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(English version)

We spent preparing for clinical trials this fiscal year in order to smoothly conduct an
exploratory clinical trial in 2017-18 and a verification clinical trial in 2018-19.
Specifically, the manufacturing system of clinical trial in the Cell Processing Center
(CPOC) at Kyoto Prefectural University of Medicine (KPUM), the implement system of the
doctor-initiated clinical trial and the coordination with PMDA were established.

The outline of the establishments will be described below.

We came to understand that it is not necessary for the CPC at KPUM to undergo survey
of GCTP compatibility during clinical trial, but at least the correspondence to GMP of
investigational drugs is needed. We are going to carry out upgrading and varidation of
the CPC in this April. Then, we made cell products conforming to the final product
standards in the CPC. The containers were selected for transporting products to other
facilities and we simulated the transportation. Next, PMDA consultation was held on 22
November to grasp the current situation and further directions in the field of nonclinical
study. To initiate the clinical trial, the evaluation of the impurities derived from the
manufacturing process was completed and the test for tumorigenicity is going to be
planned.

The preparations for the clinical trials were implemented. We prepared procedure
manuals and protocols of our hospital, had them deliberated at the institutional review
board on March 2, then, submitted the clinical trial plan notification on March 30 to
PMDA. The statistical analysis and the case registration center were decided to receive
support from the Center for Quality Assurance in Research and Development (CQARD)
at Kyoto Prefectural University of Medicine. On the other hand, the data management,
the monitoring, the audit and the preparation of clinical study report were outsourced
through CQARD. We have discussions with the cooperating company as needed.

Regarding Pharmaceutical Affairs, we had consultations with PMDA twice (nonclinical
consultation on 22 November, and clinical trial counseling on 20 December). Needed
study items such as manufacturing methods, product standards, required non-clinical
trials, clinical trial designs and so on were made decisions. The review for the verification
clinical test was recommended to consider in consultation after the exploratory clinical
test.

Based on the above, we have prepared various components of doctor-initiated clinical
trials conducted in 2017-18. In addition to the support of CQARD, we are in close contact
with the cooperating company, looking to the future of winning the regulatory approval.
We would like to solve the problems to succeed the trial with the steady accumulation

because doctor-initiated clinical trials in regenerative medicine are still rare in the world
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