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1) Cell storage
Validation and maintenance for cell storage facility and equipment have been
conducted this year. Also, we shared management documents related to cell storage
and testing with other five cell storage and testing centers. We have stored 17

new samples this year.

2) Study on optimization of cell cryopreservation method
To optimize the cryopreservation method, the survival rate of various cells after
thaw with the use of cryopreservation agents Stem Cell Banker or CP—1 was examined.
As a result, target survival rate: single cell suspension preservation of iPS cells
(80%; target viability after thawing is 70%), single cell suspension preservation
of iPS cell-derived RPE (80%; 70%), single cell suspension preservation of iPS

cell-derived neural stem cells (70%; 60%) was achieved respectively.



3) Adverse events assumed and scope of testing menu against them.

As for development of in house genetic testing, we have developed mFISH system that
enables us to conduct chromosomal analysis of 2 samples in 4 days. In addition, we
have extracted assumed adverse events during clinical study by cell transplantation
and require scope of tests against them, if happened, for cause investigation :
adverse events assumed (1) formation of tumors derived from transplanted cells, (2)
onset of infectious diseases by transplanted cells, (3) misplacement of transplanted
cells. The test menu against them would be: (1) CHG array, SNP array, Q-band, G-Band
by outsource inspection company depending on availability of quantity of samples

Flow chart for testing methods was also prepared. (2) Sterility test in compliance
with JP method, Mycoplasma by PCR kit. (3) STR genetic test. The selection of tests
shall be made by the consideration of cost, delivery time, content and quality of
information and expected responsibility of the testing center as the third part
testing center in the scheme of clinical study. The centers need to report the test
result to Health Policy Bureau of MHLW and clinical institution. The cost for

testing shall be paid by the clinical site.

4) Advertisement of cell deposit under this project
We advertised the deposit of cells by our HP “Human Stem Cell Archive”. We have stored

17 new samples and concluded 3 new contracts in this year.

5) Secretariat activities of six cell storage and testing centers.

The steering committee of six cell storage and testing centers were held twice in
August 2016 and in March 2017 to discuss the common service menu can be operated
in all centers, and the management system of new cell storage and testing center
project that will start from 2018 fiscal year. The discussion included the duration
of storage period, type of cells or sample to be stored, cost for storage, cell
registration format, storage method, testing method, possibility of research use
of stored cell, or possibility of cell storage operation by private company.

In addition, at the 16th general meeting of the Society of Regenerative Medicine
in March 2017, the six centers jointly operated the booth and advertised the

activities of six centers.
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