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1. Testand additional manufacture of GMP drug
In accordance with the original plan, stability test of GMP drug was performed.

An additional manufacture and the test of GMP drug were performed.

2. Cartagena Biosafety
This was completed last year.

3. The investigator-initiated GCP phase | clinical trial
In early period of this fiscal year, all the systems for the clinical trial were carefully checked and
organized. In accordance with the IND that was submitted at the end of the last fiscal year, the
investigator-initiated GCP first-in-human clinical trial for treating the primary or metastatic tumor
consisting of intractable bone and soft tissue sarcoma was started. The safety and efficacy in the first
patient were carefully estimated over six months and the good outcome was found. The monitoring and
the audit, the data management and the statistical analysis were properly done by the contract research
organization (CRO).
The target on the initial IRB approval and the IND submission was only the adult patient. Because many
of the patients with the bone and soft tissue sarcoma were adolescent teenagers, careful discussions,
including analyses of the results in the first patient, were done. We finally decided to include the patients
who are older than 9 years old. After the IRB approval, the application for the modified clinical protocol
was submitted to PMDA on January 26, 2017.

4 . Practical application
The communications and the discussions were done with several companies relating to the practical
application of this drug. We will continue to do this activity and determine to the best company by

planning the phase |1 clinical trial and considering the future practical application.
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