESO-1 TCR gene
antigen-specific siTCR gene therapy targeting solid tumors at Princess Margaret Cancer Centre in
Canada, which has been underway since September, 2016. As of March, 2017, 2 subjects has been
enrolled.

We strive to continuously streamline our established logistic framework for ground and air-
transportation of patients’ blood and gene-transduced cells.

Above mentioned studies and clinical research using WT1 antigen specific TCR gene engineered
T cells, which is conducted at 4 institutes including Mie University, Ehime University, Nagoya
University, and Fujita Health University are being conducted in order to evaluate this logistical
frame work. Transportation pathways between institutes and the cell processing center is evaluated
and improved if necessary.

Furthermore, we have been developing antigen expression and HLA tests as companion

diagnostics for patient screening.
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